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FULL COMMITTEE HEARING ON MEDICAID
DRUG REIMBURSEMENTS: ARE CMS CUTS
BAD MEDICINE FOR SMALL BUSINESSES

AND BENEFICIARIES?

Wednesday, July 18, 2007

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON SMALL BUSINESS,
Washington, DC.

The Committee met, pursuant to call, at 10:00 a.m., inRoom
2360, Rayburn House Office Building, Hon. Nydia M. Velazquez
[Chairwoman of the Committee] Presiding.

Present: Representatives Velazquez, Shuler, Gonzalez, Cuellar,
Braley, Clarke, Chabot, Davis, Fallin, and Buchanan.

OPENING STATEMENT OF CHAIRWOMAN VELAZQUEZ

ChairwomanVELAZQUEZ. Good morning. I call this hearing to
order to address Medicaid Drug Reimbursement: Are CMS Cuts
Bad Medicine for Small Businesses and Beneficiaries?

The matter we discuss today stems from the legacy of the last
Congress. In February 2006, President Bush signed the Deficit Re-
duction Act, which directed the Centers for Medicare and Medicaid
Services to recalculate the way it reimburses pharmacies for pro-
viding generic prescription drugs to Medicaid beneficiaries.

While evidence indicates that the old formula used by CMS re-
sulted in some level of overpayment, the new formula clearly cuts
too far. On July 6, the Centers for Medicare and Medicaid Services
released a final rule which radically changed the old formula and
could prove devastating to pharmacies and Medicaid recipients.

The new formula significantly reduces the reimbursements to the
point where the General Accounting Office has determined phar-
macies will be paid back for only 64 percent of their costs of acquir-
}nlg1 generic prescription drugs. That represents a 36 percent short-
all.

I have many concerns that the impact of this rule could have on
small businesses offering prescription drug coverage. These phar-
macies have low profit margins and small retailers will be hit par-
ticularly hard. They tend to serve a higher proportion of Medicaid
beneficiaries and get more of the revenue from prescription drugs.
As a result of this change, many could be forced to close their
doors.

This will not only hurt pharmacies, but it will affect overall ac-
cess to care for Medicaid recipients. If these businesses close or
drop out of the program, drug coverage will be reduced. Medicaid
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is a critical component of our national health care system serving
over 50 million. Without it, the vast majority of these people would
join the ranks of the 46 million uninsured Americans.

What doesn’t make sense to me is that while the intent of this
new formula is to save money it, in fact, encourages the use of
more expensive brand name drugs. The average Medicaid generic
prescription is $20, while the average brand prescription is $120.
While this may be good for the pharmaceutical companies, costs
will be increased for the Federal Government and the states.

I believe the HHS Inspector General’s report is a good starting
point for us when we examine possible solutions to this problem.
The IG recommends that CMS should find a better way to reflect
the actual costs of these drugs. The IG’s recommendation will re-
move outliers in drug prices that do not reflect the realities of the
marketplace. It also provides an opportunity for pharmacies to
alert the states and CMS when they can demonstrate their inabil-
ity to acquire drugs at prices at or below reimbursement levels.

Tellingly, the IG says new federal reimbursement limits should
be monitored closely. Their report noted that such costs could lead
to access problems for Medicaid beneficiaries. These findings are
also supported by the General Accounting Office. As the rule is
written, it threatens the ability of thousands of small pharmacies
to keep operating.

While the previous reimbursement formula may have overpaid
pharmacies for generic drugs, the new one will make the issue
worse. Our government should not be eliminating one problem only
to create another. The General Accounting Office and HHS have
shown there are better ways to ensure pharmacies are adequately
paid for these generic drugs.

Unfortunately, CMS is prepared to move forward despite these
objections. Today’s hearing will hopefully shine some light on why
the CMS should reconsider the rule.

I look forward to today’s testimony and thank the witnesses for
their participation. And now I yield to Mr. Chabot for his opening
statement.

OPENING STATEMENT OF MR. CHABOT

Mr.CHABOT. Thank you, Chairwoman Velazquez, both for yield-
ing and for holding this hearing on the Centers for Medicare and
Medicaid Services, the CMS, rule implementing the Deficit Reduc-
tion Act’s modification of the reimbursement limits for certain pre-
scription drugs in the Medicaid program.

This hearing continues a long-standing effort by this Committee
to convince CMS that good regulatory practice requires the agen-
cies to promulgate rules that do not adversely affect the thousands
of small business providers of necessary health care in the United
States. Drug prices represent a rapidly increasing portion of mon-
ies devoted to health care in the United States. It is not surprising
to find, then, that the Medicaid program also faces rapidly rising
costs for drug reimbursement.

Under the Medicaid program, states are authorized to provide for
reimbursement of prescription at levels established by CMS under
authority delegated from Congress. According to the Government
Accountability Office, the GAO, the cost of such reimbursement in
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the Medicaid program rose by 870 percent in the 15-year period
from 1990 through 2004.

Congress recognized that such growth was not sustainable, and
in the Deficit Reduction Act of 2005—an act which I supported—
it modified the payment from 150 percent of the list price to 250
percent of the average manufacturer’s wholesale price, referred to
by its acronym AMP. Savings are enhanced by calculating the 250,
not on average of all drugs in therapeutic class, but, rather, on the
lowest AMP in a therapeutic class.

The Congressional Budget Office, the CBO, estimated that the
modification will represent about $1 billion in savings for the first
few years of implementation, and then about $300 million there-
after. Congress directed CMS to promulgate regulations to imple-
ment the modifications in reimbursement rates.

A perusal of the rulemaking record, including comments from
witnesses before us today, revealed substantial concern that the
new methodology will not provide dispensers of pharmaceuticals
with sufficient revenue to cover the costs of dispensing drugs under
the Medicaid program, nor are these concerns simply the cry of the
economically self-interested.

The Office of Advocacy of the United States Small Business Ad-
ministration, the Inspector General of the Department of Health
and Human Services, and the GAO also have noted that the for-
mula will not allow them to recoup their drug acquisition costs,
much less cover all of the costs associated with filling Medicaid pre-
scription.

The result of the final rule will have unusually perverse re-
sults—results that could not have been intended by Congress in
legislation entitled “Deficit Reduction.” Pharmacies could reject
Medicaid patients, leaving such individuals without access to
drugs. Doctors, recognizing this, will then begin to require that spe-
cific brand-name drugs will be used, thereby raising the costs of
drucgi,fsdunder Medicaid, the opposite result from what Congress in-
tended.

