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Senate

Record of Committee Proceedings

Committee on Health, Health Insurance, Privacy, Property Tax Relief, and

Revenue

Senate Bill 354

Relating to: substitutions by pharmacists dispensing epilepsy drugs.

By Senators Erpenbach, Lassa, Hansen, Risser and Taylor; cosponsored by Representatives Benedict

y

Pasch, Berceau, Bies, Parisi, Pope-Roberts, Sinicki, Townsend, Turner, Steinbrink, Van Akkeren and A. Ott.

October 16, 2009

October 22, 2009

Referred to Committee on Health, Health Insurance, Privacy, Property Tax Relief, and
Revenue.

PUBLIC HEARING HELD

Present:  (7) Senators Erpenbach, Carpenter, Robson, Lassa, Lazich, Kanavas
and Darling.
Absent: (0] None.

Appearances For

Jon Erpenbach — Senator

Chuck Benedict — Rep.

Art Taggart — Epilepsy Foundation of WI
Mary Pat Berry, Middleton

David Giroux, Madison

Ann Giroux, Madison

Mary Zupanc — Dr., Children's Hospital of Wisconsin
Warren LaDuke, Stoughton

Bobbi Suchla, Arcadia

Brian Wilmot, Mt.Horeb

Laura Peck, Janesville

Mike Rufer, Janesville

Ken Werhun, Janesville

® e ¢ o

Appearances Against

L Tom Engels — Pharmacy Society of W1

Terry Maves — Pharmacy Society of W1

Mary Swandby — Dean Health Systems

Tyler VanSchyndel, Madison

Nick Ladell, Sun Prairie

Linda Willsey, Madison — Community Pharmacy

] Howard Rutman, Hawthorne — Dr., Taro Pharmaceutical

®e ¢ ¢ o



April 22, 2010

. David Root, Waverly — Medco Health Solutions
. Dale Masten, Mason — National Association of Chain Drug Stores
. Melissa Evans — Pharmacy Society of WI School of Pharmacy

Appearances for Information Only
) None.

Registrations For

. Michael Trepanier — WI Dept. of Veteran's Affairs
. Chris Rasch — WI Medical Society

. Roberta Handley, Barneveld

Registrations Against
. None.

Registrations for Information Only
. None.

Failed to pass pursuant to Senate Joint Resolution 1.

Kelly Becker
Committee Clerk
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October 17, 2009

Assembly Committee on Public Health
Room 228 NW

State Capital

Madison, W1

Dear Committee Members:

As the parents of a 22-year-old daughter who suffers from uncontrolled epilepsy and a mild
cognitive disability, we continually hope and pray our daughter’s seizures will someday be
completely controlled. Over the past 16 years since her diagnosis, her seizures have significantly
changed in nature and through medical advances reduced from over 20 per day to a few times
per month. Her quality of life has thus greatly improved drastically and she is currently
employed part time as a sales associate at the New Berlin Goodwill store.

Currently our daughter takes over 20 pills every day at five regulated time periods. We take
every possible precautionary measure to safeguard she doesn’t miss any of her scheduled
medications. We have posted medication schedules, reminder alarms set on her watch, cell phone
and pill box, and family members check to ensure her pillboxes are correctly filled and are
always taken on schedule. We see our daughter at social events staring at her wristwatch with
diligence to ensure she take her pills exactly on time.

One area of grave concern for Katie’s welfare is that we can’t control errors that can oceur in
dispersing her prescription medications. When she was a small child, a serious error occurred
when an elderly pharmacist admittedly misunderstood her prescription dosage over the
telephone. We immediately changed pharmacies. Years later another error occurred when as an
inpatient at Children’s Hospital, her medical records were misplaced and she was given a
reduced level of her prescriptions causing her to experience clusters of grand mal seizures. Most
recently, another serious error occurred regarding a vacation refill of her gastric reflux
medication this past August 2009. That prescription had just become available in generic form
and was substituted in capsules which were double her previous dosages without alerting us or
the prescribing physician. The prescribing doctor was overseas visiting family for an entire
month. So instead of taking her two 20 mg pills twice a day, she mistakenly took two 40 mg pills
twice a day thereby increasing the daily dosage by 4 times the prescribed amount. This mistake
occurred consistently for two weeks before it was detected.

As past advocates speaking before this committee for passage of this bill for the past 2 1/2 years,
we’ve learned to always open all our prescription bottles and visually check for any noticeable
changes in the medications. In this case, we alerted the pharmacist the capsules were a different
color although the same size. The pharmacist assured us it was the same prescription but simply
a generic substitute. We accept generic substitutes on her medications that are not her epilepsy
medications to save money. The pharmacist did not alert us the dosage strength was doubled nor
was there any sticker or warning label placed on the container alerting us of the doubled change
in dosage. Admittedly, we also make a serious mistake by not reading the prescription label
which was printed with the correct dosage and instructions. Subsequently that four week




prescription was taken in two weeks. The error only became apparent when the refill was denied
by insurance. Subsequently, immediate blood labs and an ultrasound of her organs were ordered
and fortunately there was no grave organ damage detected. Had this dosage error occurred to
her prescription epilepsy drugs, she would have required emergency hospitalization care due to
severe over toxicity and she could have died. Iimmediately wrote a letter to our pharmacy and
hand delivered to them. All five pharmacists know us by name when we come there now.

Because our daughter has a very narrow therapeutic range, we have documented seizures occur
more when changed to generic formulas. We’ll do whatever it takes and pay whatever the costs
to improve her chances to live her life with fewer seizures. We can’t tell you how difficult it was
to find a local employer who was willing to hire our daughter due to liability of injury and the
disruptions that occur when seizures occur while working. It is conditional to her employment
that we’ve committed to be accessible to the store within 5 minutes whenever Katie works there.
The Goodwill store doesn’t have health care provisions, so we must immediately provide support
contingent to her continued employment.

In summary, we need to insure our daughter receives the exact medications that truly work best
for her. Our neurologist and our family need to be notified anytime a substitute formulation is
dispensed. This bill will provide us with necessary safety as we attempt to maintain balance in
our lives. We liken our current lives as walking on a tightrope. We know pharmacies make
mistakes as we have experienced in the past.

We’re sorry we were unable to make arrangements to attend today’s public hearing. Please be clear this
does not mean this bill is any less significant to our lives now than it was when we have been
present advocating in Madison for passage of this bill in the past. We understand and support the
government’s need to stop wasteful spending. But laws must protect the health and welfare for
those individuals who require exact prescription medications. As parents we hope our daughter
has a fair chance to become the best she can be. We are truly grateful for your support in passage
of this bill safeguarding substitutions made by pharmacists dispensing epilepsy drugs without
prior notifications.

Sincerely,

Laurie and Tom Landgraf
Parents, Legal Guardians and Personal Caregivers of Kathryn Landgraf






Roberta Handley
7537 Lakeview Road
Bameveld, W1 53507

October 20, 2009

Assembly Committee on Public Health

Senate Committee on Health, Health Insurance, Privacy, Property Tax Relief, and Revenue
State Capitol

Room 412 East

Dear Committee Members:

When we lived in Hlinois our son Solomon did very well for nearly a year on a brand name drug

for his epilepsy, Keppra. We moved to Wisconsin in February of 2009 and with BadgerCare Plus

insurance we had to switch Solomon to the generic version, levetiracetam. Within a month he

started having seizure activity, which for him means lots of eye blinking and bed wetting
-episodes.

