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The attached final nanagenment advisory report is to advise
you of the results of our review on Medicaid drug data
submtted by pharmacists to the State Medicaid agencies
(States). Twenty-two of the 46 States (or about 48
percent) responding to an Ofice of Inspector Ceneral
qguestionnaire assessing selected indicators of the States’
performance in inplenenting the rebate program were having
problems with the accuracy of their drug utilization data.
These States had no procedures to nonitor the accuracy of

ei ther the drug product or the nunber of dosage units
reported as dispensed by the pharmacists. For exanple, one
State performed a speci al stud% of dosage unit reporting
and found that actual drug disbursenents of about $73, 000
woul d have anpunted to about $7.4 mllion had the

di shursenents been based on the dosage unit data reported
as di spensed by the pharnacists.

The inpact of inaccurate reporting of dosage units can
significantly distort a manufacturer's rebate paynent
amount. W believe that manufacturers wll dispute rebate
billings if there are problems with the accuracy of the
utilization data. This could result in significant delays
in the receipt of rebate paynents.

W recommended that the Health Care Financing

Adm nistration (HCFA) require the States to devel op
procedures to nonitor the accuracy of reporting by

phar maci es of drugs di spensed. urther, we recomrended
t hat HCFA instruct the States to test a sanple of paid
Medi caid prescriptions to determne the accuracy of the
dosage units reported as dispensed. |If the test results
di sclose significant errors, we recomended that HCFA
require the States to design conputer edits to detect and
correct obvious errors in reporting the nunber of drug
dosage units dispensed.
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Pr oposed interin1re%ulations have been prePared by HCFA
officials which we believe should adequately inplenment our
first reconmendation. To inplenent our second
recommendation, we believe that HCFA needs to revise the
interimregulations that define pharmacy coding to also
include a requirenent for accurately reporting dosage
units.

Sone States alerted pharmacists and State Pharnacy
associations to the 1 nportance of accurately reporting drug
data on Medicaid clainms. This is a good first step toward
i nproving accuracy. W believe that HCFA should al so
contact the various national pharmacy associations and
request their participation in alerting pharnacists to the
i nportance of accurate reporting.

In its response to' our report, HCFA agreed that the anount
of rebates ultimately received by the States is dependent
on capturing reliable utilization data. The HCFA al so
agreed that manufacturers are nore likely to dispute
rebates if Governnment utilization data are perceived to be
i naccurate. However, HCFA did not believe that further
corrective actions were necessary because of several
initiatives and actions taken in the interim regul ations.

Al t hough HCFA's initiatives and interim regul ati ons nay
have a positive inmpact on the program we believe that HCFA
needs to take additional corrective actions. Qur current
suwey work indicates that serious problens continue to
exi st with pharmacy coding and rebate disputes. Therefore,
we continue to believe that our recommendations should be

i npl emented and we will continue to keep you advi sed of our
ongoi ng wor k.

Pl ease advise us, within 60 days, on actions taken or

pl anned on our recommendations. |If you have any questions,
pl ease call nme or have your staff contact George M Reeb
Assi stant I nspector General for Health Care Financing
Audits at (410) 966-7104. Copies of this report are being
sent to other interested top Department officials.

At t achnent
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This final managenent advisory report is to advise you of the
results of our review on Medicaid drug data submtted by
pharmaci sts to the State Medicaid agencies (States).

Twenty-two of the 46 States (or about 48 percent) responding
to an Ofice of Inspector CGeneral (O G questionnaire
assessing selected indicators of the States' performance in

i npl ementing the rebate program were having problems with the
accuracy of their drug utilization data. These States had no
procedures to nonitor the correct identification of either the
drug product or the nunber of dosage units reported as

di spensed by the pharnmacists. For exanple, one State
performed a special study of dosage unit reporting and found
that actual drug disbursenents of about $73,000 woul d have
been valued at about $7.4 mllion had the disbursenments been
based on the dosage unit data reported by the pharnacists.

The inmpact of inaccurate reporting of dosage units can
significantly distort a manufacturer's rebate paynent anount.
W believe that manufacturers will dispute rebate billings if
there are problens with the accuracy of the utilization data.
This could result in significant delays in the receipt of
rebate paynents.

