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STATEMENT OF THE | SSUE

The issue for determnation is whether Petitioner nust
rei mburse Respondent an anmount up to $1, 676, 390.45, which sum

Petitioner received fromthe Florida Medicaid Programin paynent



of clainms arising from Petitioner's di spensing of

phar maceuti cal s between July 3, 2000 and March 28, 2002.
Respondent all eges that the anpbunt in controversy represents an
overpaynment related to Petitioner's failure to denonstrate the
availability of sufficient quantities of drugs to support its
billings to the Medicaid program

PRELI M NARY STATEMENT

Respondent Agency for Health Care Admi nistration is the
agency responsi ble for adm nistering the Florida Medicaid
Program Petitioner Disney Medical Equipnent, Inc., d/b/la
Di sney Pharmacy Di scount, is a Medicaid provider.

After auditing Petitioner's clains-paynent history,
purchase invoices, and other records, Respondent issued a Final
Agency Audit Report on Decenber 29, 2004, wherein it alleged
that Petitioner had been overpaid $1,676,390.45 for Medicaid
clainms arising from Petitioner's dispensing of drugs to Medicaid
recipients. In a Petition for Hearing dated January 6, 2005,
Petitioner requested an admi nistrative hearing on the
over paynment assessnent. Respondent referred this pleading to
the Division of Adm nistrative Hearings on June 22, 2005.

At the final hearing, which took place as schedul ed on
January 11, 2006, with both parties present, Respondent
presented two witnesses, nanely its enpl oyees Kenneth Yon and

Kat hryn Hol |l and. Respondent al so offered 13 exhibits,



identified as Respondent's Exhibits 1-13, which were adnmtted
into evidence.

Petitioner called Sara Padron as its only w tnesses and
offered Petitioner's Exhibits 1-22, 25-32, which were received
i nto evidence.

The undersigned agreed to take official recognition of al
applicable Florida Statutes, Florida Adm nistrative Code Rul es,
and Medi cai d handbooks.

The final hearing transcript was filed on January 25, 2006.
The parties tinely filed proposed recomrended orders on the
est abl i shed deadline, which (after enlargenents) was March 13,
2006. These papers were carefully considered in the preparation
of this Recommended Order

Unl ess otherw se indicated, citations to the Florida
Statutes refer to the 2005 Florida Statutes.

FI NDI NGS OF FACT

1. Respondent Agency for Health Care Adm nistration
("AHCA" or the "Agency") is the state agency responsible for
adm nistering the Florida Medicaid Program ("Medicaid").

2. Petitioner Disney Medical Equipnent, Inc., d/b/a D sney
Pharmacy Di scount ("Di sney Pharmacy”), was, at all rel evant
times, a Medicaid provider authorized, pursuant to contracts it

had entered into with the Agency known as Provi der Agreenents,



to receive rei nbursenent for covered services rendered to
Medi cai d beneficiaries.

3. Exercising its statutory authority to oversee the
integrity of Medicaid, the Agency directed its agent, Heritage
I nformation Systens, Inc. ("Heritage"), to conduct an audit of
Di sney Pharmacy's records to verify that clains paid by Medicaid
during the period fromJuly 3, 2000 to March 28, 2002 (the
"Audit Period") had not exceeded authorized anounts.

4. Over the course of four days in May 2002, three of
Heritage's auditors reviewed records on-site at D sney
Phar macy' s drugstore in Hialeah, Florida; they also interviewed
sonme of the store's personnel. Thereafter, Heritage anal yzed
the data it had coll ected using several different approaches.
Each approach pointed to the conclusion that Medicaid had paid
too much on clains submtted by D sney Pharmacy during the Audit
Period. The total anpunt of the alleged overpaynent differed
substantially, however, depending on the anal ytical approach
t aken.

5. The approach that yielded the |argest apparent
over paynent was the "prorated purchase invoice" anal ysis.
General |y speaki ng, under this approach, the vol une of
pharmaceuticals that the provider maintained in its inventory
during the Audit Period is conpared to the provider's

cont enpor aneous Medicaid clains to determ ne whether the



provi der possessed enough of the rel evant pharnmaceuticals to
support the Medicaid clains presented. |If the total anount
purportedly di spensed, according to the clainms made in
connection with a particular drug, exceeds the anount of that
drug available at the tine for dispensing, then an inference of
inpropriety arises with regard to those clains for which product
was apparently unavail abl e; the Agency considers anounts paid on
such clains to be overpaynents.

