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Thumbing his nose at a stater
audit that concludes Illinois' pro-
gram: to fmport presvription drugs
violates federal law, Gov, HRed
Blagojevich announced Tuesday
that he intends 1o expand it to in-
chude state cmpioyees and eetirecs.

The audit released Tuesdsy by
filinois Auditer Genexal Bill Holland
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3,689 residents of Winoisand 3,2
residlents of the other panicipating
states — Wisconsin, Kansas, Mis-
sousi and Vermont — had ardered
prescriptions during the first 19
mambs of the 1-SaveRx program,
which was Jaunched in October
2004.

The audit aléo said 521 state sm-
piovees from 28 agencies had spent
at least 3,600 hours to promote L
SaveRx and were paid at least
$488,002, It also defermined that
state persannel had spent more
thart 401,000 in travel expenses
and $220,000 in lepal fees refated to
the program. :

Int zwritten vesponge, the admin-
istration said managerment employ-
ees performed most of the work on
top of their regular doties. Spokes.
wornian Abby Utrenlioff also ques-
tioned the accuracy of caleulations
concerning employes salaries,

Regarding the legality, Ottenholf
said, “The FDA. has alloveed mil
hions ‘of Awnericans 1o by their
medicalions from abroad ... and
since- Nlinois established the 1-,
SaveRx progmm, the FDA har
never taken steps to stop our pro-
gram.” ' R

The audit also “questions the
safety aspect of the -SaveRx pro-
gam”

“T do’t thinit that stete employ-
ees should be used as guinen pigs,”
sait Luke Vander Bleek who opei-
ates a phermacy in Morrison and

wenk ahead with 4
port flu vaceine in
frederal officlals had found addition-
af supplies and informad the admin-
istration they would not eflow the
Impotts.

in » letter informing the Food and
Drug Administration of his plan o
expand the prescription-ispoitation:
program, Blagojevich wrote, "We
wilt implergert as many of (Mol-

serves a3 president of the Mlinois
Pharmacists Association. *] think
the suditor's report shows pretty
cieurdy ... that the practice has not
guaranieed the type of safety that
(the governer) suggests,”
He said he doesn't Leliove many
slate workers will sign up because
they elreatdy have preseription drug
coverage. .
 Ouerhoff replied tha “I-SaveRx
Rag been proven to be an effectve
alternative ' for senior citizens and
worldng Famities i Tinois who
cap't allord medicarion at Rlinois
pharmacies.” She said the imported
medicines are regulated in, the
other countrits undér standards at
ieast as stringent as those here.
Enrollment In the program

“would be voluntary, and it-would"

be in opération by spring of 2007,
according to the governor's office,

“Blagojevich, a Democrat, is

a second term in the Nov. 7 cloc-

tion.

Holland's audit dlso found prob-

" lems with a state program 1o e

port flu vaccine thal zlso bekan in
October 2004, :
Soon after the FDIA announced

land's) rec wpditions as possi-
ble, but v fully intend to contimee
aflinving the people of illinois
purchase saie, aifordable medicine
irom approved pharmacies in Cana-
da, the United Kingdom, Auvstralia
and New Zealand. We will not be
bullied or pressured by the FDA”
Expanding the {-SzveRx drug-im-
portation prugiam Lo state workes s
will save money for taxpayers, the
govemor wrote, and reduce or elim-

that a vaccing manvfaclured in
England and destined for the Unit-
ed States was unsile, state officials
reached egreement with another
British: company, Ecosse Hospital
Products, to lfocate and acquire
about 250,000 doses for Hlinvis res-
idents, as well ag about 520,000
doges or New Mexico, Tennessee,
Kansas, Naw York City and Cleve-
fandd.

The FDA, however, prohibited
the vaceine from entering America
beeause of its drug.mportation
regulations. But the suate sl pro-
ceeded with fis atiermnp! to puvchase
fiv vaccine through Eeouse, the
audit deternuined, even-after the
federat Centers for Disease Cuntrol
and Prevantion found additional
vaccine for these most at riskoin.
lilinois and then agreid to sepply
200,000 additional doses for other
residernts.