Our new doctor in Wisconsin decided to try a different drug. They started him on the generic so
he wouldn’t have to switch later. He did not do well on topiramate alone so lamotrigine was

- added and later a third drug, ethosuximide. He takes very high doses of his medicines and still

~ cannot seem to get to the levels his doctor wants. Solomon has only gotten back to his good

. seizure control in the past couple of weeks. We'll never know if he would have had all these

. problems and all these doctor visits if he had been able to stay on Keppra by itself.

| also want you to know that Solomon is a very bright nine year old who used to get all A’s on his
spelling tests. Now he seems to have short-term memory problems and attention problems.

" Homework that should take 15 minutes can take much, much longer for him to finish. The sad

_ thing about this is that we now have three medicines to worry about.

Please support the Epilepsy Patient Protection Bill. It could help other families avoid a similar
ordeal.

Sincerely,

Roberta Handley
handley52@mchsi.com
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PUBLIC TESTIMONY ON ASSEMBLY BILL 506 AND SENATE BILL 354

Joint Public Hearing of the Assembly Public Health Committee and Senate
Committee on Health, Health Insurance, Privacy, Property Tax Relief, and Revenue
October 22, 2009

Thank you to the committees for hearing these companion bills today. |
concur with what Senator Erpenbach has just said, and would add that as a
neurologist who has treated many patients with seizure disorders, |
understand the necessity of maintaining tight control of blood levels of anti-

epileptic medications.

Should the level drop too low, there is the risk of breakthrough seizures
which could lead to injury of the patient, or others around them should he or
she be driving. A breakthrough seizure can also mean loss of driving

privileges, and possible loss of employment opportunity.

If the blood level gets too high, above the therapeutic range, then dizziness,
lethargy, visual disturbances, slurred speech, imbalance, and other toxic

side effects can occur.

Once a patient is stabilized on a certain formulation of their anti-epileptic
medication, it is important to maintain that same formulation, whether it is a

brand-name or a generic. _t is the consistency of the formulation that is

important. Various generics should all contain the same amount of active



medication, but can vary in their inert ingredients, which makes up the bulk
of the pill; and different inert ingredients can lead to differing undesirable

results.

For example, if the inert material dissolves rapidly in the stomach, the
medication will be released quickly, possibly leading to a toxic side effect. If
the inert material dissolves too slowly, it could allow the blood level to drop
below the therapeutic range, which could result in a subSequent
breakthrough seizure.

Passage of these bills should help the patient with a seizure disorder by
encouraging the consistent use of anti-epileptic medication formulations,
and being sure the prescribing practitioner and the patient, or the patient’s

agent, is informed of any necessary change.

I .encourage your support for Assembly Bill 506 and Senate Bill 354.







PHARMACY
SOCIETY OF
WISCONSIN

701 Heartland Trail
Madison, Wi 53717
608-827-9200
fax 608-827-9292
tome@pswi.org
WWW.pswi.org

Testimony from Pharmacy Society of Wisconsin

Before the Assembly Committee on Public Health and the Senate Committee on Health
Senate Committee on Health, Health Insurance, Privacy, Property Tax Relief, and
Revenue

Assembly Bill 506 and Senate Bill 354
Tom Engels, Vice President of Public Affairs
Thursday, October 22, 2009

Thank you Chairman Benedict and Members of the Assembly Committee on Public
Health and Chairman Erpenbach and members of the Senate Committee on Health Senate
Committee on Health, Health Insurance, Privacy, Property Tax Relief, and Revenue for the
opportunity to testify on the legislation before you today.

The Pharmacy Society of Wisconsin (PSW) represents over 3,000 pharmacists and pharmacy
practices in the state. We are pleased to offer the following commentary regarding the
treatment of epilepsy with prescription medications.

The legislation before you today would reduce the use of generic medications in the treatment
of patients in Wisconsin with epilepsy. It would not change how patients are treated, it would
not improve health care quality, and it would not change insurance coverage requirements.

It simply would place additional administrative hoops on the use of generic medications,
causing increased costs and lessened efficiency.

The issue of whether a generic drug is equivalent to a brand-name medication is at the heart
of this legislative debate. Proponents of bills to make substitution more difficult emphasize
that AB-rated drugs (as determined by the FDA) could have a bioequivalence difference of
as much as 20%, too great a range for a complex disease like epilepsy, they caution. But in
the Food & Drug Administration’s bioequivalence report, generic antiepileptic drugs range
from 2-5 %. The FDA has repeatedly stated that there is no evidence of problems with the
bioequivalence of generic antiepileptic medications—none. Even a committee of experts
convened by the National Epilepsy Foundation in 2006 agreed that there was no authoritative
evidence of generic medications causing problems in the treatment of epilepsy.

FDA further advises that it is not necessary for the health care provider to approach any one
therapeutic class of drug products differently from any other class when there has been a
determination of therapeutic equivalence, as is the case for all approved generic medications.
Any state that passes generic carve-out legislation would, in effect, be inappropriately
inserting itself into what is the proper domain of the FDA—the regulation of drug safety.

Anti-generic substitution legislation was introduced in more than 30 states during the last
legislative session. A similar pattern is re-emerging this session, after mass rejection by state
legislatures the last time around. Not coincidentally, during the same time period, over $5
billion in brand name drugs were becoming available generically as their patents expired.
Also not coincidentally, the state legislative initiatives, including the one here in Wisconsin,
are being funded by brand name pharmaceutical companies eager to either regain or retain
market share.



PHARMACY
SOCIETY OF
WISCONSIN

701 Heartland Trail
Madison, Wi 53717
608-827-9200
fax 608-827-9292
tome@pswi.org
WWW.pswi.org

Restricting the use of generic medications in Wisconsin would cost taxpayers and health
plans tens of millions of dollars, putting even greater pressure on prescription drug program
budgets. These increases would come at a time everyone is seeking solutions to reign in costs
and improve the quality of care. A report prepared for the Pharmaceutical Care Management
Association projected legislation such as what is being considered today would increase costs
by more than $300 million—in Wisconsin!

It is also important to understand, when a patient, pharmacist or physician has concern about
an individual patient using a generic medication, there is authority to use a brand-name
medication today, without any change in state law. A physician can mark an individual
prescription order “Brand Medically Necessary” and the patient will receive the designated
brand name product. Similarly, a patient can request a brand name product from their
pharmacist at any time. Insurance plans may not pay for the brand name product, if it is not
deemed medically necessary; however, every patient is legally allowed to receive the brand
name medication. The legislation under consideration does not obligate insurance companies
to change their coverage policies for branded products; therefore, patients would incur
increased costs when requesting brand name medications, regardless of the passage of this
proposal.

Questions have also been raised regarding potential problems when pharmacies change
manufacturers of generic medications—in particular when a patient receives a medication
made by a different generic manufacturer at the time of receiving a refill. Although there is
no evidence that switching from one generic manufacturer to another has created problems,
and while there are legitimate reasons a pharmacy will change generic manufacturers, PSW
recommends maintaining consistency of generic manufacturers by pharmacies to lessen
patient confusion and concern. Sometimes the same generic medications, made by different
manufacturers, have different colors, shapes and sizes. Sometimes such changes cause
confusion and it is important for pharmacists to explain to patients whenever a change in
manufacturer has occurred. However, all AB-rated generic medications are required to meet
the same bioequivalence standards by the FDA; therefore, there should be no significant
deviation from one generic to another.

Lastly, not only is the proposed policy not necessary and certain to increase spending

on prescription drugs, it will create a new and higher level of inefficiency in the system.
Pharmacists would be required to call the physician and receive his or her consent to use a
generic medication if the patient prefers the less expensive alternative or if their health insurer
determines the branded medication not to be medically necessary.