6. To determ ne the quantities of certain drugs that
Di sney Pharnmacy had kept on hand during the Audit Peri od,
Heritage tallied up the total nunber of "units" of selected
drugs that Disney Pharmacy had acquired, using as a database the
i nvoi ces reflecting Disney Pharmacy's purchases of the drugs
under review. Heritage then ascertai ned—agai n usi ng Di sney
Pharmacy's records—the utilization rate of Medicaid
beneficiaries for each of the pharmaceuticals under
consideration. |In other words, Heritage determ ned, for each
drug at issue, the relative demand—expressed as a percentage of
the total nunber of units of that drug dispensed to al
custoners during the Audit Period—attributable to Medicaid
beneficiaries. Heritage found, for exanple, that Medicaid
reci pients accounted for 55.13% of D sney Pharmacy's total sales
of the drug Acetyl cysteine-10% sol ution ("Acetyl cysteine")

during the Audit Peri od.



7. Having calculated the total amount of each drug at
i ssue that Disney Pharmacy had acquired during the Audit Peri od,
and having further determ ned for each such drug the Mdicaid
utilization rate, Heritage nultiplied the total nunber of
avail abl e units of each drug by the applicable utilization rate,
prorating the entire supply of each drug to reflect the
approxi mate nunber of units avail able for dispensing to Medicaid
reci pients specifically. For exanple, Di sney Pharmacy's records
showed that it had purchased a total of 121,440 units of
Acetyl cysteine during the Audit Period. D sney Pharnmacy's
records showed, additionally, that this drug was dispensed to
Medi cai d beneficiaries 55.13% of the time. Thus, the prorated
quantity of Acetylcysteine available for Medicaid recipients was
approxi mately 66,950 units (121,440 x 0.5513).

8. The prorated nunber of available units of each subject
drug was conpared to the total nunber of units for which
Medi cai d had rei nbursed Di sney Pharmacy during the Audit Period.
For Acetyl cysteine, these figures were 66,950 and 1, 076, 070,
respectively. [If the total nunber of units for which Medicaid
had paid on clains for a particular drug were found to exceed
t he amount of that drug which D sney Pharmacy apparently had on
hand—as it did for Acetyl cystei ne—then the inventory
shortfal | —2, 009, 120 units in the case of Acetyl cystei ne—was

multiplied by the drug's average per-unit cost to Medi caid,



produci ng a drug-specific apparent overcharge. Thus, for
exanpl e, because the average cost of Acetyl cysteine was $0. 65
per unit, the apparent overcharge with respect to this drug was
$655, 928. 00.

9. Using the foregoi ng approach, Heritage identified
apparent overcharges in connection with 13 drugs. The sum of
t hese drug-specific overcharges is $1,676,390.45. Two drugs—
Acetyl cysteine and I pratropi um Solution ("I pratropiunt)—account
for nearly 93% of this grand total. Two other drugs—Al buterol -
0.83% (" Al buterol™) and Met aproterenol -0.4% ("Mt aproterenol")—
account for another 7.0% of the total alleged overcharge. These
four drugs—whose individual overcharges, taken together,
conprise approximately 99.8% of the total alleged overcharge of
$1, 676, 390. 45—are used for treating breathing disorders and
typically are inhaled by the patients who use them'

10. There is no genuine dispute regarding the reason why
Di sney Pharmacy was unable to docunment its acquisition of
Acetyl cysteine, Ipratropium Al buterol, and Metaproterenol
(collectively the "Inhalation Therapy Drugs") in quantities
sufficient to support its clains to Medicaid for these
pharmaceuticals. During the Audit Period, Disney Pharmacy
generally fill ed prescriptions for the Inhalation Therapy Drugs
by "conpoundi ng" the prescribed nedications. (Conpounding is a

process whereby the pharmaci st m xes or conbines ingredients to



fashion a tail or-made nedication for the patient.) Thus, D snhey
Pharmacy (for the nost part) did not purchase the comercially
avai |l abl e versions of the Inhalation Therapy Drugs; rather, it
created its own "generic copies” of these nedications,
purchasing only the raw materi als needed to make fini shed
products.

