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pharmacies) will not always be sufficient to
resolve red flags.

In further support of their assertion that
verification and contact are valid means of
resolution, the Respondents point to written
guidance distributed by the DEA and the
State of Florida. First, the Respondents cite
to Florida Administrative Code $64B16
27.823,9 which, in pertinent part, directs
pharmacists to contact the prescribing
physician and verify identification when a
combination of any two of five enumerated
red flags is encountered.94 The Respondents
take the position that '[t/here are no other
formal standards in Florida that govern
pharmacists for purposes of dispensing
controlled substances." Resp't Brief at 11.

Employing similar logic, Lhe Respondents
point to Appendix D of the DEA Pharmacist's
Mwrnal,95 which provides. inter alia. that
[w]hen there is a question about any aspect
of the prescription order. the pharmacist
should contact the prescriber for verification
or clarification [and i]f at any time a
pharmacist is in doubt, ho/she should require
proper identification.
id. The Respondents urge that "rtlhere is no
other guidance from the DEA or any other
federal entity with regard to the exercise of
a pharmacist's corresponding responsibility."
Rasp't Brief at 15.
Thus, the Respondents appear to argue

that, because Florida and DEA have
published sources that list: prescriber contact
and ID check procedures, that 110 other
measures are required. The Respondents'
posture in this regard is illusory. inconsistent
with the testimony of its expert witness, and
even internally inconsistent with its own
arguments. While positing that isolated lines
from Appendix D of the DEA Pharmacist's
Manual and Florida Administrative Code
64B16-27.823 comprise the entire universe

of correct steps to resolve controlled
substance proscribing red flags, the
Respondents have simultaneously argued
that
[t]he process of identifying and resolving red
flags requires the exercise of individual
professional judgment. Different pharmacists
can have a different approach to dealing with
red Ilags. and cru, reach different conclusion,
but that doos not moan they are not both
exercising their corresponding responsibility.
Resp't Brief at 8 (internal record cilatiom
omitted). It would be difficult lo reconcile
the Respondents' argument that prescriber
contact and ID check are the solemeans of
red flag resolution with their simultaneous
position that the process of identifying and
resolving red flags should be entrusted to
multiple valid approaches by individual
pharmacists.

9A copy of whichwas received into evidence.
Resp't Ex. 20.
+The specified red flags are (a) frequent loss of

controlled substance medications; (b) only
controlled substance medications are prescribed for
a patient; (c) one person presents controlled
substance prescriptions with different patient
names; (d] same or similar controlled! substance
medication is prescribed by two or more prescribers
at same time: (e) patient always pays cash and
always insists on brand name product. Id.

95A copy of whichwas received into evidence at
the Respondents' request. Resp'! Ex. 19.
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The Respondents' position that prescriber
contact and ID check are the alpha and
omega of red flag resolution also flies in the
face of common sense. By adopting this
argument the Agency would be endorsing an
approach wherein a pharmacist who had
even actual knowledge of intentional
diversion on the part of prescriber and/or
patient could completely discharge his duties
lo ensure a closed regulatory system by doing
no more than ascertaining the true identity of
the scrip presenter and procuring assurances
from a complicit prescriber. While mindful of
the established maxim that a specific
provision controls over one of more general
application,96 Urn proposed interpretation of
a pharmacist's obligations based on the
offered sources would present a lud.i.crous
result that was obviously never intended by
the drafters of the Florida Administrative
Code or the DEA Pharmacist's Manual . and
are not endorsed i.n this recommended
decision. Chowdhury v. Ashcroft, 241 F.3d
848, 853 (7th Cir. 2001) ("regulations +

should not be so strictly interpreted as to
provido unroasonable, unfair, and absurd
results."); see also State v. Iacovone, 660
So.2d 1371, 1373 (Fla. 1995) ("sltatutos as a
rule will not be interpreted so as to yield an
absurd result.') (internal punctuation
omitted) Professor Doering credibly and
persuasively testified that the provisions in
the Florida Administrative Code do not
provide an exhaustive compilation of a
pharmacists obligation, and that "[t]he
standards of care* • * are not always
determined by law, by statute, by rule [but
are] determined, in fact, by what pharmacists
do under like, or similar circumstances.'' Tr.
921. On this point, the Respondent's expert,
Professor Brushwood, agreed. Tr. 1091.
Professor Brushwood stated that the use of a
pharmacist's professional judgment goes
beyond the factors set forth in. the Florida
Administrative Code. Tr. 1049-50. The
pharmacy registrant's duty that ripens while
acting as a reasonable professional lo
question a controlled substance prescription,
based on the circumstances surrounding the
presentation of the .scrip,97 must be and is.
much richer than the inexorable execution of
a mechanical ID chock and proscriber call.
Merely effecting either or both of these steps
will not, in all cucumstances somehow
magically absolve a DEA registrant of all
responsibility stemming from dispensing a
controlled substance pursuant to an
illogitimate prescription. To be clear,
verification and contact are useful for
resolving specific types of red flags. SeeTr.
764. However, the situational values of these
two means of resolution do not undermine
Professor Doering's conclusion (concurred in
by Professor Brushwood) that their uso will
not discharge a corresponding responsibility
in all circumstances.
Turning to the Respondents' contention