Entitlement spending needs to be controlled, but it also must be
controlled in a sensible manner that actually achieves limits on
spending. Instead, we have a policy that provides rational economic
actors, the necessity of finding ways around these limits, that will
ultimately not lead to reductions in entitlement spending.

I am sure that CMS will testify that they are just implementing
the law that Congress wrote, and they have no discretion to modify
the policy to reduce adverse consequences on small business. That
is an argument that CMS has made to Congress one too many
times in the past six years, including this Committee.

For one, I am tired of hearing that. Even a quick perusal of the
rather dense verbiage of the Medicare and Medicaid statutes will
show that CMS is replete with discretion. But unlike other federal
agencies, the Medicare and Medicaid statutes are ripe with exemp-
tions from judicial review. It is about time that CMS rulemaking
is subjected to the same scrutiny applicable to all federal agencies.

I look forward to working with the Chairwoman and other mem-
bers of this Committee on ensuring that the provisions of the Ad-
ministrative Procedures Act apply with full force and vigor to CMS.
Otherwise, CMS will be back before this Committee on some other
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rule blaming Congress while Congress argues that CMS has discre-
tion to avoid any potential adverse consequences to health care pro-
viders.

I want to thank the witnesses, including Dennis Smith of CMS,
for agreeing to testify on such short notice. While I understand
that the preparation may be a hardship, I think the efforts of the
witnesses will be very helpful to this Committee’s understanding of
the final rule and its effects on small business.

Again, I want to thank you for holding this hearing, Chairman
Velazquez, and I yield back the balance of my time.

ChairwomanVELAZQUEZ. Thank you, Mr. Chabot. And now I rec-
ognize Mr. Braley for an opening statement.

Mr.BRALEY. Thank you, Madam Chairwoman, and thank you for
holding this important hearing. I would like to recognize and thank
one of my constituents, Matt Osterhaus, for taking time from his
busy pharmacy practice to join us today, and I am looking forward
to his testimony, along with the testimony of all of our witnesses.

I am deeply concerned by the Center for Medicare and Medicaid
Services’ proposed changes in the reimbursement formula for pre-
scription drugs in the Medicaid program. CMS claims that this new
definition of the average manufacturer price is meant to approxi-
mate the prices at which retail pharmacies purchase generic medi-
cations from manufacturers and wholesalers.

Unfortunately, however, the final rule is flawed and will result
in an AMP that does not reflect the true prices. In fact, a December
22, 2006, GAO report shows that the proposed rule on the AMP
would reimburse pharmacies as an average of 36 percent below
their cost for generic drugs, which account for 63 percent of all pre-
scriptions dispensed in the United States.

I have repeatedly urged CMS to reject this proposal to classify
reimbursements based on the AMP, which would lower reimburse-
ments paid to pharmacies for generic drug purchases. In my State
of Towa, it is estimated that pharmacists will receive an $11.8 mil-
lion cut in reimbursements in the first year of implementation
alone. This could force many pharmacies out the Medicaid busi-
ness, which would reduce access to care for Medicaid beneficiaries.

In many underserved areas, it could force pharmacies out of busi-
ness altogether. Also, by making generic drugs unprofitable, Med-
icaid has created an incentive to dispense more expensive brand-
new drugs which are not subject to the new formula. So, ironically,
this new formula which was established to save money could actu-
ally end up increasing costs to both the state and the Federal Gov-
ernment for prescription drugs.

I have specifically fought for Iowa pharmacies on this issue, urg-
ing CMS to approve a measure that was passed in the Iowa Gen-
eral Assembly to offset reductions for reimbursements for generic
medications. This plan would increase the pharmacy-dispensing fee
to compensate for any reduction in the drug product cost reim-
bursement. However, this provision needs approval by CMS before
taking effect.

Although I am pleased that the State of Iowa has stepped up to
the plate to make sure pharmacies receive appropriate reimburse-
ments for generic drugs, I think it is extremely unfortunate that
CMS has put my state in this position. I am concerned that Iowa’s
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increasing its payment to pharmacists could place budgetary pres-
sure on other important Medicaid services provided by the State.

I look forward to hearing from our witnesses today, and I am
hopeful we can shed some light on this proposed change to reim-
bursements for pharmacies.

Thank you, Madam Chairwoman, and thank you to everyone who
is participating in the hearing today.

ChairwomanVELAZQUEZ. Thank you. Our first witness is Mr.
Dennis Smith. He is the Director for the Center for Medicaid and
State Operation, or CMSO. Mr. Smith has been the Director since
July 29, 2001. He is involved in the development and implementa-
tion of national policies governing Medicaid, the State Children’s
Health Insurance Program certification, and the Clinical Labora-
tories Improvement Act. Previously, he served as the Director of
the Department of Medical Assistance Services for the Common-
wealth of Virginia.

Welcome, sir.

STATEMENT OF MR. DENNIS SMITH, DIRECTOR, CENTER FOR
MEDICAID AND STATE OPERATIONS

Mr.SMITH. Thank you, Madam Chairwoman, and other members
of the panel, and I appreciate very much the opportunity to be with
you today, and to talk about the AMP rule, which was—the final
rule was published earlier this month. The regulation actually
takes effect until October 1. But what we also did was leave open
to comment some of the very issues that you have highlighted this
morning about the definition of AMP itself.

One of the issues that we struggled with, frankly, was the ability
to do the type of data analysis that everyone would want us to do
in reference to the GAO study and the IG. And you will find that
many of our responses hinge around the lack of data that we are
able to—that we have to be able to analyze the full impact of the
final rule.

So what we did in using our discretion really was to continue the
comment period which allows them to—allows everyone then to be
able to start having access to the data to get a firm handle on the
impact of the rule.

As Madam Chairwoman referenced, this rule really sort of origi-
nated with the study of the Office of the Inspector General, that
in December of 2004 testified in front of the House Energy and
Commerce Oversight Investigation Committee.

The IG found that what the states used to establish their Med-
icaid drug reimbursements generally bear little resemblance to the
prices incurred by the retail pharmacies to purchase drugs, and, in
fact, that the OIG had found in audit reports that it had estimated
that the pharmacists’ actual acquisition costs for brand-name drugs
was an average of 21 percent below average wholesale price, and
for generic drugs an average of 65 percent below AWP.