11. Medicaid reinburses for conpound drugs under certain
conditions, which will be spelled out below. But first: it is
undi sputed that Di sney Pharmacy did not submt clainms for
conpound drugs. Instead, in presenting clainms to Medicaid for
t he Inhal ati on Therapy Drugs, Disney Pharmacy billed the
nmedi cati ons under their respective National Drug Code ("NDC')
nunbers, as though commercially manufactured drug products had
been di spensed. (An NDC is an 11-digit nunber, unique to each
comercially avail abl e pharmaceutical, which identifies the
manuf acturer, product, and package size.) As a result, Medicaid
paid Di sney Pharmacy for mass produced products when, in fact,

t he pharnmacy actually had di spensed its own homemade copies
t her eof .

12. According to the Prescribed Drug Coverage, Limtations

and Rei nbur senment Handbook ("Medi caid Handbook"), which

authoritatively sets forth the terns and conditions under which

Medi cai d rei mburses providers for dispensing pharmaceuti cal s,



Medi caid nay pay for a conpound drug if the following criteria

are net:
At |east one pharnmaceutical is a
rei nbursabl e | egend drug;
e The finished product is not otherw se
comercially avail abl e; and
e The finished product is being prepared to
treat a specific recipient's
condi ti on.
Medi cai d Handbook at 9-16.'' To present a claimfor a conpound

drug, the provider nust adhere to the follow ng instructions:
Conmpound drug codes nust be submitted on
paper Pharmacy 061 claimforns, because they

are reviewed and nmanual Iy priced by
Medi cai d.

When billing for a conpound drug, enter one
of the follow ng conmpound drug codes. NMbre
than one code is available so that nore than
one conpound can be di spensed to a recipient
on the sane day w thout using the sane
nunber .

55555-5555-55 66666- 6666- 66
77777-7777-77 88888- 8888- 88

13. Disney Pharmacy attenpts to defend its failure to
foll ow t he unanbi guous instructions for billing conpound drugs
by explaining that, before commencing the practice of
conpoundi ng, the provider's owner, Sara Padron, nade a tel ephone
call to AHCA to ask for guidance on submtting clains for drugs
created on-site. M. Padron testified at hearing that the AHCA

enpl oyee with whom she spoke had told her to present clains for



compound drugs by billing for the nmanufactured products that
t hey nost resenbl ed, using the manufactured products’ NDC
nunbers. M. Padron could not identify the person who
purportedly gave her this plainly incorrect advice.

14. Ms. Padron's testinony in this regard was not
contradi cted—al though in fairness to the Agency hers was the
kind of testinony that resists direct evidential challenge,
forcing an opponent to stress the inplausibility of the claimas
a nmeans of discrediting it. WM. Padron's account cannot sinply
be di sm ssed as incredible, for an AHCA enpl oyee undoubtedly
could give an incorrect answer to a provider's question. But
even assum ng that Ms. Padron reached a person whom one
reasonably coul d suppose to be know edgeabl e about Medicaid
billing procedures, and further assum ng Ms. Padron asked a
cl ear question which fairly and accurately described the
situation, neither of which was proved or should be taken for
granted, the undersigned remains skeptical that M. Padron was
instructed to bill for compound drugs as if billing for their
comrercially avail able counterparts: the advice is just too
obvi ously w ong.

15. It is not necessary, however, to accept or reject M.
Padron's testinony concerning the "official" answer she says she
recei ved because even if Ms. Padron were told to bill for