VW recommended that the Health Care Financing Adm nistration
(HCFA) require the States to develop procedures to nmonitor the
accuracy of reporting by pharnacies of drugs dispensed.
Further, we recomended that HCFA instruct the States to test
a sanple of paid Medicaid prescriptions to determne the
accuracy of the dosage units reported as dispensed. |f the
test results disclose significant errors, we recommended that
HCFA require the States to design conputer edits to detect and
correct obvious- errors in reporting the nunber of drug dosage
uni ts di spensed.



Page 2 - WIIiam Toby

Pr oposed interin1re%ulations have been prePared by HCFA
officials which we believe should adequately inplenment our
first recommendation. To inplenent our second recommendati on,
we believe that HCFA needs to revise the.interimregul ations

todjnclude accurate dosage units in its definition of pharnmacy
codi ng.

Sone States alerted pharnmaci sts and State pharnacy
associations to the 1nportance of accurately reporting drug
data on Medicaid clainms. This is a good first step toward

i nproving accuracy. W believe that HCFA should al so contact
the various national pharmacy associations and request their

participation in alerting pharmacists to the inportance of
accurate reporting.

The Acting Adm nistrator of HCFA responded to our draft report
in a nmenorandum dated March 18, 1992. In that menorandum the
Acting Adm nistrator agreed that the anount of rebates
ultimately received by the States is dependent on capturing
reliable utilization data. He also agreed that manufacturers
are nore likely to dispute rebates if Governnent utiljzation
data are perceived to be inaccurate. However, HCFA did not
believe that further corrective actions were necessary because
of the interimregulations that were prepared and other
initiatives that were taken.

Al though HCFA's initiatives and interimregulations may have a
positive inmpact on the program we believe that HCFA needs to
take additional corrective actions. Qur current survey work
indicates that serious problens continue to exist with
pharmacy coding and rebate disputes. Therefore, we continue
to believe that our recomendati ons shoul d be inplenented.

The conplete text of the Acting Admnistrator's comments is

i ncluded as an attachment to this report.

The Omi bus Budget
BACKGROUND Reconciliation Act of 1990

(OBRA '90), anong ot her
provi sions, established the Medicaid prescription drug rebate
program  Manufacturers are required to make quarterly rebates
to each State based on the volune of drugs sold through the
Medi caid programin the State. The success of the drug rebate
programis dependent, in part, on the reasonable accuracy of
the drug utilization data supplied by the States.
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The two critical data elenents to be supplied by the States
for each drug product are the National Drug Code (NDC) for the
drug dispensed and the total nunber of dosage units dispensed.
The initial accuracy of these two data elenents emanates from
t he pharmaci st when the Medicaid drug claimis submtted
(either electronically or in paper form to the State for
paynent. The State maintains a data base of paid clainms which
Is the source for the drug utilization data submtted to the
manuf act urers.

METHODOLOGY Qur objectives were (1) to
determne the critical data

el ements to be reported by the
States to the manufacturers for use in calculating drug rebate
amounts and (2) to assess the general perception of the
accuracy of this data.

W reviewed the Medicaid drug rebate provisions of OBRA '90,
and the standard rebate agreement between HCFA and the drug
manuf acturers. W interviewed the Adm nistrator, Pharnmacy
Programs, Arkansas Department of Human Services, and reviewed
sel ected data fromthat program In addition, we interviewed
congressional staff involved in drafting the Medicaid drug
rebate | egislation.

During April 1991, we sent a questionnaire to the States to
assess and eval uate problens being encountered in inplenmenting
the Medicaid drug rebate program W also reviewed a copy of
the questionnaire that HCFA sent to the States, dated April 4,
1991. W reviewed the responses to HCFA's questionnaires from
the States in Regions Il and VI.