The effect of the difference between the pharmacy invoice costs
and the amount that Medicaid would have paid for those drugs was
about $1.5 billion. For drugs specifically under the federal upper
limit, which is really the focus of the new rule, the Inspector Gen-
eral estimated that the invoice price for multiple source drugs with
the FULs was 72 percent below AWP.
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In another report on the variation between what state drug
prices were being paid, the OIG found that the difference between
the highest and lowest paying states ranged by drug from 12 per-
cent to 4,073 percent for the 28 drugs that they had sampled. That
really is the backdrop of the report.

The OIG, in helping to inform us about moving from a FULs that
is based on the average wholesale price to the average manufac-
turer price compared the 25 most commonly prescribed drugs that
the old FUL, the lowest pharmacy acquisition cost, compared to
that—the old FUL for that drug was as high as 5,232 percent from
the lowest acquisition. On the average acquisition, they were still
finding drugs that were 1,400 percent higher than the average ac-
quisition cost.

So I think everyone did come to a reasonable conclusion that the
old federal upper limit truly was flawed as it was based on the
AWP, which was commonly referred to as “Ain’t What’s Paid.” 1
think many folks came together to recognize that a system that is
built on more exact pricing would be better for everyone.

In terms of want to assure the Subcommittee—I am sorry, assure
the Committee on small business that we carefully reviewed the
comments from—assigned by Madam Chairwoman on December—
on February 23 of this year, on the comments that were provided.
I want to assure you also that the administration very much cares
about the impact on small businesses.

Throughout this process, we have met with the national rep-
resentatives of retail pharmacists, we have met with state rep-
resentatives of the retail pharmacists, we have met with phar-
macists themselves. We are trying to get the rule to accurately re-
flect what was passed by Congress, with also the recognition that
Medicaid in fact was paying a higher price than other payers were.
And being a program for poor people, that generally Medicaid is
getting the best price for the services that they have purchased on
their behalf.

So we have been meeting with the representatives and the phar-
macists themselves. There are a number of things I think that
clearly the GAO report did raise a great deal of concerns about the
1"u1el,f and our response was, “Wait until you actually see the rule
itself.”

We did change—we did propose an outlier policy to in effect dis-
regard the lowest drugs that perhaps would not be available to the
majority of the purchasers. We had proposed an outlier policy in
the proposed rule. We increased that outlier proposal in the final
rule, so we think that in fact does deal effectively with the outlier
effect, that no one wants to count the FULs based on those costs
that really pharmacists do not have access to.

We also had—again, on the definition of AMP itself, there is a
balancing between the use of the definition of AMP for which there
has been a definition of AMP that has been used in the program
for many years. And that definition has been used on the rebate
side of the proposal.

I think folks commonly accepted the sort of common sense ap-
proach to use the same definition on both the payment side as well
as the rebate side, which is what we have done. So if you artifi-
cially take more things out of the definition of AMP, then you are
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also giving up rebates that are then paid by the manufacturers
back to the Medicaid program. So these are not—these are trade-
offs that everyone knew that we would have to take account of.

In terms of the response on the effect of the small businesses,
again, we are very concerned about the 18,000 small business phar-
macies in the United States. In our economic impact, we esti-
mated—and I believe that it continues to be the case—that the rule
itself would reduce overall pharmacy revenues by about $800 mil-
lion in the first year, and that does reflect about 1 percent of the
sales by independent pharmacies for their prescription sales itself.

The National Community Pharmacist Association indicates their
prescription sales to be $85 billion. That figure I think is from
2004, so it is more than that today. But, again, their prescription
sales are about $85 billion, so the savings does represent about 1
percent of prescription drug sales.

Other small businesses are impacted in the rule as well. We have
hospitals that fit the definition of small businesses, physicians who
would fit the definition of small businesses, so our rule—we did,
again, with some acknowledgement that the data is not complete
for us to give as specific impact as what we would all have liked.

The Committee also asked us in the comments to consider alter-
natives to the rule itself. And I did want to share with the Com-
mittee, I think the—again, to bring perhaps a little bit more clarity
to how the federal upper limits are actually used in the Medicaid
program. The federal upper limits, those are limits in the aggre-
gate to all drugs that are covered by the FULs, which are about
roughly 700 drugs out of the entirety of all the drugs that are
3vailable on the market. So we are talking about roughly 700

rugs.

The FULs is calculated on all of those drugs together, so while
there might be differences in lower drugs, and there could be also
payments—higher payments, that they in effect cancel each other
out, what we are looking at is the aggregate amount. The aggre-
gate amount that we—

ChairwomanVELAZQUEZ. Mr. Smith, would you try to summa-
rize?

Mr.SmiITH. Certainly, Mr. Chair.

ChairwomanVELAZQUEZ. It has been close to more than seven
minutes already, so—

Mr.SMITH. I apologize. The aggregate in the amount is then what
the states themselves, we would pay to reimburse the states up to
that amount. The federal upper limit does not include expenditures
for dispensing fees. The federal upper—so the states themselves,
the federal upper limit rule does not impact the overall approach
to Medicaid reimbursement, which rules on the states to set their
costs for reimbursement.

So the states themselves—and, again, in particular the states
have the authority under current law, and some states do this al-
ready, and they will have it in the future even when the rule is
in effect. So the states can pay independent pharmacists more than
other types of pharmacists. They could pay their rural pharmacists
more than their urban pharmacists.

So there are many different ways that the states are likely to
react, and, in fact, some already have started to adjust to the rule



8

to assure that their community pharmacists continue to participate
in the Medicaid program and to continue to assure that our Med-
icaid beneficiaries have access to the needed prescription drugs
that they need.

Thank you very much.

[The prepared statement of Mr. Smith may be found in the Ap-
pendix on page 45.]

ChairwomanVELAZQUEZ. Thank you. Mr. Smith, in the regu-
latory flexibility analysis contained in both the proposed and in-
terim final rule, CMS analyzed the retail pharmacy industry as a
whole and did not quantify the impact on small independent retail
pharmacies. However, the Regulatory Flexibility Act requires agen-
cies to consider the impact of the rules on small entities. As such,
CMS failed to meet the obligations under the law by refusing to ex-
amine how small businesses will be affected.

So I ask you why you didn’t assess the impact to independent re-
tail pharmacies separately as required by the law.

Mr.SMITH. Madam Chairwoman, I believe that we did meet the
requirements of the law, and we specifically referred to the savings
that would be attributed to the 18,000 pharmacies that are consid-
ered to be small businesses. So I think we did address what the
law required us to do.

As I also indicated, the data analysis—we can never get enough
data. We always want more data, which again is why we have pro-
vided for additional comment on the rule.