conpound drugs as though manufactured products had been

10



di spensed, no reasonabl e provider could have relied upon such a
dubi ous oral representation. The statenent, for starters, is an
invitation to conmt fraud. Conmmon sense shoul d inform any
reasonabl e provider that a claimfor something other than what
was actually delivered will, if discovered, alnost certainly be
vi ewed as deceptive (or worse) by the payor. Additionally, the
al l eged statenent attributed to AHCA's enpl oyee contradicts the
plain instructions in the Medi caid Handbook on that very
subject. No provider can reasonably rely upon verbal advice,
gi ven anonynously (or functionally so, since the advisor's nane,
if given, was evidently easily forgotten) over the tel ephone,
whi ch contravenes the cl ear | anguage of the Medicaid Handbook.
16. Disney Pharmacy's ot her defenses are |ikew se
unper suasi ve. Disney Pharnmacy mai ntains that compoundi ng the
drugs in question substantially benefited the patients who
received them which is probably true—but certainly beside the
point. The problemhere is not with the practice of conmpoundi ng
per se; the problemis that D sney Pharmacy sought and received
rei mbursenent from Medi caid for mass produced, commercially
avai l abl e drugs that had not actually been dispensed. For the
same reason, it is irrelevant, even if likely true, that the
Board of Pharnmacy, which periodically inspects D sney Pharnmacy,
never objected to the conpoundi ng that was occurring at the

prem ses. Again, to be clear, the problemis not that the

11



conmpoundi ng was i nproper, but that the Medicaid billing was
i mproper.
CONCLUSI ONS OF LAW

17. The Division of Adm nistrative Hearings has personal
and subject matter jurisdiction in this proceeding pursuant to
Sections 120.569 and 120.57(1), Florida Statutes.

18. The specific charge against Disney Pharmacy is that it
failed "to denonstrate that it had avail able during a specific
audit or review period sufficient quantities of goods . . . to
support the provider's billings to the Medicaid program"™
8§ 409.913(15)(n), Fla. Stat. It is found and concl uded t hat
AHCA proved this charge; indeed, Di sney Pharmacy admitted that
it had not purchased the Inhalation Therapy Drugs, in their
commercially available fornms, in quantities sufficient to
support its billings for such goods. Wat Di sney Pharnmacy
bought —but did not bill for—were the ingredients needed to
make the | nhal ati on Therapy Drugs.

19. A provider's failure to denonstrate that it possessed
sufficient quantities of goods is punishable by "any renedy
provided by law, including, but not limted to, the renedies
provi ded in subsections (13) and (16) [of Section 409.913] and
[in] s. 812.035." § 409.913(15).

20. The Agency has not sought any of the renedies provided

i n subsections (13) or (16) of Section 409.913, nor has it

12



sought relief under Section 812.035, Florida Statutes. |Instead,
the Agency is traveling under the theory that Di sney Pharmacy
recei ved "overpaynents."

21. The Agency is enpowered to "recover overpaynents .
as appropriate." 8 409.913, Fla. Stat. Thus, the recovery of
overpaynents is a "remedy provided by |aw "

22.  An "overpaynent" includes "any anount that is not
aut hori zed to be paid by the Medicaid programwhet her paid as a
result of inaccurate or inproper cost reporting, inproper
cl ai m ng, unacceptabl e practices, fraud, abuse, or m stake."
§ 409.913(1)(e), Fla. Stat.

23. The burden of establishing an alleged Medicaid
over paynent by a preponderance of the evidence falls on the

Agency. South Medical Services, Inc. v. Agency for Health Care

Adnmi n., 653 So. 2d 440, 441 (Fla. 3d DCA 1995); Southpointe

Pharmacy v. Departnent of Health and Rehabilitative Services,

596 So. 2d 106, 109 (Fla. 1st DCA 1992).

24. Although the Agency bears the ultimte burden of
persuasi on and thus nust present a prinma facie case through the
i ntroduction of conpetent substantial evidence before the
provider is required to respond, Section 409.913(22), Florida
Statutes, provides that "[t]he audit report, supported by agency
wor k papers, showi ng an over paynment to the provider constitutes

evi dence of the overpaynent."” Thus, the Agency can nake a prina

13



facie case by proffering a properly supported audit report,

whi ch must be received in evidence. See Maz Phar maceuti cal s,

Inc. v. Agency for Health Care Adm ni strati on, DOAH Case No. 97-

3791, 1998 Fla. Div. Adm Hear. LEXIS 6245, *6-*7 (Mar. 20,

1998); see also Full Health Care, Inc. v. Agency for Health Care

Admi ni strati on, DOAH Case No. 00-4441, 2001 W 729127, *8-9

(Fla.Div. Adm n. Hrgs. June 25, 2001)(adopted in toto, Sept. 28,
2001, AHCA Rendition No. 01-262- FOF- MDO) .