that their pharmacists performed checks
beyond verification and contact-even
assuming arguendo that the pharmacists
performed all the checks alleged, the record
stands uncontradicted that "the methods that

90Cf. Gozion-Peretz v. United States, 498 U.S.
395, 407 (1991).

o7Bertolino. 55 FR at 4730.

are available are Hawed." Tr. 764. Indeed, nu
expert· who testified actually presented any
manner in which the presented combination
of red flags actually could be resolved. 'Thus,
the fact that Urn Respondents may have
employed additional procedures when
altempting lo establish the validity of the
prescriptions does not undermine Professor
Doering's testimony that the particular
combination of red flags were unresolvable
and that the controlled substance
prescriptions just should not have been
dispensed. As di.scussed, supra, the credible
and persuasive evidence of record establishes
that in tbe credited opinion of the
Government's expert, on various occasions,
each of lhe Respondents dispensed
controlled substances in the face of red flags
that were or should have been recognized,
and that could not have been resolved to the
satisfaction of a reasonably prudent
pharmacist.

Tn its brief, the Government highlights
many dispensing events that cl.id not have the
benefit of explanatory testimony from its
expert witness. Given the number and
strength of tbs instances that were the subject
of Professor Doering's testimony, it is not
necessary to determine whether his expert
opinions should be extrapolated lo events
over which he was not queried and cross­
examined at the hearing.

As discussed, supra, Professor Doering
described multiple dispensing events on
multiple dates from both Respondents that
evidenced red flags that could not, in his
expert opinion, have been sufficiently
resolved to warrant filling the prescriptions.
The testimony from Professor Brushwood.
that there may be information set forth in a
patient profile database that could
theoretically resolve these red flags is simply
not persuasive on this record.9 In any event,
the only two forms of verification offered by
Professor Brushwood i.n this VTCIL model
and bis review of Respon denls' operating
procedures worn presenter ID check and
practitioner contact. Professor Doering
convincingly testified that these two avenues
would provide little insight in scenarios
where patient and/or physician were
complicit in diversion: a condition that

oaIn Int'I Union (UA)v. NLRB. 459 F.2d 1329.
1336 (D.C. Cir, 1972), the United States Court of
Appeals for the District of Columbia Circuit held
that National Labor Relations Board committed
reversible error by declining to apply the "adverse
inference rule" where one of the parties had
"relevant evidence within his control which he
faH[edl lo produce." The applicability of the
adverse inference rule is not dependent upon the
issuance of a subpoena seeking to compel
production. Int'I Union v. NLRB, 459 F.2d at 1338.
This precedent was embraced by the Eleventh
Circuit in Callahan v. Schultz, 783 F.2d 1543, 1545
(11th Cir. 1986). The judicious ulilizat.ion of the
adverse inference rule allows an administrative
tribunal to use the tools available to it and "permits
vindication of the tribunal's authority in situations
where vindication might, as a pructical matter, be
impossible otherwise." Int ·J Union v. NLRB, 459
F,2d at 1339. While the present record provides
more lb.an ample basis for the application of an
adverse inference that material in the Respondents'
patient profile databases would not be helpful to
their cases, this' case can be decidedwithout the
need to apply such. an inference.
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Doering believed was likely based on the
transactions he reviewed.
The statements and actions of the

Respondents' employees speak volumes on
the culture that existed in the two
pharmacies whose conduct is the subject of
these proceedings. The PICs and other
employees from both Respondent pharmacies
told DEA investigators that there was a
practice that oxycodone prescriptions would
be shut off at a given time each day.99
Respondent 5195 PIC Jessica Merrill stated
that she could fill oxycodone prescriptions
all day, but that the pharmacist on duty sets
a time where pharmacy customers presenting
oxycodone prescriptions would be falsely
told that the pharmacy was out of stock.
Merrill told investigators that, because the
oxycodone customer are aware of the first­
come-first served practice, they start to
"stagger" in at 8:.02 a.m. 'Tr. 230--31. PIC
Merrill even offered Urn astonishing comment
that that she makes a practice of keeping
some oxvcodone on hand in case it is needed
to fill prescriptions for "real pain patients."
Tr. 231. The practice of shutting off the
pharmacy at a given hour to oxycodone
patients was corroborated in a separate
interview of another Respondent 5195
pharmacist, named Mark Mascitelli. Tr, 180--
82. Lead pharmacist Marie Morrell told
investigators that the first-come-first served
oxycodone cul off time was sometimes
reached between 10:00 a.m. and noon, but
could be reached as early as 8:30 a.m. Tr.
188--89.