Qur work was performed from January through Decenmber 1991

RESULTS OF REVIEW Twenty-two of the 46 States
responding to an A G

o-uestionnaire, or about
48 percent, were having problens-in reporting- accurate drug
utilization data for use by the pharmaceutical nanufacturers
in determning rebate paynments. There were no procedures to
nonitor either the accuracy of the drug reported or the nunber
of dosage units reported as dispensed by the pharmacists. The
aenaining 24 States had procedures to nonitor both types of
at a.
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W believe that inaccurate reporting of drug utilization data
can have a substantial inpact on the key data to be used to
calcul ate the rebate anmount. For exanple, one State perforned
a special study of dosage unit reporting and found that actual
drug di sbursenents of about $73,000 woul d have anounted to
about $7.4 mllion had the disbursenments been based on the
dosage unit data reported as dispensed by the pharnacists.

There is a w despread perception in many segnents of the

phar maceutical comunity that the data rePorted by phar maci es
I's sonetines erroneous. W believe that the absence of
nmonitoring activities in several States provides support for
this concern. W recommended that HCFA require States to
establish procedures to nonitor the accuracy of the drug
utilization data.

O G QUESTI ONNAlI RE RESULTS

During April 1991, the O G sent a questionnaire to each of the
50 States and to the District of Colunbia. Twenty-two of the
46 responding States, or about 48 percent, indicated problens
in reporting accurate drug utilization data for use by the
phar maceutical manufacturers in determning rebate paynents.

Thirteen of the 22 States had no procedures to nmonitor the
accuracy of the drug or the dosage units reported as
di spensed.

In 8 of the 22 States, there were no procedures to nonitor the
accuracy of the drug reported as dispensed although the
accuracy of the dosage units reported was being nonitored.
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1. Connecticut: 4 Towa =
2. Disti ofiColum:. 5,. Maryland. i
3. Ceorgia: . . = 6. . Massachusetts

In 1 of the 22 States (Arkansas) there were no procedures to
moni tor the dosage units reported al though the accuracy of the
drug reported as di spensed was nonitored.

The remaining 24 responding States nonitored both the drug
reported and the dosage units reported by the pharnacists.

REED. v -
AND DOSAGE UNI TS REPORTED a8 DISPENSED'
1. Al abama. . 13 ... Mont ana,
2.. “california: oo 14 ¢ “Nebraska:
Delaware: -
¢ Florida. .  °
‘Idaho: = ¢ : . B
1llinois.. 18. 7 _Oklahoma : %
‘Indiana: =~ o , 1 9, . ‘pPénnsylvania:
ansas: o : i 20.. . Tennessee. o
‘Louisiana: 21.. Texas.
Maine: | 22. Utah:
" ~Minnesota: 23 . . Vernont
1250 M ssi ssi ppi . . . 24. '\Wshington.

However, 4 of these 24 States responded that they expected
some problems with the accuracy of the utilization data even
t hough they had monitoring efforts. These States were

Fl ori da, Idaho, Indiana, and Tennessee.

Wiile sone States had no procedures to nonitor the accuracy of
the dosage units reported, seven States reported that they
used conputerized edits to check all clainmns.
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STATES USING COMPUTER EDITS TO: MONITOR:

ACCURACY.. OF - ALL DOSAGE-. UNITS REPORTED:

1. Connecti cut: 5.. oklahoma =
2. Illinois, 6. Tennessee::

3. Maryl and 7.. \Washington .

4 . New YorK.

ONE STATE'S TEST OF DOSAGE UNI TS REPORTI NG

One State's test of the accuracy of reporting the dosage units
for a recent quarter showed that actual disbursenents for
2,430 clains was about $73,000, but would have been val ued at
about $7.4 mllion (100 times greater) if a conputerized edit
had not caught the errors.

According to a State official, this conputerized test was
designed to: (1) multiply the reported dosage units by the
unit price contained in the State's pricing file, (2) conpare
this conputed anount to the pharmacists' billed anount, and
(3) list any transactions where this conputed anount exceeded
the billed amount by five or nore times. The test resulted in
2,430 inaccurate claims involving a wde variety of drugs and
nunmerous different pharnacists.

The State had not determned the extent of errors for those
cases where the conmputed anounts were two, three, or four
tines greater than the billed amobunts. Using the results of
the test as evidence of the need for action, the State
persuaded the State pharmacists' association to notify its
nmenbers about the inportance of accurately reporting the drug
and the dosage units actually dispensed.

| NACCURATE REPORTI NG OF DRUG DATA

State agencies and segnents of the pharmaceutical community
agree that, historically, drug data has been incorrectly
reported by pharmacists. A general perception of inaccurate
reporting of drug data by pharmacists is shared by generic
manuf acturers, brand nane nmanufacturers, congressional staff
nmenbers, as well as, nenbers of the academ c comunity.