25. In addition, Section 409.913(22), Florida Statutes,
hei ghtens the provider's duty of producing evidence to neet the
Agency's prima facie case, by requiring that the provider cone
forward with witten proof to rebut, inpeach, or otherw se
underm ne the Agency's statutorily-authorized evidence; it
cannot sinply present witnesses to say that the Agency | acks
evi dence or is mstaken.

26. Section 409.913(7), Florida Statutes, describes the
duties of providers who nmake cl ai ns under Medicaid as foll ows:

(7) Wen presenting a claimfor paynment
under the Medicaid program a provider has
an affirmative duty to supervise the

provi sion of, and be responsible for, goods
and services clainmed to have been provi ded,
to supervise and be responsible for
preparation and subm ssion of the claim and
to present a claimthat is true and accurate
and that is for goods and services that:

(a) Have actually been furnished to the

reci pient by the provider prior to
submtting the claim

14



27.

(b) Are Medicaid-covered goods or services
that are nedically necessary.

(c) Are of a quality conparable to those
furnished to the general public by the
provi der's peers.

(d) Have not been billed in whole or in
part to a recipient or a recipient's
responsi bl e party, except for such
copaynents, coinsurance, or deductibles as
are authorized by the agency.

(e) Are provided in accord with applicable
provi sions of all Medicaid rules,
regul ati ons, handbooks, and policies and in
accordance with federal, state, and | oca

| aw.

(f) Are docunented by records nmade at the
time the goods or services were provided,
denonstrating the nmedi cal necessity for the
goods or services rendered. Medicaid goods
or services are excessive or not nedically
necessary unl ess both the nedical basis and
t he specific need for themare fully and
properly docunmented in the recipient's

medi cal record.

The agency nmay deny paynent or require
repaynent for goods and services that are
not presented as required in this
subsecti on.

The pertinent statutes, adm nistrative rules,

and

Medi cai d Handbook that were in effect during the Audit Period

govern this dispute. See Tonm v. Agency for Health Care

Adm ni stration,

DOAH Case No. 95-2419, 1996 W. 1059900,

*23

(Recomended Order issued July 26, 1996) (adopted in toto,

24, 1996, 18 F.A L.R 4735).

28.

Sept .

Di sney Pharmacy argues AHCA' s reliance on the audit

report and supporting work papers to establish the overpaynent

is msplaced because the underlying data were not adequately

15



proved. Disney Pharmacy contends as well that the audit report
shoul d not be accepted uncritically as proof of the alleged
over paynent . '

29. On the latter point, the undersigned agrees with
Di sney Pharmacy that the statutory directive to receive the
audit report and supporting papers as "evidence" should not be
construed to require that such evidence be believed, no matter
what. The statute does, however, put the onus on the provider
to undermine the credibility of the audit report, by offering
sonme evi dence, argunent, or both of sufficient |ogical force to
cast doubt on the report's findings, assunptions, or
concl usions. Here, Disney Pharmacy has not attenpted directly
to refute any of the audit report's particul ar findings,
assunptions, or concl usions.

30. As for the absence of proof of the underlying data, it
seens to the undersigned that one of the purposes of Section
409.913(22) is to obviate the need to fill the record with
vol um nous writings, many of which m ght not be the subject of
genui ne di spute. Indeed, the audit report and supporting papers
here conprise a summary of records that woul d have been
i nconveni ent to exam ne at hearing. (Such a summary, the
under si gned notes, would be adm ssible in a civil proceeding
pursuant to Section 90.956, Florida Statutes, provided certain

prerequisites to adm ssion were net.)
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31. In this case, noreover, the information upon which the
audit report was based canme nostly from D sney Pharnmacy's own
records. To the extent other data were used, they were taken
frommaterials in the Agency's files that D sney Pharmacy coul d
have exam ned and copied (if it did not) well ahead of the final
heari ng.