ChairwomanVELAZQUEZ. That is what the General Inspector’s Of-
fice and the General Accounting Office and Inspector General of
HHS concluded, that you did in fact conduct the impact analysis
on small businesses? You know, sir, you come here, and let me tell
you, people love to talk about standards and accountability. But the
law is clear in terms of the Regulatory Flexibility Act. The size
standard is very clear, and we do not find that you conducted the
type of analysis that is required by the Regulatory Flexibility Act.

So let me just say this to you: I will encourage you to go back
and do the analysis that it is required by law, because this Com-
mittee is going to be on top of this issue, and we are going to have
you come back to this Committee over and over again.

Mr.SMITH. I am not an expert on the requirements of the regu-
latory act itself. I believe in our—

ChairwomanVELAZQUEZ. Well, you should have legal counsel, be-
cause it is very clear.

Mr.SMITH. I appreciate that very much, Madam Chairwoman.
We did in the final rule specifically refer to the small retail phar-
macies—approximately 18,000—and we specifically addressed the
financial impacts on those pharmacies.

ChairwomanVELAZQUEZ. Mr. Smith, recent studies have shown
that the average dispensing fee is less than half of the national av-
erage of actual dispensing costs. Given that pharmacies may soon
be no longer adequately reimbursed for their acquisition costs,
what is the CMS doing to ensure that states’ dispensing fee struc-
tures are actually covering costs?

Mr.SMITH. I think that this is an area that, again, many in the
industry have—and the states, as well as us, have sort of recog-
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nized, that over time when you look at the—how prescription drugs
are paid for, acquisition costs that—the payment based on acquisi-
tion costs continue to go higher and higher and higher while dis-
pensing fees actually have been pretty flat over time.

So the high reimbursement on the acquisition side to some ex-
tent was masking what—the true costs and dispensing fees were
held very level. I think what will happen—and in discussing with
the states from my own experience as Medicaid Director in a state,
from my own experience dealing with our state legislature in how
they react, I think there will be a reassessment, again, as I said,
to assure that there is access and to make certain that our small
business pharmacists continue to participate in the program.

ChairwomanVELAZQUEZ. You are not going—

Mr.SMITH. I am sorry.

ChairwomanVELAZQUEZ. —that this will—

Mr.SMITH. In our own materials, we have pointed out to the
states, again, that the FULs do not include dispensing fees, and
have encouraged them to adjust dispensing fees where they believe
is appropriate. .

ChairwomanVELAZQUEZ. So you don’t feel that this is a way for
the Federal Government to dump costs on the states?

Mr.SMITH. I think it is a way of balancing what the true costs
are on the acquisition side. And, as I said, I think states will adjust
on the dispensing side.

ChairwomanVELAZQUEZ. Okay. So let me—I hope that you can
help me understand the intent of the Deficit Reduction Act. That
was to cut costs of the Medicaid program, and the law gave CMS
a significant amount of discretion to create the formula for reim-
bursement rates for these generic drugs.

However, the final rule creates an incentive to move toward
brand-name drugs. As the average brand-name drugs costs the gov-
ernment six times of a generic drug, why was the rule created in
such a way that more pharmacies would likely dispense these ex-
pensive drugs?

Mr.SmITH. I have had that discussion personally with representa-
tives of the retail, and I have heard that theory. I have just really
never quite understood it from an economic standpoint. So I have
just—I have just said we would have to politely disagree.

ChairwomanVELAZQUEZ. So are you telling me you are right, but
the General Accounting Office is wrong? The Inspector General of
HHS is wrong? The only one that is right here is you.

Mr.SMITH. I am giving you my opinion, Madam Chairman, of—

ChairwomanVELAZQUEZ. Well, this is not a matter of opinion.
This is a matter of analysis.

Mr.SMITH. And for our—

ChairwomanVELAZQUEZ. Facts.

Mr.SMITH. In our analysis, the Office of the Inspector General
said on the acquisition side Medicaid was spending $1.5 billion too
much. The rule itself saves about half of that amount, so there was
an adjustment based on what the Inspector General—they said we
were overpaying by 1.5.

ChairwomanVELAZQUEZ. Sir, let me ask you—

Mr.SmiTH. The rule—
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ChairwomanVELAZQUEZ. —explain to me how a pharmacy is
going to sell drugs when they know that they are going to lose
money on that drug.

Mr.SMITH. I think, Madam Chairwoman—

Cha1rwomanVELAZQUEZ What is the incentive?

Mr.SMITH. —they wouldn’t do that, by laws of economics. But 1
don’t think that the final rule—that it will in fact be the impact.
The FULs is not a drug-by-drug limitation. It is a limitation in the
aggregate to what we pay the states.

ChairwomanVELAZQUEZ. So will you agree that this may drive up
costs to the Medicaid program for certain use of drugs?

Mr.SMITH. I don’t agree with that.

Cha1rwomanVELAZQUEZ You don’t agree with that. So the whole
world is wrong.

Mr.SMmiTH. As I said, I have had those discussions, and I think
that it would be a—states also, again—states have mandatory dis-
pensing—mandatory generic dispensing laws themselves, etcetera.
So I think there is a balance that, again, I think—what the future
lies, no one has perfect clarity of that. But I think through experi-
ence we think that the final rule will do what it was set out to ac-
complish.

ChairwomanVELAZQUEZ. Let us talk about the cost to the states.
It seems to me that the new rules put a burden on the states to
figure out how to cover acquisition costs by pharmacists. Does the
new rule set any kind of guidance for the states? What are the
states doing to make up for the shortfall?

Mr.SMmiTH. Well, the states themselves, of course, will want to as-
sure that there is no shortfall. And in terms of the states, we will
be providing the data to the states about what the AMPs are, not
only for the drugs on the FULs but for all drugs, which in—again,
we talk about transparency in health care. This is transparency in
health care.

So I don’t think the impact on the states—they want this data.
States have been asking for AMP data, which by law we were re-
quired to maintain in confidence and were not allowed—

ChalrwomanVELAZQUEZ Since you are talking here about trans-
palre?ncy, are you giving clear guidance to the states under this
rule’

Mr.SMITH. That certainly is my intent, Madam Chairwoman.
And we have had briefings with the states, and, as I said, they
want this AMP data.

ChairwomanVELAZQUEZ. Can you talk to us under the Regu-
latory Flexibility Act, if you have given or examined any alter-
natives to the proposed rule?