This requirement would result in thousands of unnecessary phone calls from Wisconsin
pharmacists to Wisconsin physicians each month. The physician would be required to
personally provide the consent. If a particular physician can not be found or reached for their
consent, the patient would have to pay the higher price for the branded medication or delay
therapy until the physician is reached. Neither of these results is good for the patient and
each will add inappropriate administrative cost to the dispensing of a prescription.

If you would like to do something to improve the quality of care for patients with

epilepsy, we encourage you to adopt policies that would fund intensive medication therapy
management for the patients that need the most assistance. Initiatives like the Wisconsin
Pharmacy Quality Collaborative (WPQC), designed to engage a patient’s caregivers in a
coordinated and meaningful manner is what is needed. Both brand and generic medications
are proven therapies--let’s make sure that we are getting the greatest value possible by
ensuring that all medications are used properly.
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I have attached two additional papers to this testimony for your reference; the first is PSW's
issue paper on AB 506 and SB 354 that provides more detail of the information presented by
our testimony. The second paper is an Executive Summary of the WPQC program.

In conclusion, we respectfully request that you turn down this legislative proposal. While
the intent of the proponents of this legislation is understandable, the negative consequernces
associated with the passage of this legislation are profound.

Thank you for this opportunity to present to you on behalf of the state’s pharmacy
practitioners. I would be pleased to answer your questions.




PHARMACY
SOCIETY OF
WISCONSIN

701 Heartland Trail
Madison, W1 53717
608-827-9200
fax 608-827-9292
tome@pswi.org
www.pswi.org

Issue Brief

Substitutions by Pharmacists Dispensing
Epilepsy Drugs

State Representative Chuck Benedict (D-45) and State Senator Jon Erpenbach have
introduced legislation at the request of the Epilepsy Foundation that would prohibit
the generic substitution of prescription medications used for the treatment of epilepsy
without the expressed consent of both the prescriber and patient. The legislation
was introduced simultaneously in both the Assembly and Senate, the bill numbers are
Assembly Bill 506 (AB 506) and Senate Bill 354 (SB 354).

Background

Based on the provisions of bills, a pharmacist would be prohibited from substituting
an equivalent generic medication for its brand counterpart and from substituting a
generic medication from one manufacturer for an equivalent generic medication
made by another manufacturer, for all prescription products used in the treatment of
epilepsy. A substitution would only be allowed with the documented consent and
authorization of both the prescribing practitioner and the patient (or the patient’s
spouse, parent or legal guardian). This is similar to legislation introduced last session
by Senator Erpenbach.

Generic Substitution in Wisconsin

As it relates to interchange of prescription drug products, Wisconsin has taken a
common and conservative approach that relies upon a sophisticated therapeutic
equivalency testing process of the Food and Drug Administration (FDA). In
Wisconsin, medications available for generic substitution only include those that meet
the most rigorous equivalency tests that receive the FDA’s A/B rating. Wisconsin
pharmacists work everyday to help patients in their medical treatments and help

to reduce the cost of prescription medications by dispensing lower cost generic
medications. In fact, Wisconsin law requires pharmacies to dispense a therapeutically
equivalent generic prescription drug, if it is lower in cost, unless a patient requests a
brand name product. This practice has been proven to help lower the cost of health
care while maintaining the quality of treatment.

There are some instances where a prescribing practitioner will request that a specific
medication be dispensed to a patient. In that case the prescribing practitioner will
indicate that directive by writing “dispense as written” (DAW) on the prescription
order. When DAW is written on a prescription order and the medications are
dispensed by a pharmacist, that medication order cannot be changed without a change
by the prescribing practitioner. Most insurers and health plans provide a system for
such a product to be considered for approval, dispensing and reimbursement.

Unintended Consequences
It is common for a pharmacy or the pharmacy’s wholesale distributor to change
sources of generic products based upon the availability of the product and pricing
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Issue Brief

advantages from one manufacturer over another. Changes in generic supply can
change literally every month. It is possible that a patient would be unable to locate

a pharmacy that stocks the very same generic manufacturer’s product. Therefore,

if one pharmacy’s generic supplier changed, it is possible that a patient would be
unable to locate a pharmacy with a supply of the generic medication from the first
generic manufacturer. Patients would also be set-up for failure as they are admitted
or discharged from a hospital that may stock a different generic manufactured product
than what the patient had received from a community pharmacy. Further, generic
medications cost about % of the brand-name medication cost, on average, although
the difference varies from medication to medication.

If enacted, this legislation will result in lower use of generic medications, resulting in
higher health care costs — for epilepsy patients, businesses and insurers alike.

Further, some medications are prescribed for multiple symptoms, including epilepsy.
The legislation would prohibit substitution of these medications if they are used in the
treatment of epilepsy, but not if they are used for other conditions. Patients receiving
a generic epilepsy medication may find it difficult to receive treatment when the
pharmacy provider selects an alternate generic manufacturer of the product, whether
the product is commonly used to treat epilepsy or not.

Proponents Raise Concerns: Pharmacist Consultations

In the past representatives of the Epilepsy Foundation have publicly stated that some
pharmacists do not perform an adequate consultation when dispensing medications to
epileptic patients. For instance, the Foundation has asserted that patients are not told
when a pharmacy has filled the prescription order with a medication from a different
manufacturer when dispensing an A/B generic equivalent. In a memorandum
circulated to legislative offices drafted by the authors of the bills and the Epilepsy
Foundation they asserted that, “under current law pharmacists may switch a patient’s
prescription from one epilepsy medication to another without the consent of the
doctor who wrote the prescription. Medication substitutions occur haphazardly,
without the knowledge or consent of the physician or in some cases even the patient.”

This is false; in fact it is illegal for a pharmacist to switch a medication for any patient
without the consent of the prescribing practitioner. Furthermore, pharmacists do

not haphazardly make any changes; this is simply an inflammatory comment. PSW
advocates that pharmacists advise all patients of instances when a manufacturer of a
prescription drug used by a patient changes.

Bioeguivalence of Substituted Products

The major concems raised by proponents of this legislation are problems that may
arise with the substitution of any medication used in the treatment of epilepsy. They
argue that patients who have epilepsy should be allowed fo maintain access to the
same medication by the same manufacturer in order to minimize the potential of
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Issue Brief

a seizure due to therapeutic differences between products. To illustrate this point,
advocates reference the bioequivalence of generic medications not only from their
brand name counter-parts but also from generic to generic.

The United States Food and Drug Administration states, “a generic drug is the same
as a brand name drug in dosage, safety, strength, how it is taken, quality, performance
and intended use. The FDA bases evaluations of substitutability or “therapeutic
equivalence” of generic drugs by requiring and testing that the drug product must
contain identical amounts of the same active ingredient(s) as the brand name product.
Drug products evaluated as “therapeutically equivalent” can be expected to have
equal effect and no difference when substituted for the brand name product.”

Bioequivalence of different versions of a drug can vary by up to 20%, because for
most drugs, such variation does not noticeably alter effectiveness or safety. However,
actual differences between FDA-approved generic and trade-name drugs are generally
much smaller than the allowable 20%. The FDA reports that actual differences are
3.5% on average and rarely exceed 10% in any single study of bioequivalence. PSW
recognizes that sometimes generic substitution is not appropriate. For example,

some generic versions cannot be determined to be bioequivalent to the original drug
because no standards for comparison have been established. These versions should
not, and in Wisconsin may not, be interchanged for the original drug.