Prior to the rebate provisions neither the NDC being reported,
nor the nunber of dosage units reported, made any difference
in the reinbursement |level to the pharmacists. Therefore,
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pharmaci sts comm ngl ed the NDC codes as a matter of
convenience in reporting data to State agencies. Al though
these data elenents are not inﬁortant I n determning o
pharmaci sts' reinbursenents, they are critical in determning
the rebate anounts to be paid by manufacturers.

The way sone pharnmacists use their conputer software can
result in an 1ncorrect NDC for the drug dispensed being
reported to the State. Under Medicaid, nultiple-source drugs
have upper paynment limts set by HCFA and the pharnaci st

recei ves the sane anount for dispensing any drug in a
particular drug group. The conputer software used by sone
pharmaci sts will list the various drugs in a nultiple-source
drug group so that the pharmacist may choose the drug

di spensed. The next tinme the pharmacist accesses the program
to dispense a drug fromthis same drug group, the software
will display the l'ast drug chosen. As a matter of

conveni ence, the pharmacist may select the drug shown on the
conputer screen even when a different drug was actually

di spensed, to reduce data entry tine.

Al t hough this practice may not effect the paynent to the
pharmaci st, on the States’ records it overstates the quantity
for the drug reported as dispensed and understates the
quantity for the drug actually dispensed: ' These distortions
wll result in the States making erroneous clainms for rebate
paynents. Testing or nonitoring the accuracy of the reported
sales requires on-site inspection of the pharnacist's records.
For the nost part, prepaynent conputer edits will not identify
i naccurate reporting of the drug dispensed.

There are instances where an error could be nade when
reporting the nunber of dosage units dispensed although the
pharmaci st may report the correct billing anmount on the claim
form (i.e., usual and custonary charge). Typical exanples of

errors are reporting the dispensing of 33 tablets as
3,333 tablets, or the dispensing of 30 tablets as

3,000 tablets. In our opinion, this type of error would not
usual ly result in an overpaynent to the pharnaci sts because

"A smal |l overpaynment could result if a State Medicaid
Pl an contains a provision to pay the | ower of the HCFA upper
[imt anmount or the pharmacist's usual and customary charge.
The overpaynent woul d occur when the usual and customary
charge was the |lower anpbunt. The anmount of the overpaynent
woul d be the difference between the upper limt anmount and the
usual and customary charge.
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the billing anount will be used to determ ne the paynent.'
However, these errors could result in the manufacturers makin
i nproper rebate paynents. These errors can be reduced throug
prepayment conputer edits used to identify and correct obvious
errors in reporting the dosage units dispensed. As previously
nentioned, seven States already use such edits.

HCFA' S QUESTI ONNAI RE RESULTS

The HCFA sent a brief questionnaire to the States, dated
April 4, 1991, and specifically asked what efforts had been
taken, or were planned to be taken, to alert and rem nd
pharmaci sts of the inportance of accurately reporting drug
data. As a result of the questionnaire, we noted several
States had sent alert bulletins to pharmacists. Some States
arranged for State pharmacy associations to alert pharmacists.
These actions are good first steps toward assuring accurate
reporting of drug data. However, we believe that "nore needs
to be done such as requesting national pharnmacy groups to
notify their menbers regarding the inportance of accurately
reporting the drug utilization data.

CONCLUSIONS AND RECOMMENDATIONS ~ There is a wi de-
SEread per ception

that key data
reported by pharmacists is inaccurate because these
I naccuracies do not effect the |evel of reinbursement to
phar maci st s. Potentially, 22 States may have problens wth
the accuracy of their drug utilization data. Accurate
reporting of the drug and dosage units dispensed is essential
in establishing the correct rebate anounts to be paid by the
phar maceuti cal manufacturers.