Mr.SMITH. We did. We talked a great deal about what the
AMP—the definition of AMP, for example, what fits in there. And
as | said earlier, the definition of AMP has been long-standing in
the Medicaid program on the rebate side of the program. So if—

ChairwomanVELAZQUEZ. Okay. Can you mention to me at least
one alternative that will minimize the impact of the rule on small
businesses and small pharmacies?

Mr.SmiTH. Certainly, our outlier policy that, again, we use
through our discretion, we think is very much a mitigating effect
on the FULs.
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ChairwomanVELAZQUEZ. In the report, the Inspector General of
HHS concluded that was inadequate.

Mr.SMITH. What we also said with the Inspector General was
they also didn’t have the benefit of the final rule itself when they
did their analysis, again, which is why we have extended the com-
ment period so that sort of analysis will be available before the
final rules go into—before the first new FUL goes into effect.

ChairwomanVELAZQUEZ. How would you respond to those who
will be testifying in the second panel that will say that this rule
could cause many small pharmacies to close their doors?

Mr.SmiTH. I respectfully disagree with that assessment. As I
said, this rule, in the aggregate, represents about 1 percent of all
sales that they make. I also am from a small town. I very much
understand small businesses, and that they are the backbone of the
American economy.

I don’t think the states will jeopardize the access of the Medicaid
beneficiaries, and I think that they will continue to pay overall re-
imbursement to the pharmacists to make sure they continue to
participate. .

ChairwomanVELAZQUEZ. I really appreciate you coming here and
saying you understand small businesses, but this is not about that.
This 1s about impact analysis under the law.

And now I recognize Mr. Chabot.

Mr.CHABOT. Thank you, Madam Chair. And let me just note for
the record, as I think everybody knows, members of Congress are
on various committees, and I am also on the Judiciary Committee
and the Foreign Affairs Committee. And we are marking up the
Patent Reform Bill, and we have several important amendments to
the bill, so I am going to, unfortunately, have to leave here shortly,
and some of my colleagues will be filling in as the ranking member
for different parts of the morning. So I want to thank them for
that. I greatly appreciate it. So I just have a couple of questions.

Mr. Smith, do you concur with the findings of the GAO and the
Office of Advocacy of the United States Small Business Administra-
tion that the reimbursement rate does not recoup the costs of ac-
quisition of covered pharmaceuticals, much less the cost of the
pharmacies to dispense the drugs?

Mr.SmiTH. We have disagreed with what GAO—their analysis in
the studies that they have published, again, on the basis that they
didn’t—they didn’t know what was in the final rule, and, again,
didn’t have the—no one has the data, including GAO, to make their
final analysis, again, which is an important reason as to why we
have delayed the effectiveness of the first new federal upper limit.

Mr.CHABOT. Okay. Thank you. So just to be clear, so you do not
concur with that, is that correct?

Mr.SmITH. That is correct, yes, sir.

Mr.CHABOT. Thank you. Now, next, do you know how Congress
arrived at the 250 percent of average manufacturers’ price for the
reimbursement?

Mr.SMITH. In the Deficit Reduction Act, the Senate and the
House passed very different types of proposals. What came out of
conference differed between both approaches. Both approaches
were designed to create savings for the Medicaid program. The
final amount, I couldn’t speak to how precisely they arrived at 250
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perc(tient, but I think that is an important consideration to bear in
mind.

We are talking about two and a half times of what the lowest ac-
quisition cost is. So that leaves I think a very significant cushion
between the lowest and the upper limit now, which is two and a
half times that.

Mr.CHABOT. Thank you. Next, in failing to quantify the economic
impact on small retail pharmacies, what efforts did CMS undertake
to determine what economic data was available?

Mr.SmiTH. We did look at—again, I assure you we looked at the
data that we have, and we certainly did understand the impact to
be on the pharmacists’ side, and the 18,000 small pharmacists. We,
again, consulted with our Office of the Actuary. We looked hither
and yon for as much data as we could get.

As I said, we did talk with the pharmacy organizations them-
selves. I do believe we went looking for as much data as we pos-
sibly could get.

Mr.CHABOT. Has CMS considered amending its final regulatory
flexibility to address any inadequacies in the statutory reimburse-
ment rate?

Mr.SMITH. We left some very important parts continued to be
open for comment that, again, the data that everyone would want
to have. With their AMP reporting, under the new rules, then we
will start having that data. So that is why we left it open to com-
ment between now and the first new federal upper limit.

ChairwomanVELAZQUEZ. Mr. Chabot?

Mr.SMITH. Certainly, our intent was to be able to have that sort
of data analysis to then determine whether or not we should make
any further changes.

Mr.CHABOT. Yes, Madam Chair.

ChairwomanVELAZQUEZ. I just would like, before my blood pres-
sure goes up—

Mr.CHABOT. I would yield to the—

ChairwomanVELAZQUEZ. —for the record to reflect what you, in
your statement on the final rule, said about the data. We are on—
although it is clear the effects will be small on the great majority
of pharmacies, whether chain or independent, we are unable to es-
timate the effects on small pharmacies, particularly those in low
income areas where there are high concentrations of Medicaid
beneficiaries. This is your own rule.

Mr.SMITH. And, Madam Chairman, I think I also said we realize
that we all want more data than what we had at our disposal.

Mr.CHABOT. Madam Chair, I am being called down to the Judici-
ary Committee, so I am going to yield back my time.

Mr.SMITH. And now I recognize Mr. Shuler.

Mr.SHULER. Madam Chair, thank you. Back to the data, if you
recognize that the backbone and the success of our, you know,
economy depends upon the small businesses, then why didn’t you
request and ask for more data?

Mr.SmiTH. The data has to relate to what the final definition is.
If it doesn’t reflect what the final definition is, then the data con-
tinues to be flawed, which is why when a number of groups and
individuals, including the pharmacies themselves, asked us not to
publish data as the law required, going back to January of this
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year, their rationale was the data will be flawed because you don’t
have a final definition.

We agreed with that, which is why we have not released the
AMPs under the old definition. But we won’t have the data until
we have—

Mr.SHULER. Until after the rule?

Mr.SmiTH. Which is why we have delayed the comment period,
which is why we have delayed the effectiveness.

Mr.SHULER. So will there be a rule on—a judgment on the final
rule after the fact?

Mr.SMITH. Yes, sir. That is what an interim final with comment
is, that it allows, then, to make further adjustments without going
through the entire APA process all over again.

Mr.SHULER. So why can’t you submit the data from the AMP to
the states? Is it HIPAA, because of HIPAA compliance?

Mr.SMITH. We can. But, again, folks have not wanted us to sub-
mit AMP data under the old definition of AMP. The pharmacy com-
munity itself didn’t want us to allow that, I believe.