State Compuoller Dan Hynos
Jater vefzsad ta pay Eracse's §2.6
million bill to Lindis, saying the
FDA vefusal allowed the state to
cancel s contract,. Ecosse then
sued the state in the Illinoié Court
of Claims. That case is pénding.

Otterhoif szid Blinois’ attempt tn
obtain the vaceing ooturred during
“an unprecedented sitwation. There

‘were’ reports of potential wide.

spread devastating sicknesses and
deaths.” .

The aewly found COC vaccine
was not going 1o be avsilable unil
at feast January 2605, the peak of
toe Al season, Ottenhoff said, In af-
terapting 10 oblain vaceine in thé
fal} of 2004, she said, state officials
hoped if could be delivered “in a
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regulations that prohiby
tation of drugs that Jagn ¥
proval.

I his audit, Hoiland fownd har

Sao BVVET on vage 1

maner of days.”

State officizls atiemplad numer-
ous times 10 seek FDA approval
while atiempting 1o obtain the vac-
cing, the adininisivation’s written
response to the audit said.

The audit also said the state did.
ot diwelop legal agreements with
the other
though liineis took the lead in
procuring the N vaceine. That “re-
sulted in Minols being potentially -
able 1o pay for the entire cache of
waeeine, pver $8.2 million "

Ottenhoff soid the fact
Frosse Is seeking onty $2.6 million
in the Conrt of Claims “is clepr evi
dence thal there was an wnder-
standing that each entity was only
responsible jor the vaceine that
was being secured on itsb

Hlinois donated the expired vac-
cine to Paldstan Tast Decansher
after & devastating earthquake in

. that naton,

even

governments,

that

R

hed at

788-1518 or

dana heupel@si-r.eom
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Gov's drug program illegal, state auditor says
September 20, 2006 by JIM RITTER Health Reporter

Giov. Blagojevich’s highiy touted drug-import pharmacy 1s hitle used and iilegal, the state auditor
said in a blistering report Tuesday. Auditor General William Holland also ripped the governor
tor rying 1o buy flu shots oversens during a 2004-2005 vaccine shortage. State officials "knew
FDA approval was not likely,” but went ahead anyway, and now the stale is on the hook for as
much as $8.2 million for unused shots.

Few use import pharmacy

"I knew we were going to find some problems,” said state Rep. Jack Franks (I-Woodstock), who
requested the audit. "But | was stunned to learn how badly our government acted." Nevertheless.
Blagojevich announced the import pharmacy, 1-SaveR X, now will be offered to state employees
and their dependents. 1-SaveR X lets patients buy low-cost preseription drugs from Canada, the
United Kingdom, Australia and New Zealand. State employees who use [-SaveRX will pay
smaller co-pays. Blagojevich launched [-SaveRX in October 2004 to great fanfare. Consumers
could save up to 50 percent by importing prescriptions from foreign pharmacies approved by the
state, he said. But the auditor's report said importing prescription drugs "is in violation of federal
law "

The Food and Drug Administration has yet to crack down on Ilinois. In a letter to the FDA,
Blagojevich vowed to keep pushing I-SaveRX. He said he would not put "drug company profits
ahead of the basic needs of senior citizens and the uninsured.” The state has spent nearly $1
million promoting the 1-SaveRX program. Bul as of April, only 3,689 1llinois residents had
ordered preseriptions, the audit found. Blagojevich spokeswoman Abby Ottenhoff said I-SaveRX
is just "one picce of a much bigger effort o meet health care needs in Hinois. I's one of the
services we offer. IUs not for everyone.” During a 2004-2005 vaccine shortage, the state
contracted o buy flu shots from a British wholesaler for Illinois and several other states, lllinois’
share was $2.6 million, and the total came to $8.2 million.