32. Yet, Disney Pharmacy declined to offer evidence
refuting the particular findings of the audit report or
suggesting that the Agency had m sapprehended sone materi al
i nformati on upon which the report was based. To the contrary,
D sney Pharmacy conceded the material facts that establish its
liability to Medicaid for overpaynents, nanely, that clains
routinely were made for commercially avail abl e drugs when such
drugs had not, in fact, been dispensed. By introducing the
audit report in its case in chief, the Agency nade a prinma facie
showi ng of the amount of the all eged overpaynent —whi ch was
really the only genuine issue open to dispute once D sney
Pharmacy tacitly admtted its liability. |f D sney Pharnmacy
bel i eved that AHCA had erred in cal cul ating the overpaynent,
then it shoul d have produced sone evidence at hearing (which it
coul d have done, if such proof exists) to substantiate its
belief; it did not.

33. Based on the evidence presented, it is found and

concluded that, in billing for comrercially avail able

17



nmedi cations rather than the conpound drugs which it had, in
fact, dispensed, Disney Pharmacy violated the duty to present
"true and accurate" clains for the goods that were "actually

furnished to" Medicaid recipients. See § 409.913(7)(a),
Fla. Stat.

34. Moreover, it is found and concluded that, in nmaking
clainms for cormercially avail abl e nedi cati ons i nstead of the
conmpound drugs that were actually provided, D sney Pharmnmacy
vi ol ated cl ear and unanbi guous instructions, found in the
Medi cai d Handbook, for billing for conmpound drugs.

35. At a mninmum these violations constitute "inproper
claimng" as that termis used in Section 409.913(1)(e), Florida
Statutes. Consequently, the undersigned finds and concl udes
that the anobunts which D sney Pharnmacy received as a result of
its pattern and practice of inproper claimng are, in fact and
in law, overpayments. |1d.

36. Based on the foregoing findings and conclusions, it is
determ ned that Disney Pharnacy is liable to the Agency for an
over paynment of $1, 676, 390. 45.

RECOMVENDATI ON

Based on the foregoing Findings of Fact and Concl usi ons of
Law, it is RECOMVENDED that the Agency enter a final order
requiring D sney Pharmacy to repay the Agency the principal

amount of $1, 676, 390. 45.
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DONE AND ENTERED this 11th day of April, 2006, in

Tal | ahassee, Leon County, Florida.

JOHN G VAN LANI NGHAM

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSoto Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675  SUNCOM 278-9675
Fax Filing (850) 921-6847

www. doah. state. fl.us

Filed wwth the Clerk of the
D vision of Adm nistrative Hearings
this 11th day of April, 2006.

ENDNOTES

'/ The relatively insignificant alleged overcharges associ at ed
with the other nine drugs that were reviewed wll not be
di scussed separately herein.

'"/ At hearing, the undersigned inforned the parties that he
woul d take official recognition of applicable adm nistrative
rul es; neither party objected to this. AHCA has adopted the
Medi cai d Handbook as a rule, incorporating its contents by
reference in Florida Adm nistrative Code Rule 59G 4.250(2). As
of this witing, the Medicaid Handbook is avail abl e online, and
was accessed on April 8, 2005, at <http://floridanedicaid. acs-

i nc. com XJCont ent/ Prescri bed Drug_Servi ces. pdf ?i d=000000000422>
(Adobe Reader required).

"""/ Disney Pharmacy al so hints that Section 409.913(22),
Florida Statutes, m ght be unconstitutional. The undersigned
wll |eave that issue alone. See, e.qg., Fla. Marine Fisheries
Commin v. Pringle, 736 So. 2d 17, 22 n.4 (Fla. 1lst DCA
1999(adm ni strative process cannot resolve constitutional attack
upon a statute).

19



COPI ES FURNI SHED,

WlliamM Furlow, |11, Esquire
Akerman Senterfitt

106 East Col | ege Avenue, Suite 1200
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Jeffries H Duvall, Esquire
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Tal | ahassee, Florida 32308

Al an Levine, Secretary

Agency for Health Care Adm nistration
Fort Knox Building, Suite 3116

2727 Mahan Drive

Tal | ahassee, Florida 32308

NOTI CE OF RIGHT TO SUBM T EXCEPTI ONS

Al parties have the right to submt witten exceptions within
15 days fromthe date of this recormended order. Any exceptions
to this reconmended order should be filed with the agency that
will issue the final order in this case.

20