Mr.SHULER. So it is more important to—hey, I mean, there is no-
body that supports the pharmacists more than I—I mean, both the
chains and the small communities. But, I mean, don’t you think it
is more important to make sure that we have the proper data for
them, and for the patients as well?

Mr.SMITH. Absolutely. And—

Mr.SHULER. So which is more important?

Mr.SMITH. I think that what is important is to have accurate
data to balance any other decision makers on the final rule. I
would be very surprised, though—and you can ask the next panel—
I would be very surprised if they told you that they wanted us to
release the old AMPs.

Mr.SHULER. We will ask that.

Madam Chair, I would request that if—

Mr.SMITH. We realize that we all want more data on—

Mr.SHULER. Yes, don’t you think we should delay the rule until
we have the final data?

Mr.SMITH. The rule, in fact, has been delayed to some extent.
And we have delayed different parts of it. As I said, the law said—
had given us a January date to start releasing publicly data. We
believed it was—our concern was that data would be inaccurate,
and that could have a negative impact as payers start looking at
data that would be inaccurate, and then start making decisions
about their own pricing.

We did delay that. We have also delayed the publication of the
new first federal upper limit—would have, could have, should have
gone into effect July 1. That really is now the end of the year. In
between time, now everyone—manufacturers will then start report-
ing their data based on the new AMP definition. Then, that data
will be available for analysis to make a final determination.

Mr.SHULER. Madam Chair, I would request that you would sub-
mit the information on the impact on small business to the Com-
mittee. I know there is—you said there is not a lot, but the quan-
tifiable evidence and effects on small business, we would like to re-
ceive that information.
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Mr.SmiTH. We did—as I said, we responded to—in the final
rule—

Mr.SHULER. Not just the information from what is in the final
rule, but the entire information that actually impacts small busi-
ness.

ChairwomanVELAZQUEZ. Without objection.

Mr.SmiTH. I will do the very best I can to provide whatever data
that we are going to be able to have.

Mr.SHULER. Madam Chair, I yield back.

ChairwomanVELAZQUEZ. Thank you. Mr. Buchanan.

Mr.BucHANAN. Yes, thank you, Madam Chair. I think the con-
cern with all of us is I know I have a pharmacist in our community
that is out of business. There is so much pressure already on a lot
of these small retail pharmacists because of whatever reason—na-
tional chains, other issues.

That is why it is concerning all of us up here, because sometimes
it is just that tipping point that one more something like this put
on them puts a lot of them out of business. And I know right down
the street from me we just had one close in the last six months.
I am not saying it is because of this. It might be part of this, but
I am concerned that we are going to—we are not going to see a lot
of retail pharmacists.

I would be interested to see 18,000 retail pharmacists, how many
have—how many there were five years ago and what it is today.
So I think—I don’t even know, but I have got to imagine that trend
is coming down.

I guess the big thing is getting back to this when you looked at
the final rule. Did you spend much time working with the states
or anybody—any other entities to get a sense of the impact on the
analysis? Or was this something that you did yourself or—

Mr.SMITH. We did, Mr. Buchanan. We asked data from the states
themselves. We asked manufacturers to verify their data. We had
the benefit of hearing from the community pharmacists themselves
as they came in. States themselves—some states have said very—
may have very little impact on us, because we already have our
own what are called maximum acquisition cost lists that are below
the old FULs.

So the impact will vary by state, comparing their acquisition cost
limitations that they already had in place versus the new FUL. So
we did go looking—we—

Mr.BucHANAN. Yes. When you said you had the community phar-
macists come in, how did that work out? I mean, how many did you
have come in over what period of time, and in terms of doing an
analysis?

Mr.SmiTH. I don’t recall how many meetings I have had, but I—

Mr.BUCHANAN. Well, what is the reaction?

Mr.SmiTH. —had several—

Mr.BucHANAN. What was the reaction, the feedback you had
from the community?

Mr.SMITH. Certainly, the reaction was of concern. Certainly, the
rule was, and the law was, designed to generate savings. We un-
derstand that and know that would be a concern.
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Mr.BUCHANAN. The other question I had, why are brand-name
drugs not part of the modified reimbursement plan? What is the
rationale there?

Mr.SMITH. Because to be on the federal upper limit you have to
have a competitor. So the FULs is only to those roughly 700 drugs,
not the entire 55,000 drugs. So you have to have a competitor to
be on the FULs in the first place.

Mr.BucHANAN. How did they decide on the 700 drugs? Why was
it not 700, 800, what was the—

Mr.SMITH. They come on as a generic manufacturer to—as a—
you have a brand-name drug all by itself, and then you have a ge-
neric manufacturer that comes in and is doing the generic equiva-
lent of that. They go to the FDA, and then FDA says now there
is a generic equivalent, so that is how you get on the FUL is by
having a generic competitor.

Mr.BUuCcHANAN. And you touched on this, but what is your view
of the discretion that CMS has in developing the average manufac-
tured price?

Mr.SMmITH. I think we—I think the—again, what we did was to
introduce an outlier, a policy in the first place, in the proposed
rule, which we increased in the final rule. We went from 30 percent
to 40 percent. That was in our discretion.

In terms of who is in within the definition of AMP, we dis-
regarded sales to nursing homes. We disregarded certain sales that
would have had an impact on the AMP. However, if you swing too
much to the other side, and start taking more and more trans-
actions out of the list, then Medicaid will start losing rebates from
the manufacturers.

Mr.BUCHANAN. Thank you, Mr. Smith. And I yield back, Madam
Chair.

ChairwomanVELAZQUEZ. Thank you. Mr. Braley.

Mr.BRALEY. Thank you, Madam Chairwoman. Mr. Smith, I was
pleased to hear that you looked hither and yon for as much data
as you could get. Frankly, I have not heard that word used since
the last time I watched the movie Robin Hood.

But I think that one of the things that you are not getting from
this bipartisan panel is that all of us are concerned about the AMP
formula, the criteria you use to define the formula, and its adverse
impact upon the community pharmacists that we represent.

And I think that attitude on the part of the agency you are here
to represent is reflected in the fact that on May 18, 2007, over 100
of my colleagues, including Ms. Fallin, Mr. Shuler, myself, in a bi-
partisan spirit, probably one of the most bipartisan outreach efforts
I have seen since coming to Congress in January, asked a simple
request of Leslie Norwalk, and that was to recognize the practical
reality of the implementation of this rule when it is going to be ap-
plied by many states whose legislatures are no longer in session.