Yaccine purchase defended

When the FDA balked, lllinois dunated its doses to Pakistan. The audit report found that by the
time the state signed a contract to buy the flu shats, the federal government already had procured
enough shots to cover the state's high-risk population. Franks said Blagojevich "obligated
millions of dollars for something we didn't need and couldn’t get.” But Otienhoff said
Blagojovich acted in responsc to "reports of potential influenza cutbreaks and widespread
sickness and even deaths.”

Fritter{tiswstimes.com




Drug program declared illegal: Blagojevich pushes to extend benefits despite
audit saying plan violates state, federal laws

By KURT ERICKSON - H&R Springfield Bureau Chicf

SPRINGFIELD> - Despite an audit that says a state-run prescription drug plan violates siate and
federal law, Gov. Rod Blagojevich wants to expand the program. The governor, in an
announcermnent Tuesday, said he wants to include state workers and their dependents in the B-
SaveRx program, which he created in 2004 to help senior citizens buy cheaper prescription drugs
from outside the United States. The announcement came as Illinois Auditor General William
Holland issued & report outlining a laundry list of problems with the program. Holland said 1
SaveRx not only violates federal law barring the importation of drugs, but the program also
appears to violate the lllinols Pharmacey Practice Act based on a lack of oversight. Holland also
determined the program has served fewer than 4,000 Hlinoisans since it was unveiled two years
age. That number comes despite heavy promaotion on the part of the Blagojevich administration.
Holland found that the state has spent an estimated $944,000 to create and publicize the
initiative. Holland's report also said there was titde coordinadon belween state agencies that were
promoting the program. "There was no system in place to track the results of the agency
outreacty,” hie wrote.,

Blagojevich said the program will go forward. "Please understand that while we will do
everything in our power to implement some of the auditor general's recommendations, we will
not cease eperation of the I-SaveRx program,” the govemnor said. Spokeswoman Abby Ottenhott
said the fact that the federal government hasn't pursued legal action is evidence that I-SaveRx
has the govermment's "tacit approval." Blagojevich said adding state workers to the program
could help the state save money on preseription drug costs. Participants in the program can
access te program via iis Web site at www. i-saverx.net. The site connects users with a
Canadian pharmaceutical clearinghouse that handles orders from pharmacies in Canada and the
United Kingdor.

Kurt Erickson can be reached at kurt.erickson@lec.net or 782-1249.




Opened New Window - Print Preview Page 1 of 3

MUY W
OFFICE OF THE GOVERNOR N E W S

ROD R, BLAGOJEVICH - GOVERNOR

FOR IMMEDIATE RELEAST.
September 19, 2006

Governor Blagojevieh announces plans to expand 1-SaveRx drug importation program fo State
employees, retirees and others
In letter to the FDA, Governor vows that I-Save Rx will continue and expand operations despite
Sinding by Auditor General that the program violates federal law

CHICAGO - Governor Rod R. Blagojevich today announced that the State of Ilinois will expand its
innovative I-SaveRx drug imporlation program to state employees and dependents. Currently, the
program is available and intended for senior citizens and the uninsured, and covers the citizens of
Illinois, Kansas, Wisconsin, Missouri and Vermont.

The program’s expansion will allow the State to reduce its annual prescription drug costs and reduce,
and sometimes even eliminate, co-payments for state employees and dependents (currently, co-
payments on brand name prescription drugs for those in the state’s health insurance range from $20-
80). The expanded program for employees will be voluntary. [llinois was the first state in the nation to
make safe, affordable prescription drugs from other countries available to its citizens.

The announcement comes in the wake of a report released today by the Illinois Auditor General that
the I-Save Rx program violates (ederal law. In a letter to FDA Acting Commissioner Andrew von
Eschenbach, Blagojevich vowed to continue the importation program that helps senior citizens and the
uninsured afford the medications prescribed by their doctors.