PSW Recommended Action

PSW recommends that the legislation be rejected. PSW further recommends that
the Office of the Insurance Commissioner ensure that patients with epilepsy are not
inappropriately denied access to necessary therapies by their insurer or health plan.
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’ WI1SsSCONSIHN PHARMACY
6\ >QUALITYCOLLABORATIVE

an initiative of the pharmacy society of wisconsin

Executive Summary

Introduction: The Wisconsin Pharmacy Quality Collaborative (WPQC) is an initiative
designed to improve the quality and reduce the cost associated with prescription drug use in
the state, launched by Wisconsin’s leading health care purchasers and pharmacy providers.
The collaborating stakeholders have developed a new model for how payors and community-
based pharmacies interact in order to optimize the pharmaceutical products and services
provided to patients in Wisconsin. The new WPQC model will define, measure and provide
incentives for quality in community pharmacy practice, provide a structure for non-product
based pharmacy services, and establish the communication links between payors and
pharmacies necessary in order to provide medication therapy management services to the
persons that need it most.

The WPQC was organized by the Pharmacy Society of Wisconsin (PSW) and consists of
representatives from pharmacy practice, public agencies, managed care groups, traditional
indemnity health insurers, and the University of Wisconsin.

Common Goals: Payors and community pharmacy share the common goal of improving
patient outcomes through the rational, safe and effective use of medications. Elsewhere in the
healthcare system there has been a movement to focus on the quality of care, with a variety
of programs and organizations designed to measure and improve quality of care. Examples
include the National Committee for Quality Assurance (NCQA), the Wisconsin Collaborative
for HealthCare Quality (WCHQ), the Leapfrog Group, and the CMS-sponsored national
Pharmacy Quality Alliance (PQA). Pharmacists, being located within the community and
interacting with patients on a monthly basis, are ideally situated to improve the quality of
medication use.

The Current Situation: The current payor to pharmacy reimbursement structure lends itself
to limited collaboration and decreasing ability to provide quality services over time. This is
due to a variety of factors:;

1. Alack of quantitative or qualitative means of measuring quality in community pharmacy
practice. Payors cannot differentiate the highest quality pharmacy in their network from
the lowest quality pharmacy. Little data is also available for consumers to differentiate
pharmacies by the quality of the services they provide.

2. Product-based reimbursement structure. Currently, the medications dispensed and the
professional services provided by a pharmacy are covered under the same reimbursement,
which is based on the cost of the drug dispensed. Pharmacies utilizing additional
resources to provide high quality services are paid the same as those that provide minimal
services, because the reimbursement is tied to the drug product dispensed. There is
currently a financial disincentive for pharmacy providers to invest resources to ensure
high quality and provide targeted medication management services.

3. Competitive pressures amongst payors. Whether it is an employer paying for employee

benefits, or a managed care organization administering a drug benefit, competitive
pressures faced by payors result in all payors seeking the reimbursement rates set by their
lowest reimbursing competitor. When pharmacies accept lower reimbursement contracts
from one payor, eventually all payors will be forced to seek similar reimbursement levels
to remain competitive. While this market phenomenon may reduce the amount paid for
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prescription drugs, it also forces dispensing efficiency and prescription volume as the
major focal points for pharmacy providers—not ensuring optimal medication use.

4. The result of the three marketplace factors outlined above provides no business reason for
a pharmacy to invest in providing higher quality services. In fact, the furthering of these
market forces over time reduces the probability of a community pharmacist serving as a
health care resource.

5. Claims adjudication systems do not serve as patient management systems. In addition to
the lack of a business reason for pharmacies to pursue high quality care, there is a limited
amount of patient management interaction between payors and community pharmacies.
Payors often have a wealth of patient specific information that could steer pharmacist’s
efforts towards those patients who would benefit most or to those for whom the payor
would most value an interaction (based on quality measures and cost). The primary form
of interaction between payors and pharmacies is the payor’s prescription drug claim
adjudication system. Pharmacy claims adjudication systems allow for only very limited
information about the patient to be transmitted to the pharmacy and do not allow the
payor to identify patients to the pharmacy for specific interventions.

6. Experience is limited. Experience with large scale payor-pharmacy collaborations of
this sort is extremely limited. Participating in such a project is new for most payors and
pharmacy providers. This uncertainty has often resulted in a climate where payors or
pharmacies are unwilling to venture forth without asking the other party to accept the risk
of change. As a result, change and a focus on quality improvement has not happened.

To build a new model that emphasizes quality improvement and cost reduction, the WPQC is
proposing that a pilot program be carried out with a select number of interested pharmacies
and Wisconsin health care purchasers. Although a comprehensive evaluation will be
conducted of the WPQC pilot program to measure the improvement in quality and the health
care cost savings, evidence suggests that there is a direct correlation between quality and cost.
Similar projects have resulted in savings of $4 for every $1 invested.

Return on Investment: Numerous reports have demonstrated the ability of pharmacist
services to improve outcomes and provide a positive return on investment.

“Asheville studies”

Diabetes: Total health care costs decreased by an average of $2000/patient/year and patients’
missed work hours decreased by 50%.

J Am Pharm Assoc. 2003,43:149-59; J Am Pharm Assoc. 2003:43:173-84

Asthma: Total health care costs decreased by an average of $725/patient/year and patients’
missed work hours decreased by 400%.

J Am Pharm Assoc. 2006,46:133-147

ROI; calculated by employers (4:1)

Touchpoint insurance company intervention-based pharmacy reimbursement 1998
unpublished data
ROL: estimated 6:1

Decrease in Preventable Adverse Drug Events
Arch Intern Med. 2006;166:565-571

92/178 patients discharged home from the general medicine service at a large teaching
hospital received pharmacist counseling at discharge and a follow-up telephone call 3 to
5 days later. The primary outcome was rate of preventable ADEs. 30 days after discharge,
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preventable ADEs were detected in 11% of patients in the control group and 1% of patients in
the intervention group (P=.01). No differences were found between groups in total ADEs or
total health care utilization.

Although these reports indicate that the investment in pharmacist services provides a savings
that can outweigh the costs, the proposed pilot program is unique in its scope, and it will be
difficult to directly apply previous ROI estimates. For this reason, an important goal of the
pilot program is to measure the results of the program and better define the return on the
investment for all participants.

In the pilot program, participating pharmacies will provide value to patients and payors in
several ways. The WPQC has worked to identify and define the value or return on investment
for all of the services that may be provided. The following provides a description for each
type of service.

Quality-based Pharmacy Network Requirements ROI: Based on the criteria which
pharmacies must meet to qualify for participation in the program, all patients receiving
prescriptions from participating pharmacies will benefit from the best practices in community
pharmacy. Although it is difficult to quantify the dollar value for these activities, the standards
represent a significant improvement over the standard of care in most community pharmacies
today.

The overall effect on patients of these best practices is:
*  Decreased medication errors
+ Decreased duplicate therapy
*  Decreased under or overdoses
* Increased patient understanding of their medications
* Increased patient satisfaction with their pharmacy

In the long term, these effects will result in fewer adverse drug reactions that may translate
into fewer office visits, emergency room visits, hospitalizations or additional prescriptions.

Although we do not have data to indicate specific dollar savings for implementing best
practices in this area, a recent Institute of Medicine report entitled “Preventing Medication
Errors” outlines the tremendous cost of adverse drug reactions to the health system. As a
result of many such reports in the past several years, prevention of medication errors and
adverse drug reactions has been pushed to the forefront as a quality focus nationwide.