Your rule comes out on July 1, 2007. My legislature adjourned
in May and won’t reconvene until January. And I think that is the
case in many smaller states, and in probably some of the larger
states of this country. And one of the reasons why we made this
outreach effort in a bipartisan fashion was to address the simple,
practical realities of giving states an adequate opportunity to pro-
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vide the input and feedback to your rule after final publication, be-
fore implementation.

And from my understanding, rather than acceding to our request
to delay that until December 31, 2007, your agency has decided to
begin the implementation in October. Is that true?

Mr.SMITH. If I can take a minute to explain, and the impact on
the states and how, again, this is enforced with the states, because
I think you raise a very important point. The data that we all want
we can’t get until you get to a final definition.

We have delayed the effectiveness of the new federal upper limit.
The new federal upper limit itself, in terms of our relationships
with the states, is a calculation that we do—that we would do in
terms of enforcement with the states once a year. So while the new
FUL—the first new FUL will come out roughly December, we
would not be taking any action against a state roughly for a year
after that.

So I think legislatures will come back in time to make any modi-
fications that they deem to be necessary, before we take any ad-
verse action against a state.

Mr.BRALEY. In fact, several of these states, including my State
of Towa, the State of Kansas, which the original co-authors of this
letter—Jerry Moran and Nancy Boyda—represent, and the State of
Louisiana have plans to revise their dispensing fee requirements in
anticipation of just what we are talking about. Can you describe
how these states are going to be able to try to bridge a gap that
nobody here seems to be able to understand or define?

Mr.SMITH. I think between now and the end of the year we will
start having—we will get the data that everyone is looking for in
time for them to make any adjustments. As you indicate, states are
already, in anticipation of savings on the acquisition side, re-bal-
ancing that to—at least to some extent with increase in dispensing
fees, which I said in my earlier remarks have really been flat for
several years now.

So states have the—all of the authority they need to make those
changes in dispensing fees, and by the time they come in next year
they will have the data before CMS has taken any enforcement ac-
tion against them.

Mr.BRALEY. Have you had the opportunity to review any of the
proposals from the states that are submitting requests?

Mr.SMmITH. We have, yes, sir.

Mr.BRALEY. And have you seen anything in any of the compo-
nents of those state programs that you believe will be particularly
effective in addressing some of the 1ssues we have been discussing
here today?

Mr.SMITH. Well, the states have the authority to set their reim-
bursement rates, which generally includes acquisition costs and
dispensing fees. The dispensing fees do need to be reasonable and
are supported by data. The extent to which Iowa or any other state
that comes in and says, “Look, we need to increase our dispensing
fee, we believe we need to increase our dispensing fee to our rural
pharmacists to assure access,” then they would have the right to
do so. They would submit a state plan amendment, and we would
approve that state plan amendment.

ChairwomanVELAZQUEZ. Ms. Fallin.
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Ms.FALLIN. Thank you, Madam Chair. Thank you for coming
today to visit with us about a very important issue. We appreciate
you being here. I have a question about legal authority and about
CMS. And what legal authority does CMS have to delay the statu-
tory deadlines on this rulemaking?

Mr.SMITH. The statutory deadlines we take very seriously, and
do our very best to meet them. The statutory definition was to have
an AMP rule by July 1. We were a couple of days late, but I think
any significant delay beyond that then calls into question whether
or not we met our statutory obligation.

Ms.FALLIN. Well, if CMS missed that deadline, which you did—
I think it was July 7 by the time it was—received July 6 to register
the rule, and then publication in the Federal Register on July 17—
and if we missed those deadlines, I guess would that mean that we
could also play with other statutory deadlines, too, in other areas?

Mr.SMITH. The risk of missing the statutory deadline I think is
an issue for lawyers to kind of debate and that I am not really the
expert to do that.

Ms.FALLIN. Okay.

Mr.SMITH. Sorry.

Ms.FALLIN. That is all right. Thank you.

Thank you, Ms. Chairman.

ChairwomanVELAZQUEZ. Mr. Gonzalez.

Mr.GoNZALEZ. Thank you very much, Madam Chair. And wel-
come, Director Smith. Quickly, you know, this is all a result of the
Deficit Reduction Act. When we were debating that—I still remem-
ber that well, because I serve on Energy and Commerce, and the
way I figure it really happened like this, and this is where we find
ourselves today.

The White House said, “We are going to reduce spending X
amount of dollars.” Then, it filters down to Congress. And you look
at each Committee that has certain jurisdiction, and they say, “You
have jurisdiction over these departments or agencies, and we are
going to cut X amount of dollars.” Whether it is realistic or not, it
does not matter. These are arbitrary, mandatory figures pulled out
somewhere, and that is the genesis of this thing.

And what you are dealing with, of course, is the end product. So
Energy and Commerce comes out, we have got jurisdiction on Med-
icaid, and they say, “We are going to cut $10 billion.” We are trying
to figure out, how did you get to that figure? Well, we are not real
sure, but we think we need to cut $10 billion, because in the big
picture that is how much you have to save from your particular
program under that particular agency that comes under the pur-
view of your Committee.

We debated and debated. The Chairman at that time, Chairman
Barton, a fellow Texan, promised me that less is more when it
comes to Medicaid. So on the Committee we have Mr. Ross from
Arkansas, who has—I think his wife is a pharmacist, and they own
a small community pharmacy. And I wish he was here today, be-
cause he could explain this in a way that no one else can, because
he is intimately acquainted with all of the details of what it takes
to be a pharmacist in today’s economy.

So that is where we are today. Now, I hope Mr. Barton is right
that less is more. He promised he would come to my district to ex-
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plain this when the impact of the rulemaking—and I told him that
it—you know, I really don’t want to be the second Alamo in San
Antonio, Texas.

But, nevertheless, this is where I am getting at. I know what you
have to do with deadlines and such. You are just going to find
these savings, because we mandated that when we passed that act.
And the $10 billion was going to come out of Medicaid no matter
what, at someone’s cost.

Now, I am going to tell you, we will hit the physician, the care-
giver, we will hit the pharmacist, but the one that really suffers,
of course, is going to be the patient. But that is where we are
today.

Now, let us just figure out how we can soften this, and this is
all about damage control. My concern is this, and I do appreciate
your testimony—but based on some of the questions that we have
here, the consequences of what we are doing here, findings of the
GAO, which you have to respect—I mean, you can disagree to a
certain extent, but somewhere along the way you have to figure
there has got to be some legitimacy to what they are finding here.