Blagojevich wrote, "Please be advised that while we highly respect and very much appreciate our
Auditor General’s work, and while we will implement as many of his recommendations as possible,
we fully intend to continuc allowing the people of Illinois to purchase safe, affordable medicine from
approved pharmacies in Canada, the United Kingdom, Australia and New Zealand. We will not be
bullied or pressured by the FDA into choosing drug company profits ahead of the basic needs of senior
citizens and the uninsured.

“In addition, we are also going to move forward and expand the I-SaveRx program by making it
available to state employees and dependents. Given that the State’s annual costs for providing
prescription drugs to employees, dependents, and others (prisoners, patients in state facilities, and
others whose care is covered by the State) has increased by an average of 15% per year over the last
five years, and given that employees and retirees often face brand name co-payments of $40-80,
broadening the scope of I-SaveRx will help the taxpayers save money by reducing the State’s
prescription drug costs. It will also help employees save money because they would no longer have 1o
make co-payments when the medication they need is available at far less cost from pharmacies in
Canada, United Kingdom, Australia or New Zealand. As we implement as many of the Auditor
General’s findings as possible for our program, we will keep those recommendations in mind as we
expand the program to State employees, dependents and others."

The Governor also called on the FIDA to drop its stance opposing importation of prescription drugs,
and develop a national program that all states can participate in, rather than foreing states to construct

htip://www.illinois.gov/PressReleases/PrintPressRelease. cfim?Subject D=3& RecNum=5300  1/21/2009
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their own programs — programs that could conflict with local rules and forms that were created long
before the concept of importation was envisioned.

Blagojevich wrote, "When states like Illinois take on a responsibility that ought to belong to the federal
government, that requires creating a complicated program that will not be in lock step with every local
rule and regulation created a time before anyone envisioned the concept of re-importation of
prescription drugs.

"No Governor and no administration wants to incur audit {indings saying that they are operating a
program in violation of federal law. But when the choice is helping people afford the medicine they
need or incurring audit findings, there’s really no choice. Please understand that while we will do
everything in our power to implement some of the Auditor General’s recommendations, we will not
cease operation of the I-SaveRx program.

"Your decision to make Plan B available over-the-counter indicates that you are willing to look at
1ssues in a way different from your predecessors. Hopefully you will take a look at the FDA’s policy
opposing re-importation of prescription drugs and recognize that a national policy that helps our
citizens access the global marketplace is the better approach.”

The Governor launched 1-SaveRx in October 2004 to provide Illinoisans a safe and affordable way to
purchase many of the most common name-brand prescription drugs from pharmacies in Canada and
Europe, where they cost up to 70 percent less.

Under the expanded program, which will be in operation by Spring 2007, employees who choose to fill
eligible prescriptions through I-SaveRx will pay a reduced co-payment, or no co-payment at all.
Currently, participants in the State’s health insurance programs pay anywhere between $20-80 in co-
payments for brand name prescription drugs, depending on whether the drug is on the state’s
formulary. 1f the prescription is for a maintenance drug, the patient is allowed only two retail fills, then
they are required to use mail-order, or else they must pay $40 retail for a formulary drug and $80 retail
for non-formulary. The co-pay for mail-order is lower, $40 for a 3-month supply of a formulary drug
and 580 for a 3-month supply ol a non-formulary drug.

Over the last five years, the State has seen its prescription drug costs increase by an average of 15%
per year, far oulpacing the cost of Medicaid, which increased in Fiscal Year 2006 by just 1.4% -- the
sixth lowest increase in the nation. The same prescription drugs that are sold in the United States are
available at prices up to 70 percent cheaper outside the United States. For example, Prevacid, a name
brand medication used to treat heartburn and acid reflux, costs 64 percent less in Australia than in the

U.S., 55 percent less in the United Kingdom, and 44 percent less in Canada.
Employees and taxpayers alike will benefit from the I-SaveRx expansion. State employees can save at
least $160 annually on out-of-pocket costs for co-payments, while the State will be able to save
hundreds annually on the cost of common maintenance medications that are filled through the
importation program. For example, for each prescription, the State can save:

Save $890 annually on Advair Diskus (used to treat asthma) when purchased from
Australia,

Save $340 annually on Actos (used to treat diabetes) when purchased from the UK,

Save $1,017 annually on Casodex (used to treat Prostate Cancer) when purchased from

http:/fwww.illinois.gov/PressRecleases/PrintPressRelease.cfm?Subject! D=3 &RecNum=5300  1/21/2009
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Canada,

Save $250 annually on Nexium (used to treat Heartburn and acid reflux disease) when
purchased from UK,

Save $675 annually on Zyprexa (used to treat mental health issues) when purchased from

the UK,

Fmployees whouse I-SaveRx will save af least §160 annually in co-payments

-30-
The text of the Governor’s letter to FDA Acting Commissioner von Eschenbach is below:
Dear Commissioner von Eschenbach:

Over the last several years, your predecessors and I have disagreed sirongly on the issue of re-
importation of prescription drugs. 1 have been a strong advocate for opening the global marketplace to
American consumers, while the Food and Drug Administration (FDA) has consistently sided with the
drug manufacturers in keeping the marketplace closed and forcing consumers to pay artificially high
prices.

Today, the Audiior General of lllinois will release a report about I-SaveRx, our prescription drug re-
Importation program that cites my adminisiration for facilitating the imporiation of prescription drugs
without FDA approval. His report argues that the I-SaveRx program is in violation of federal law. It
reads, "Drugs are approved for use in the United Stats pursuant to the provisions of federal law as
stated in the Food, Drug and Cosmetic Act. Virtually every time an individual or entity imports or
causes the importation of a prescription drug, they are in violation of the FD&C Act.”

We respectfully disagree with the Auditor General's finding, given that the FDA has tacitly permitred
more than one million Americans each year to import prescription drugs from abroad. and given that
the FDA has never taken steps to prevent the I-SaveRx program from operating in lllinois, Wisconsin,
Kansas, Missouri and Vermont. In fact, you and [ both know that the FDA has seized and tested
approximaiely 1% of the prescription drugs imported through I-SaveRx and has never found faull with
any of the medications. We also both know that, in recent months, the DA has increased the number of
seizures of medications both for programs like I-Save Rx and other importation programs across the
nation.

Please he advised that while we highly respect and very much appreciate our Auditor General’s work,
and while we will tmplement as many of his recommendations as possible, we fully intend to continue
allowing the people of Illinois to purchase safe, affordable medicine from approved pharmacies in
Canada, the Unifed Kingdom, Australia and New Zealand. We will not be bulfied or pressured by the
FDA into choosing drug company profits ahead of the basic needs of senior citizens and the uninsured

In addition, we are also going 1o move forward and expand the I-SaveRx program by making il
available 10 siate employees and dependents. Given that the State’s annual costs for providing
prescription drugs to employees, dependents, and others (prisoners, patients in state facilities, and
others whose care is covered by the Stare) has increased by an average of 15% per year over the last

http://www . illinois.gov/PressReleases/PrintPressRelease.cfm?SubjectID=3& RecNum=5300-  1/21/2009



Opened New Window - Print Preview Page

[£¢
€
e
<
el
LA

five years, and given that employees and retirees often face brand name co-payments of $§40-80,
broadening the scope of [-SaveRx will help the iaxpayers save money by reducing the State’s
prescription drug costs. It will also. help employees save money because they would no longer have to
make co-payments when the medication they need is available at far less cost Jfrom pharmacies in
Canada, United Kingdom, Australia or New Zealand As we implement as many of the Auditor
(reneral’s findings as possible for our program, we will keep those recommendations in mind as we
expand the program ro State employees, dependents and others.

The report also says that because our I-SaveRx program works with Joreign pharmacies, their
inspection makes it impossible to fully complete the forms used to inspect pharmacies in llinois. Also,
because pharmacies in the United Kingdom, Canada, Australia and New Zealand are governed by
their own national standards, that differs from the standards in the Hlinois FPharmacy Practice Act.