We recommended that HCFA:

0 require States to devel op procedures to nonitor the
accuracy of reporting by pharmacies of drugs dispensed,
if such procedures do not already exist at the State:

A small overpaynent could result when the pharmacist's
usual and customary charge (billing anmount) was |ess than the
State's paynent anount (the upper limt anount for multiple-
source drugs and the estimated acquisition_cost plus
di spensing fee for single-source drugs). The anount of the
overpaynent would be the difference between the State's
paynment anmount and the pharmacist's billing anount.
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0 require States to performtests of the dosage units
being reported, and if the test shows that pharnmacists
are inaccurately reporting dosage unit data, then
require the States to establish conputer edits, or
other procedures, to detect and correct the obvious
errors: and

0 contact the various national pharnacy associations and
request their participation in alerting pharmacists to
the inportance of assuring that the correct drug and
dosage units are reported on claimforns.

HCFA' S ACTI ONS

The HCFA officials prepared interim regulations which would
reguire_State agencies to establish and inplenment an oversight
and auditing plan to ensure proper pharnmacy coding and
reporting practices. These proposed interim regulations
shoul d adequately inplenent our first recommendation. If
these regulations were reworded to define pharmacy coding to
also include a requirenent for accurately reporting dosage
units (rather than just NDcs), then these regulations would
adequat el y inplenent our second reconmendati on.

AUDITEE COMVENTS
The Acting Adm nistrator of HCFA responded to our draft report
in a nmenorandum dated March 18, 1992, I n that nmenorandum the

Acting Adm nistrator agreed that the amount of rebates
ultimitely received by the States is dependent on capturing
reliable utilization data. The HCFA al so agreed that

manuf acturers are nore likely to dispute rebates if
governnmental wutilization data are perceived to be inaccurate.

The HCFA did not dispute our findings. However, HCFA did not
believe that it needed to take additional corrective action
because the interimregulations and other HCFA initiatives had
aﬂdressed our findings. The Acting Admnistrator responded

t hat HCFA:

0 has fostered accuracy in pharnacy coding by discussing
operational and policy issues with representatives from
State agencies on a regular basis;

0 has already required State agencies to establish
procedures for conpliance with the |egal provisions
entitling manufacturers to audit State data:
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0 believes it would be inappropriate and financially
burdensome for the States if HCFA were to nmandate
specified testing. A so, States can best identify
their own diverse problenms and, therefore, should be
allowed to voluntarily inplement testing procedures:

and
0 shoul d function in a consulting role only.
O G RESPONSE

Al t hough HCFA's interim regulations and other initiatives may
have a positive inmpact on the program we believe that HCFA
needs to take additional corrective actions. Qur current
work, which follows-up on some of the findings in this
menorandum indicates that serious problens continue to exist
w th pharmacy coding and rebate disputes.

Prelimnary results fromour nore recent field work has shown
that the problenms identified in this nmenorandum are continuing
to hinder the program The problens of inaccurate pharnacy
data remain significant. Mre specifically, nmany of the drug
manuf acturers have disputed States' rebate clains and have
based those disputes on inaccurate pharmacy data. Wiile
figures on the disputed anounts are not readily avail able, we
are currently conducting a nationwide review to estimate the
total anount in dispute after the first year of the rebate
program  Qur prelimnary results indicate that the total
nationw de dispute figure is significant.

W believe the problem of disputed rebates has grown to the
poi nt of jeopardizing the success of the rebate program W
also believe that it wll take aggressive action, and not just
a consulting role, on HCFA's part to ensure accurate reporting
in the rebate program Accordingly, we continue to believe
that our recommendations are appropriate. W wll continue to
keep you advi sed on our ongoi ng worKk.
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OIG Draft Report - "Medicaid Drug Rebates: Inaccurate Reporting of Medicaid Drug
Data by Pharmacists’ (A-0691-00056)

Inspector General
Office of the Secretary

We have reviewed the subject draft report in which the Office of Inspector
Generad (OIG) examined the extent to which pharmacists were reporting inaccurate
Medicaid drug data to State Medicaid agencies. This report seeks to examine potential
inaccuracies in the reported data, the reporting process, and the possible effects of this
inaccurate information on the Medicaid drug rebate program.