Additionally, the requirements will result in identification of higher level drug therapy issues
or cost savings opportunities that will then be addressed within the Level I (intervention-
based) Services aspect of this program.

Level I (Intervention-based) Services ROI: This service level is the most straightforward
in terms of identifying return on investment. Although some of the services included do not
result in directly quantifiable savings (e.g. medication device instruction intervention), the
savings for others can be readily identified. These product-oriented services include cost
effectiveness interchange interventions such as formulary interchanges and tablet splitting.
Based on the experience of Wisconsin health plans already reimbursing for similar services,
the savings associated with product oriented services pay for the quality oriented services and
still result in an overall savings. The balance results in about a 6:1 return on investment.

The ability to steer utilization to the most cost effective options through the cost effectiveness
intervention provides an additional utilization management tool to payors to maximize the
utilization of the most cost effective options within a drug class.
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Additional value is provided for payors with services that directly assist in improvement of
patient outcomes and HEDIS measures such as focused adherence interventions, medication
device instruction interventions and medication additions or deletions interventions based
upon adherence to clinical guidelines. Payors can incorporate these services into their existing
disease management programs.

Level II (Comprehensive Medication Review and Assessment) Services ROI:
Comprehensive Medication Review and Assessment (CMR/A) is focused on high risk
patients. For most payors, a small percentage of covered patients drive the majority of costs.
CMR/A Services will allow payors to direct individual pharmaceutical care to the specific
patients who need it the most.

CMS saw the value of such services when defining the requirements of prescription drug
plans participating in the Medicare Part D benefit. The CMR/A is loosely modeled after

the Medication Therapy Management (MTM) requirement of Medicare prescription drug
plans. While many models of utilizing pharmacists to provide comprehensive drug therapy
management services have shown benefits as noted earlier in the document, the results are not
yet in with the Medicare MTM programs.

CMRJ/A will result in:
*  Optimization of patients’ medication regimens
*  Better patient understanding of their medications and the importance of each
» Improved medication adherence
« Fewer adverse drug reactions
* Improved attainment of clinical goals /outcomes

The impact of these benefits may result in increased or decreased pharmacy costs to the
payors, but it is hoped that the true benefit will be seen in improved medical outcomes and a
resulting decrease in associated medical costs.

As with the other aspects of this program, the WPQC has made a high priority of studying the
results of CMR/A and identifying ROI.

Additional Value: The program as a whole will provide value to payors in a few additional
areas:
*  For the first time, payors will be able to differentiate pharmacies in their network
based on quality.
*+  Payors already providing reimbursement for some of the services will see an increase
in participation due to standardization and increased opportunities for pharmacies.
*  Payors participating in the project will be recognized in an aggressive publicity
campaign for the project. Participants will be seen as innovative leaders.

Conclusion: The Wisconsin Pharmacy Quality Collaborative represents an innovative
model to reverse some of the issues preventing community pharmacy and payors from
realizing the potential of working together. Since the WPQC pilot project is so unique

and ground breaking, we do not have hard and fast dollar savings or return on investment
numbers from which payors and pharmacies may make a business decision of whether to
participate. However, the reluctance to pursue quality due to the unknown quantity of return
on investment is one of the primary reasons we have made only limited progress with this
type of collaboration in the past. For Wisconsin residents to realize the benefits of payors and
pharmacies working together to improve their health, both parties need to step forward at the
same time.
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Good Afternoon, Chairmen and Members of the Committees, my name is Dale
Masten, | am the Director of State Government Affairs for the National Association of
Chain Drug Stores (NACDS). On behalf of the approximately 545 chain pharmacies
operating in the state of Wisconsin, I would like to thank the Committee on Health,
Health Insurance, Privacy, Property Tax Relief, and Revenue and the Committee on
Public Health for considering our concerns with Assembly Bill 506 and Senate Bill 354
which would establish special requirements for generic substitution of epilepsy drugs.
NACDS members believe that theses bills would create duplicative and unnecessary
requirements that would serve only to discourage the use of cost saving generic drugs.
We respectfully ask you to consider our comments about why this type of legislation is
unwarranted, and vote not to pass the legislation out of committee.

Legislation that would create a special requirement for epilepsy drugs is
unnecessary because Wisconsin law already provides a well-established means for a
prescriber to instruct a pharmacist to dispense a brand name drug. In accordance with
the requirements of W.S.A. 450.13, a pharmacist must dispense “the specific drug
product prescribed” when the prescriber designates on the prescription “no substitutions”
or words of similar meaning to indicate that substitution is not allowed. The prescriber
makes the decision as to whether or not generic substitution is appropriate for a particular
patient at the time when the prescription is issued. There is no benefit or improvement in

care achieved by requiring a pharmacist to obtain additional consent; when the physician



has in effect, already given consent by not employing his or her statutory ability to
prevent a substitution. Verifying the ability to substitute unnecessarily reconfirms the
prescriber’s earlier decision. Furthermore, the record generated by documenting this act
would essentially be a duplicate of the consent already given via the original prescription.
Additional, special requirements on top of the current law serve no purpose other than to
discourage pharmacists from providing cost saving, equally effective generic drugs to
patients and to create fear in patients who are or could be well-controlled on a generic
drug.

Through its rigorous approval process, the FDA requires generic drugs to have the
same quality and performance as their brand name drug counterparts. FDA only
approves generic versions of brand drugs when the generic has the same active
ingredient, strength, dosage form, and route of administration and meets the agency’s
criteria for bioequivalency. Approved generic products are assigned a “rating” in the
FDA publication “Approved Drug Products with Therapeutic Equivalence Evaluations”,
commonly called the FDA “Orange Book™; any product listed in the “Orange Book” as
having the same active ingredients, strength, dosage form and route of administration,
which has been given an “AB rating,” can be safely substituted for another product with
the same AB rating. This applies both to the substitution of a generic for a brand and
to the substitution of one generic for another generic. FDA applies this strict standard
to all classes of drugs, including drugs used to treat epilepsy.

According to the FDA Office of Generic Drugs, “[t]he American public can be
confident that when a generic drug product is approved, it has met the rigorous standards
established by the FDA with respect to identity, strength, quality, purity and potency.
Through review of data on proposed products, the Office of Generic Drugs assures that
generic product will perform the same as their respective brand name reference products.
In the same manner, generic manufacturing and packaging sites must pass all of the same
quality standards as those of brand name drugs and the generic products must meet the

same exacting specifications as any new innovator drug product.”!

" http://www.fda.gov/cder/ogd/welcome to_ogd.htm



FDA has also specifically addressed concerns regarding the therapeutic
equivalence of drugs prescribed for epilepsy patients. In a 2008 letter from FDA, the
Agency advises that they are “aware that certain individuals and groups have expressed
particular concern about the switching of epilepsy drug products,” and indicates that they
have seen “no scientific evidence that demonstrates a particular problem with this group

of products.”™

In fact, there are “frequently circumstances other than the switch that may
cause untoward response.” Furthermore, FDA'’s letter notes that their position continues
to be that health care providers need not approach any one therapeutic class of drug
products differently from any other class when there has been a determination of
therapeutic equivalence by FDA.