As you lmow, the standards for inspections and regulations required in each of those nations exceed
those used here in the United States.

It is not surprising thar the Auditor General found this, given that the forms used in Ilinois include
fields that are specific to United States based pharmacies (for example. requiring a Drug Enforcement
Agency number). Nor is it surprising that the llinois Pharmacy Practice Act is not identical in word
and verse 1o the regulations of four different nations. The Auditor General finds thar an our-of-siare
pharmacist can only dispense medication if licensed by the State of Hlinois or, as a "mail order”
pharmacy, be located within the United States.

Those are reasanable standards if the State of lllinois were only working with domestic pharmacies.
But there is no way for a re-importation program operated on a state level 10 comply in every way,
shape and form with rules that were written long before the concept of re-importation was developed.
As a result, when one or several states acts in a way that differs from the federal government, each
state participating in a non-federal re-importation program runs the risk of its Auditor General finding
that the regulation of foreign pharmacies in some way differ from local regulations.

Our Auditor General also issued a finding saying that no State employee paid for with federal funds
should be used to advance the I-SaveRx program in any way. If you believe that the I-SaveRx program
violates federal law, as the Auditor General does, than this finding makes sense. But because the FDA
refuses to publicly embrace a concept that would significanily reduce prescription drug prices for tens
of millions of people, we have no choice but to act on our own and operate the program ourselves.

That includes using all of the resources of state government to make the program available ro as mary
people as possible. including employees of the Illinois Depariment of Employment Security (IDES),
who spend their day dealing with the unemployed — people who don’t have jobs and therefore don't
have health insurance or prescription drug coverage. Yes, IDES employees are Jederally funded. But
they are also the ideal candidates 1o help people afford the medicine their doctor prescribes.

In addition, because ihe FDA refuses to permit the re-importation of prescription drugs, our request o
import vaccines purchased abroad in the foll of 2004 was also denied. Our Auditor General found thai
we should have obtained your approval before purchasing the vaccines. When the ration was Jacing a
shortage of 55 million does of flu vaccine and through our own devices, we were able 1o procure
vaccines for lllinois and put several other states in a position to procure vaccines for themselves as
well,

Rather than erecting every conceivable roadblock 1o stop the importation of the vaccines, the FDA
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should have thanked us for addressing the problem ourselves and immediately approved it. Instead we
faced bureaucratic hurdie and delay after bureaucratic hurdle and delay, only to ultimately be denied,
Incredibly, the FDA used the excuse of oversupply as one reason to deny our application, even though
it purchased vaccines from the same manufacturers as we did after they knew we already had the
vaccines available.

Our Auditor General is doing his best, and while we agree with some of his recommendations and
disagree with others, he is ultimately trying to audit a program that fundamentally is at odds with the
approach taken hy the-FDA ~ an approach that denies consumers access fo the global marketplace for
prescription drugs.

When states like Hlinois take on a responsibility that ought to belong 1o the federal government, that
requires creating a complicated program that will not be in lock step with every local rule and
regulation created « time before anyone envisioned the concept of re-imporiation of prescriprion
drugs.

No Governor and no adminisiration wants o incwr audit Jindings saying that they are operating a
program in violation of federal law. But when the choice is helping people afford the medicine they
need or incurring audit findings, there's really no choice. Please understand that while we will do
everything in our power o implement some of the Auditor General’s recommendations, we will not
cease operation of the I-Save Rx program.

Your decision to make Plan B availuble over-the-counter indicates that you are willing ro look at
issues in a way different from your predecessors. Hopefully vou will take ¢ look at the FDA's policy
opposing re-importation of prescription drugs and recognize that a national policy that helps our
citizens access the global markeiplace is the beiter approach.

Thank you for yowr time and consideration,

Sincerely,

Rod Blagojevich

Governor
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