The report found that 22 of the 46 States (or 48 percent) participating in the study
may have problems with the accuracy of their drug utilization data. Such inaccuracies,
depending on their magnitude, could significantly distort a manufacturer’s rebate
payment amount. In an effort to ensure accurate reporting of drug and dosage
information, OIG recommends that States develop procedures to test coding accuracy
and contact professional organizations to disseminate information on coding.

We agree with OIG that the amount of rebates ultimately received by States is
dependent on capturing reliable utilization data. Manufacturers are also more likely to
dispute rebates if governmental utilization data are percelved to be inaccurate.
Nevertheless, HCFA has technical disagreements with the recommendations in the
report. Our specific comments are attached for your consideration.

Thank you for the opportunity to review and comment on this draft report. Please
advise us whether you are in agreement with our position on the report’s
recommendations at your earliest convenience.

Attachment



Comments of the Health Care Financing Administration (HCFA)
on _the OIG Draft Report: “Medicaid Drug Rebates:
Inaccurate Reporting of Medicaid Drug Rata by Pharmacists’

(A-06-9 1-00056)

Recommendation 1

That HCFA require States to develop procedures to monitor the accuracy of the drug
reported as dispensed, if such procedures do not already exist for the State.

HCFA Resuonse

We disagree technically with this recommendation. As OIG acknowledges, HCFA has
aready prepared interim regulations which would implement this recommendation.

Recommendation 2 .

That HCFA require States to perform tests of the dosage units being reported, and if
the tests show that pharmacists are inaccurately reporting dosage unit data, then
require the States to establish computer edits, or other procedures, to detect and
correct the obvious errors.

HCE A Resuonse

In the text of the report, OIG also recommends rewording the interim regulations to
define pharmacy coding to also include accurate reporting dosage units in addition to
National Drug Code (NDC) requirements for specification of the drug dispensed and
the number of dosage units. OIG maintains this revision would implement this second
recommendation.

Technically, we disagree with this recommendation and OIG’s assertion about revision

of the interim regulations since we believe that our interim regulations already ensure

accurate pharmacy wding. We believe accurate pharmacy coding, as now described in
these regulations, includes all data reported by pharmacists to State Medicaid agencies
including the proper number of dosage units and the proper drug code.

HCFA also fosters accuracy in pharmacy coding by discussing operational and policy
Issues with representatives from State agencies on a regular basis. We intend to
continue to convene meetings among the States, pharmacies, and manufacturers in
order to discover more systematic approaches to the improvement of pharmacy coding.
We believe that acting in a consulting role is the best method for facilitating accurate
reporting in the rebate program.
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Additionally, HCFA has aready required State agencies to establish procedures for
compliance with the legal provisions entitling manufacturers' to audit State data. We
believe these requirements, along with implementation of the auditing, enforcement,
and investigation requirements of the interim regulations as written, fulfill this
recommendation.

From our experiences with frequent contacts with States prior to and since
implementation of the rebate program, we believe that it would be inappropriate and
financially burdensome for HCFA to deliver any mandate for specified testing. The
comprehensive success the program has enjoyed so far could be diminished by such
actions, particularly for States that have aready faced operational challenges during
implementation of existing regulations.

While some States have aready revised their programs to meet OIG’s intent, others
could not yet efficiently implement the elaborate automated system edits that may be
required by this recommendation. HCFA believes that each State can best identify its
own diverse problems, and that States recognize the potential benefits of meeting the
objectives of this recommendation. Since we anticipate that all States will seek to
implement such specifications voluntarily as their capabilities permit, a Federal mandate
does not seem warranted.

Recommendation 3

"That HCFA contact the various national pharmacy associations and request their
participation in alerting pharmacists to the importance of assuring that the correct drug
and dosage units are reponed on claims forms.

HCFA Response

We have a technical disagreement with this recommendation. HCFA has aready taken
a number of actions on our own initiative which we believe satisfy the intent of this
recommendation. We have contacted the magor pharmacy groups, and have been
successful in our attempts to have articles about the importance of accuracy in
pharmacy reporting placed in their publications. HCFA staff maintains constant
contact with States and manufacturers, and a continuing refrain in these conversations
Is the importance of accurate reporting. These types of actions have been in process
since the inception of the drug rebate program. We will continue to relay this
message.