Assembly Bill 506 and Senate Bill 354 would create onerous logistical challenges
for pharmacists to serve their patients. Obtaining special consents to dispense generic
drugs could force pharmacists to fill prescriptions with more expensive brand name
products in order to provide the patient timely and efficient access to their medications,
even if the patient prefers to receive the generically equivalent product. The unfortunate
result of this untenable scenario is that patients may have no choice other than to pay
higher prices for the more expensive brand product via copays, other cost-sharing, or the
full cost of the drug. Therefore patients, employers, insurance companies, and state
insurance plans would have no chioice other than to pay higher prices for the more
expensive brand product. Particularly in these trying economic times, it would be
imprudent to pass legislation that would so drastically increase healthcare costs. One
potential impact is the cost to Wisconsin’s Medicaid Department. If you limit the
number of generics in any prescription drug program, the cost to the program v\"ill
increase. This seems detrimental to the direction in which Medicaid was trying to go
when implementing their reform package. With the State estimating a 6.6 billion deficit
dollar deficit in the 2009-2011 fiscal year, and Medicaid trying to save 600 million

dollars, this legislation goes in the opposite direction.

2 Gary Buehler, R.Ph., Director, Office of Generic Drugs, FDA; Letter to the lowa Pharmacy Association;
11 January 2008.



Another detrimental impact is the number of drugs that will be affected. The bill
defines the impacted drugs as “a drug prescribed for the treatment of epilepsy or a drug
used to treat or prevent seizures.” There are many prescriptions issued for “off-label” use
meaning, the drug, while may be used to treat seizures, it may also be used to treat other
conditions. For example, Neurontin is a drug used to treat epilepsy; however, it is
prescribed to alleviate leg pain in people with diabetes, or shingles pain. Also, the
popular anti-anxiety drug Valium is used to treat epilepsy. Both of these drugs, and
many more would require the pharmacist to obtain the proper consent when substituting
for a generic. This would affect patients who do not have epilepsy.

Again, NACDS appreciates the opportunity to testify in opposition to these bills.
We ask that you vote not to pass Assembly Bill 506 and Senate Bill 354 out of
committee, and thus not establish special requirements for the generic substitution of

epilepsy drugs. Thank you and I will be happy to try and answer any questions.
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Chairman Erpenbach, Chairman Benedict, thank you for the opportunity to provide written informational
testimony on SB 354 and AB 506.

As the state health agency, we agree with the authors that persons should have access to necessary
medications to best manage their care. If there is a medical need for a specific drug to manage epilepsy,
then it is important for that person to have access to that medication. Thus said, we do believe that current
mechanisms are in place that allows this to occur.

For example, current dispensing regulations allow for a physician to prescribe a brand name medication
when a generic equivalent is available by writing “Brand Medically Necessary” on the prescription. The
physician is best positioned to work with individuals who may be extremely sensitive to medication
changes. Therefore, the physician who is ordering labs and monitoring the patient is best positioned to
assess whether a substitution is risky.

If the patient is on BadgerCare Plus or SeniorCare, and the physician determines that due to the seizures
or other medical complications the patient’s care would be best managed by brand name prescriptions,
then they can receive a Prior Authorization to approve use of the brand-name medication by
demonstrating the medical necessity of a brand drug.

The medications in question can be used for many other diseases beyond epilepsy. Since the physician
does not indicate the disease on the prescription, there is no way for the pharmacy to know which drugs
they can substitute and which ones they cannot. Therefore, the default would be that the pharmacist would
need to consult with physician and patient or patient’s agent before substituting generic equivalents
regardless of the disease they are treating.

The bl prohibits substitution of a drug equivalent product unless the pharmacist obtains consent of the
prescribing practitioner and the patient or patient’s agent. We realize that the notification of a physician,
patient or patient’s agent does not mean that in all cases pharmacists will fill brand-name only
medication. However, we do believe that there would be less generic substitution with this bill which
would result in a fiscal impact on the Medicaid program.

DHS has not completed a fiscal estimate for this bill. Estimates from LFB from the 2008 session indicate
there is potential for increased Medicaid and SeniorCare costs. These costs represent cost-savings
Medicaid would no longer realize through the use of generic drugs once the brand-name drugs go "off-
patent” in the future.

1 West Wilson Street ® Post Office Box 7850 @ Madison, W1 53707-7850 Telephone 608-266-9622 o
dhs.wisconsin.gov
Protecting and promoting the health and safety of the people of Wisconsin
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SB 354 and AB 506: Substitutions by Pharmacists Dispensing Epilepsy Drugs

Room 412 East, State Capitol, Thursday, October 22, 2009, 1 P.M.

Senator Erpenbach, Representative Benedict, and Committee members, my name is Greg
Weber. | serve as chair of the Wisconsin Pharmacy Examining Board. Thank you for the
opportunity to provide this statement on behalf of the Board. The Board is opposed to SB 354
and AB 506. As noted by the Legislative Reference Bureau, under current Wisconsin law a
pharmacist may not substitute a drug product equivalent if a prescription indicates that no such
substitution may be made (by the prescribing practitioner).

In a January 11, 2008 letter to the lowa Pharmacy Association, Gary Buehler, R.Ph., Director of
the Food and Drug Administration’s Office of Generic Drugs made the following statements:

“FDA is aware that certain individuals and groups have expressed particular concern
about the switching of anti-epileptic drug products. To date, we have no scientific
evidence that demonstrates a particular problem with this group of products. Further,
there are frequently circumstances other than the switch that may cause untoward
responses. We continue to follow-up such reports and interact with those concerned.”

“If FDA has determined a generic to be therapeutically equivalent to the innovator
product, FDA continues to believe that it is not necessary for the healthcare provider to
approach any one therapeutic class of drug products differently from any other class
when there has been a determination of therapeutic equivalence by FDA for the drug
products under consideration.”

In summary, the Wisconsin Pharmacy Examining Board opposes SB 354 and AB 506 for the
following reasons:

1.

2.

3.

4.

Current Wisconsin law requires pharmacists to dispense a therapeutically equivalent
generic prescription drug if it is lower in cost (Wis. Stats. 450.13 (1)).

Current Wisconsin law allows prescribing practitioners to prohibit pharmacists from
substituting drug product equivalents (generics) (Wis. Stats, 450.13 (2)).

As of January 2008, the FDA has no scientific evidence that there are problems with
anti-epileptic drug products and their therapeutic equivalents.

If enacted, this legislation will result in higher health care costs for patients, employers,
insurers, state and federal government.

Thank you for the opportunity to submit this statement of opposition.
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FOA u.s. Food and Drug Administration

Facts and Myths about Generic Drugs

Today, 7 in 10 prescriptions filled in the United States are for generic drugs. This fact
sheet explains how generic drugs are made and approved and debunks some common
myths about these products.

FACT: FDA requires generic drugs to have the same quality and performance as the brand
name drugs.

L

When a generic drug product is approved, it has met rigorous standards established by the
FDA with respect to identity, strength, quality, purity and potency. Some variability can
and does occur during manufacturing, for both brand name and generic drugs. When a
drug, generic or brand name, is mass produced, very small variations in purity, size,
strength and other parameters are permitted. FDA puts limits on how much variability in
composition or performance of a drug is acceptable.

* Generic drugs are required to have the same active ingredient, strength, dosage form, and

route of administration as the brand name (or reference) product. Generic drugs do not
need to contain the same inactive ingredients as the brand product.

Through review of bioequivalence data, FDA assures that the generic product will
perform the same as its respective brand name (or reference) product. This standard
applies to all generic drugs, whether immediate or controlled release.

A generic drug must be shown to be bioequivalent to the reference drug; that is, it must
be shown to give blood levels that are very similar to those of the reference product. If
blood levels are the same, the therapeutic effect will be the same. In that case, there is no
need to carry out a clinical effectiveness study and they are not required.