But the consequences of where you are pushing the pharmacists,
and what is the role of the pharmacist? That is the other thing. I
am going to tell you something, I don’t think there is going to be
a member here, Republican or Democrat, that doesn’t appreciate
the role of the pharmacist in our communities. It is a lot easier for
the patient to get a lot of the information from the pharmacist than
it is usually to get it from the doctor—in making the appointment,
keeping the appointment, being seen, and spending any quality
time with the physician.

There is more quality time being spent today by the patient with
the pharmacist. And at our town hall meetings, I can tell you the
stories that are recounted. And we are going to impact that rela-
tionship, I believe, to the neediest patient out there.

But this is what I am getting at. You have indicated that I guess
there is two parts to this formula—the cost of the drug itself, but
then this dispensing fee, and I am not sure if you hinted at or you
spoke directly to the fact that, are you going to be able to pass on
some of the costs that may be suffered to reimburse the pharmacist
for the cuts they are going to have on the acquisition as opposed
to the dispensing fees?

That really doesn’t help any as far as any real savings, and 1
want your opinion on, to what extent is that going to happen? Is
it going to be allowed? We have had this experience in the past
with the oncologists in the payment of the drug, compensating for
administering the drugs, and we are in a huge mess over that. But
I just want your take on the consequence on the dispensing fee side
of the equation.

And, secondly, something that the Chairwoman touched on, are
you pushing the pharmacists to be prescribing brand-name medi-
cines which are going to be more expensive? So I don’t know where
all of the savings is at the end of this whole thing. I understand
the charge and the mandate that you received over there as a re-
sult of what we did with the Deficit Reduction Act, which obviously
some of us opposed and such.
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But, again, I just want to know the consequences on dispensing
fees and the fact, are you truly going to be pushing people to utilize
more brand-name and, thus, negating what the generic drug pre-
scription is supposed to be delivering in the way of savings.

Mr.SMmITH. Thank you, sir. On the—and pharmacists do get paid
in two components in general—on the acquisition cost, and that is
what the Inspector General—that is sort of where the ball started
rolling. When then Inspector General said you are paying—Med-
icaid is paying $1.5 billion too much based on acquisition cost,
them looking at acquisition cost.

Then, the states are also looking at the dispensing fee, and the
other side of the payment—what a state determines under Med-
icaid what a provider actually gets paid. So they set the reimburse-
ment rates to the states, and a state can say—they have all of the
authority to say, “We need to increase our dispensing fee. We are
concerned about access, particularly in the rural areas, so we are
going to pay our rural pharmacists more.”

We are particularly concerned about the impact on the inde-
pendent pharmacists, so we can—we will pay them more than what
we will pay a chain. So the states still have the authority to make
the adjustments and decisions that they believe are needed to as-
sure access for our Medicaid beneficiaries.

Mr.GONZALEZ. Doesn’t that work against your very savings goal?
I mean, what I am saying is, all right, let us say GAO, everybody,
and probably the individuals who are going to testify in a few min-
utes, are correct—that it is not going to be adequate compensation
for the generic drug and such with the new formula that you have
come out now. So can you just push and make up for some of that
shortfall on the dispensing side? And if you can, and which they
will if you can, then where are the savings?

It is all—I mean, a dollar is a dollar is a dollar. We can split up
the cost between dispensing and the cost of the drug itself, but at
the end of the day, isn’t it basically the same budget, the same
amount of money? And the troubles that we have been experi-
encing in Texas regarding the state’s failure to really meet its obli-
gation under the Medicaid program, and making sure that it is
available, it is only going to get worse.

And so I guess I just—I don’t see, isn’t it the potential is any per-
ceived savings be gobbled up by some other component?

Mr.SMITH. I think that we have accomplished something that is
very important in the rule on the acquisition cost in itself. Now we
will have much better information about what the true acquisition
cost is in itself. So that is an important—that is an important gain
in itself.

The extent to which states then make a determination that they
have to raise a dispensing fee, they will—again, I think then they
will go through the analysis that they very well may need to in-
crease the dispensing fee, but not the entire amount to offset the
savings that is paying on the acquisition cost more specifically.

ChairwomanVELAZQUEZ. Time has expired.

Mr.GONZALEZ. Thank you.

ChairwomanVELAZQUEZ. Mr. Smith, I have two more questions.
First, we all know that there was a statutory requirement for
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issuing the rule. My question is: was there a statutory requirement
for the implementation of the rule?

Mr.SmiTH. Well—

ChairwomanVELAZQUEZ. Yes or no? Simple answer.

Mr.SMITH. I think there is an expectation that we implement—

ChairwomanVELAZQUEZ. No, no, no, no.

Mr.SMITH. —the statute.

ChairwomanVELAZQUEZ. That is—

Mr.SMITH. I am not—

ChairwomanVELAZQUEZ. No, I am talking to you about statutory
requirement of implementing the rule. And if there is not, my ques-
tion is: would you hold off at that line of implementation until you
have all the data that you admitted here you don’t have? So that,
then, you can have a final rule that accounts for the needs of small
pharmacies?

Mr.SMITH. I think we were required to issue the implementation.
I am sorry—to issue a final rule, which is what we did July 1.

ChairwomanVELAZQUEZ. Yes, but that is not my question.

Mr.SMITH. In terms of the effective date, we have delayed the ef-
fective date by delaying when the first new federal upper limit will
go into effect.

ChairwomanVELAZQUEZ. Well, I am not talking about issuing the
rule and the effective date. I am talking to you about the imple-
mentation of the rule.

Mr.SMITH. I am sorry. The implementation—the new federal
upper limit is implementation.

ChairwomanVELAZQUEZ. Okay. Let me ask you another question
since cost saving is an issue here, right? Can you tell me why do
you think funding was cut for only generic drug reimbursement
and not for brand name drugs?

Mr.SMITH. I think this did stem from a realization that where
there is competition between generics and brand names, that is
how you get on a FUL in the first place; that Medicaid was over-
paying and not getting the best price, which is in many respects
an underlying assumption about the Medicaid program that Med-
icaid should be getting the best deal for reimbursements.

ChairwomanVELAZQUEZ. So let me ask you a last question now.
Could there have been cost savings if the reimbursement formula
for brand name drugs was altered?

Mr.SMITH. Presumably. I mean, Congress could have enacted a
number of different ways to find savings.

ChairwomanVELAZQUEZ. So why do you think we did not? You
have been saying all along, “I think, I think, I think,” in the many
questions that I have been asking you.

Mr.SmITH. I think there was a clear in