All generic manufacturing, packaging and testing sites must pass the same quality
standards as those of brand name drugs and the generic products must meet the same
exacting specifications as any innovator brand name product. In fact, many generic drugs
are made in the same plants as innovator brand name drug products.

If an innovator of a brand name drug switches drug production to an alternative
manufacturing site, or they change formulation of their brand name drug, these
companies are held to the same rigorous manufacturing requirements as those that apply
to generic drug companies.

FACT: Research shows that generics work just as well as brand name drugs.

A recent study evaluated the results of 38 published clinical trials that compared
cardiovascular generic drugs to their brand-name counterparts. There was no evidence
that brand-name heart drugs worked any better than generic heart drugs. [Kesselheim et
al. Clinical equivalence of generic and brand-name drugs used in cardiovascular disease:
a systematic review and meta-analysis. JAMA. 2008;300(21)2514-2526].

Source: http://www _fda.gov/Drugs/ResourcesForY ou/Consumers/BuyingUsingMedicineSafely/Understanding



FACT: When it comes to price, there is a big difference between generic and brand name
drugs. On average, the cost of a generic drug is 80 to 85% lower than the brand name
product.

e An IMS National Prescription Audit shows that a typical formulary now charges $6 for
generic medications, $29 for preferred branded drugs, and $40 or more for non-preferred
branded drugs. [Aitken et al. Prescription drug spending trends in the United States:
looking beyond the turning point. Health Aff (Millwood). 2009;28(1):w151-60].

« Independent research has shown that total prescription drug expenditures in the United
States only increased by 4.0% from 2006 to 2007, with total spending rising from $276
billion to $287 billion. This is a sharp decrease from the 8.9% growth rate observed in
prescription drug expenditures in 2006. One factor cited as a reason for the slowdown is
an increase in availability and use of generic drugs [Hoffman et al. Projecting future drug
expenditures--2009. Am J Health Syst Pharm. 2009;66(3):237-57].

Recently, some misinformation has raised concerns over generic drugs. Below are some
common myths in circulation.

MYTH: FDA lets generic drugs differ from the brand name counterpart by up to 45
percent.

FACT: This claim is false. Anyone who repeats this myth does not understand how FDA
reviews and approves generic drugs.

o FDA recently evaluated 2,070 human studies conducted between 1996 and 2007. These
studies compared the absorption of brand name and generic drugs into a person’s body.
These studies were submitted to FDA to support approval of generics. The average
difference in absorption into the body between the generic and the brand name was only
3.5 percent [Davit et al. Comparing generic and innovator drugs: a review of 12 years of
bioequivalence data from the United States Food and Drug Administration. Ann
Pharmacother. 2009;43(10):1583-97]. Some generics were absorbed slightly more, some
slightly less. This amount of difference would be expected and acceptable, whether for
one batch of brand name drug tested against another batch of the same brand, or for a
generic tested against a brand name. In fact, there have been studies in which branded
drugs were compared with themselves as well as with a generic. As a rule, the difference
for the generic-to-brand comparison was about the same as the brand-to-brand
comparison.

e Any generic drug modeled after a single, brand name drug (the reference) must perform
approximately the same in the body as the brand name drug. There will always be a
slight, but not medically important, level of natural variability — just as there is for one
batch of brand name drug to the next.

MYTH: People who are switched to a generic drug are risking treatment failure.

FACT: There is no evidence for this claim. Treatment failures can and do occur when
taking generic or brand name drugs. If someone is switched to a generic drug around the
time they are relapsing, they may attribute the problem to the switch.

Source: http://'www._fda.gov/Drugs/ResourcesForY ouw/Consumers/BuyingUsingMedicineSafely/Understanding



« Many people who have recovered from major depression have a relapse despite
continued treatment. These relapses have been shown in trials of long-term therapy.
[Byme and Rothschild. Loss of antidepressant efficacy during maintenance therapy:
possible mechanisms and treatments. J Clin Psychiatry. 1998;59(6):279-88].

« Many people who are on a seizure medications will re-experience a seizure despite
continued treatment. [Randomised study of antiepileptic drug withdrawal in patients in
remission. Medical Research Council Antiepileptic Drug Withdrawal Study Group. -
Lancet. 1991;337(8751):1175-80].

» A percentage of people will re-experience gastric ulcers, despite an initial, positive
response to and continued treatment with prescription strength antacids (cimetidine
tablets; http://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?id=813 1#nlm34067-9).

MYTH: Generic drugs cost less because they are inferior to brand name drugs.

FACT: Generic manufacturers are able to sell their products for lower prices, not because
the products are of lesser quality, but because generic manufacturers generally do not
engage in costly advertising, marketing and promotion, or significant research and
development.

*  When a brand name drug comes off patent and generic drugs are permitted to compete
with the brand name drug, the generic products compete by offering lower prices. Unlike
the manufacturers of brand name drugs, generic drug companies do not have significant
expenses to recoup for advertising, marketing and promotion, or research and
development activities.

MYTH: There are quality problems with generic drug manufacturing. A recent recall of
generic digoxin (called Digitek) shows that generic drugs put patients at risk.

FACT: FDA’s aggressive action in this case demonstrates the high standards to which all
prescription drugs — generic and brand name — are held.

¢ In March 2008, FDA performed a scheduled inspection of the Actavis production facility
and identified products that were not manufactured to required specifications over a
period of time extending back to the year 2006. Included in this list of products was one
particular lot of Digitek.

+ Actavis detected a very small number of oversized tablets in this lot (specifically, 20
double-sized tablets in a sample of approximately 4.8 million tablets).

» Although Actavis attempted to remove the affected Digitek tablets through visual
inspection, FDA determined that this method of removal was inadequate to assure the
product’s quality and consistency in accordance with the current Good Manufacturing
Practice (¢cGMP) regulations.

» Since the detection of the manufacturing problem, FDA has been actively engaged with
this company to ensure that ALL potentially affected lots of Digitek tablets have been
recalled. In our best judgment, given the very small number of defective tablets that may

Source: http://www.fda.gov/Drugs/ResourcesForY ou/Consumers/BuyingUsingMedicineSafely/Understanding




have reached the market and the lack of reported adverse events before the recall, harm to
patients was very unlikely.

« FDA takes action whenever we find that a drug manufacturer is not following cGMPs.
Over the last ten years, FDA has taken enforcement action against many brand name and
generic firms for failing to meet FDA manufacturing quality standards.

MYTH: FDA’s enforcement action against the generic drug company Ranbaxy
demonstrates quality problems with imported generic drugs.

FACT: FDA’s action demonstrates FDA’s commitment to safe generic drugs.

e FDA has taken several regulatory actions against the generic drug manufacturer Ranbaxy,
on the basis of problems at two of Ranbaxy’s manufacturing facilities. Ranbaxy is one of
many non-U.S. based generic and brand drug manufacturers.

e On Sept. 2008, the FDA issued two warning letters and instituted an Import Alert barring
the entry of all finished drug products and active pharmaceutical ingredients from
Ranbaxy's Dewas, Paonta Sahib and Batamandi Unit facilities due to violations of U.S.
c¢GMP requirements. That action barred the commercial importation of 30 different
generic drugs into the United States and remains in effect today
(http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm 149532 .htm).

e Subsequent FDA investigations also revealed a pattern of questionable data raising
significant questions regarding the reliability of certain generic drug applications from
Ranbaxy.

» To address the allegedly falsified data, the FDA has invoked its Application Integrity
Policy (AIP) against the Paonta Sahib facility. When the AIP is implemented, the FDA
stops all substantive scientific review of any new or pending drug approval applications
that contain data generated by the Paonta Sahib facility. This AIP covers applications that
rely on data generated by the Paonta Sahib facility only.

 In the fiscal year 2008, FDA performed 2,221 drug-related inspections. FDA takes many
different enforcement actions, not just against generic drug manufacturers. For a list of
enforcement actions in the fiscal year 2008, see
http://www.fda.gov/downloads/ICECI/EnforcementActions/EnforcementStory/UCM129
812.pdf. Itis FDA’s responsibility to ensure that the drugs people use, generic or brand
name, are safe and effective.

MYTH: Brand name drugs are safer than generic drugs.

FACT: FDA receives very few reports of adverse events about specific generic drugs. Most
reports of adverse events are related to side effects of the drug ingredient itself.

« The monitoring of postmarket adverse events for all drug products, including generic
drugs, is one aspect of the overall FDA effort to evaluate the safety of drugs after
approval. In most cases, reports of adverse events generally describe a known reaction
to the active drug ingredient.

Source: http://www.fda.gov/Drugs/ResourcesForY ou/Consumers/BuyingUsingMedicineSafely/Understanding




MYTH: FDA does not care about concerns over generic drugs.

FACT: FDA is actively engaged in making all regulated products — including generic
drugs — safer. '

e We are aware that there are reports noting that some people may experience an undesired
effect when switching from brand name drug to a generic formulation or from one
generic drug to another generic drug. Evidence indicates that if problems with
interchangeability of drug formulations occur, they occur only for a very small subset of

people.

» FDA is encouraging the generic industry to investigate whether, and under what
circumstances, such problems occur. The Agency does not have the resources to perform
independent clinical studies, and lacks the regulatory authority to require industry to
conduct such studies. FDA will continue to investigate these reports to ensure that it has
all the facts about these treatment failures and will make recommendations to healthcare
professionals and the public if the need arises.

Source: httv://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuvingUsingMedicineSafelv/Understanding







Assembly Bill 506 (AB506) and Senate Bill (SB354)
Creating new barriers to care of epileptic patients?

AB506 and SB354 have been proposed to ensure that patients being treated for epilepsy
receive an identical pharmaceutical product each time a prescription is refilled. The
proposed legislation is brought forth by its sponsors with good intentions; namely, that
patients whose epilepsy is so fragile that any medication change, even between
therapeutically equivalent products, could theoretically result in a breakthrough seizure
and its consequences. Current state laws allow for such desired consistency through the
use of the “Dispense As Written”, or DAW notation on each prescription. Physicians also
use “Do Not Substitute” on prescriptions, which is the same as DAW. The proposed
legislation would achieve its desired intent only if all of the following conditions were
true:

1. Each patient uses the same pharmacy to fill and refill each prescription.
Different pharmacies use different wholesalers and have access to different generic
products through those wholesalers. Pharmacies do not have visibility to the
dispensed products from other pharmacies. Patients would need to know what
generic product was last dispensed, and what pharmacies stock this product, a
daunting challenge for even the most knowledgeable patient.

2. Each patient receives prescriptions from only one physician.

Physicians are often difficult to reach in the event of a supply issue. If the pharmacy
does not have the desired medication in stock, it may take several days to contact the
original prescriber to authorize a change or refill. It would be far more likely that an
on call physician would issue a NEW prescription to ensure an uninterrupted supply
of medication. At this point a different generic could be introduced. The original
physician would not know what the patient had been switched to and when the
original physician refilled the prescription again may request the first generic,
resulting in another medication switch. This system could potentially result in more
medication changes for a patient than appropriate use of the current state law's DAW
provision.

3. Each patient anticipates the need for a prescription refill well in advance of

running out of medications to allow the pharmacy time to obtain the same generic.
As much as we would like our patients to be on top of their medication supplies, 80-
85% of patients using Dean Pharmacies request refills AFTER THEY HAVE TAKEN
THEIR LAST PILL, and this tends to happen in the evening and on weekends when
access to physicians is limited. In this situation an on-call physician is likely to issue
a NEW prescription to accommodate pharmacy filling at a pharmacy with expanded
hours, again introducing a medication change with no visibility by the patient’s usual
dispensing pharmacy or by the usual prescribing physician. New prescriptions do not
state which specific drug product to use, it is the pharmacy’s choice.




4. Each pharmacy is able to maintain a consistent stock of the desired product, at all
times.
In the ideal world, all pharmacies would stock all possible variations of a generic
medication. In reality this never happens, pharmacies stock products according to
wholesaler availability and price. Wholesalers will substitute therapeutically
equivalent products on orders when the desired product is out of stock. Wholesalers
also constantly re-negotiate contracts to obtain the best pricing and what a pharmacy
is able to purchase on contract one month may be different the next month.

5. Each physician is accessible for authorization of a prescription should a question
arise.
Physicians should concentrate their efforts on patient care and minimize
interruptions. To that end, it is very difficult to directly contact a prescriber. In the
event of a product being out of stock, obtaining the same product will require the
patient to either call around to all area pharmacies to find out who carries the
desired generic or wait until the physician can be contacted, which may take several
days. For patients in rural areas, patients may have access to only one pharmacy,
and may have to wait several days for that pharmacy to obtain the desired drug. The
proposed legislation ties the hands of the pharmacist who is able to supply an
equivalent generic until a physician can be contacted to authorize dispensing a
different product which will mean that patients will go without medication. Is it better
to skip medication than to make a therapeutic substitution? Absolutely not.

6. Physician electronic medical records systems have the capacity to discern one
generically equivalent product from another.
The Epic system, used extensively by health systems in the Madison area, has NO
capacity to track generic equivalents to the product level. The DA W capability is built
into the system, passage of the proposed legislation would require an expensive
rebuild of the medication ordering module in the Epic system and may not even be
technically possible. Physicians would have no common visibility to the products
dispensed once a prescription has been sent electronically until such reprogramming
could happen, if ever.

7. All patients have insurance plans that impose no monetary penalties when a brand
is mandated or when a specific generic is required.
Again, this is basically never true. In the proposed legislation, the physician involved
in a hospitalized patient’s care may prescribe a brand only product because that is
what the hospital stocks and at discharge the patient would have no option to “opt
out” of a branded drug because the patient doesn’t want to pay a brand copay and
would have to wait to receive their medication until a physician could sign off on a
generic alternative. As an example, some patients with certain Dean Health
employer-sponsored insurance plans pay a co-insurance Jfor brand medications, not
a co-pay. This is not uncommon for other insurance plans throughout the state.
Patients who are prescribed a medication subject to co-insurance may be liable for
20-30% of the retail cost of a medication. Instead of paying a generic copay of $5, a
patient receiving branded Lamictal instead of generic lamotrigine could pay as much




as 895 for the branded product and the dispensing pharmacy would be prohibited
Jrom dispensing the generic alternative even if requested by the patient, until the
physician could be contacted.

In the real world, none of these conditions are true at all times, and some of them are
never true. Introducing the need for physician authorization for refills introduces the very
real potential that patients who are out of their medication will not be able to have their
prescription filled until their prescriber can be contacted and authorize a substitution if
the previously dispensed product is not available. If a patient goes without doses of
antiepileptic medication while waiting, the theoretical risk of a breakthrough seizure
becomes a very real risk. The proposed legislation attempts to provide a theoretical
benefit to a few fragile patients while it introduces a real risk of interruptions in therapy
to many patients who are well-maintained on available generic equivalents.

Submitted by Mary Swandby, RPh
Drug Information Pharmacist, Dean Health Systems.
October 22, 2009