During the course of the execution of an
AIW, GS Carter actually heard one of the
Respondent 5195 pharmacy technicians,
Arlene Piccerilli falsely tell a customer that
the phannacy was out of stock. Picce.rilli
explained that she knew this was a lie, but
that this was the practice al the store. Tr.
224-25. 'Tellingly., Piccerilli also related her
understanding that pharmacy staff cannot
judge whether a prescription is valid, and
that such a determination is within the
exclusive purview of the prescribing
physician. Tr. 2 26.

Interestingly, PIC Merrill acknowledged
that she had perceived patterns in
prescribing related to oxycodone, that she
did nol understand why patients traveled
distances of over thirtv miles to have their
oxycodone proscriptions filled at Respondent
5195, and that she was aware of occasions
where her pharmacy dispensed medications
to patients with identical addresses who
presented identical controlled substance
prescriptions issued by the same physician.
Tr. 238, 24041, 301--02. When it was
suggested to PIC Merrill that the patients may
be selJ.i.ng I.he oxycodone medications her

v9pr, Merrill 's explanation that this practice is
based on workload considerations (Tr. 229-30) is
wholly unpersuasive. No evidence was introduced
that oxycodone prescriptions require or receive
verification beyond the (mlniornl) steps a.ffordcd to
all controlled subs tances dispensed from the
Respondent 219 pharmacy. Yet there is no
indication that all controlled substances are
rendered unavailable by this policy of fabricating
depleted stocks to the customers. The Respondents'
reliance upon this yarn in its Brief did not render
it more convincing in any respect. Resp't Brief at
35-36.
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phunnacy wus dispensing, her response was
not surprise, shock, or denial, but merely "I
know." Tr. 238. It was revealing that
Pharmacist Mascitelli related that he and PIC
Merrill had a conversation with CVS
supervisor Jennifer Lalani wherein they were
instructed to "identify more fillers lo put in
place for oxycodone prescriptions." Tr. 185.
Whatever the verification checks that
Respondent 5195 urges as sufficient, it seems
that at least in the opinion of company
supervisor Jennifer Lalani, there was mar,
that could and should have been done.

Interviews with personnel at Respondent
219 were similarly informative. Respondent
219 PIC Paras Priyadarshi and Pharmacist
Susan Masso both told investigators that it
was not uncommon for their pharmacy
customers to request name-brand oxycodone
by its slang monikers "the Ms" or ''the
Blues." Tr. 250, 256, 264. PIC Priyadarshi
told investigators that be found nothing
remarkable about such requests. or that
Respondent 219 was filling a like
combination of three controlled substances
(oxycodone, alprazolam, and carisoprodol),
lo the exclusion of other medications, for a
high number prescribing physicians. Tr. 247-
48. Priyardarshi also indicated that he found
nothing unusual about a high number of
common ailment diagnosis codes emanating
from individual prescribers, or the high
concentrations of oxycodonc prescriptions
emanating from five doctors. Tr. 249-51.
Pharmacist Masso told investigators that she
did not know why customers at her
pharmacy would travel a distance from their
residence to see a physician and then another
distance to fill the prescription. Tr. 254.
Significantly, Appendix D of the DEA
Pharmacist's Manual, cited by the
Respondents and admitted into evidence at
their request,100 lists the following factors
among criteria that may indicate that a
prescription was not issued for a legitimate
medical purpose:
• 'The prescriber writes significantly more

prescriptions ( or in larger quantities)
compared to other practilioners in Urn area;
• A number of people appear

simultaneously, or within a short time. all
bearing similar prescriptions Erom the same
physician;
• People who are not regular patrons or

residents of the community, show up with
prescriptions from the same physician.
Id. at 66--67; Resp't Ex. 19 at 67. Professor
Doering testified Iba! pattern prescribing and
distances could be red flags indicating
diversion. Tr. 784-85, 791-92, 923. The
Respondents' expert witness, Professor
Brushwood, agreed U1at distance can present
a red flag requiring resolution. Tr. 1145,
1181. 1194.. Remarkably. when asked about
the significance of pattern prescribing,
Professor Brushwood replied that he "just
simply did.n' t see dispensing patterns • .. ..,,
in the data he reviewed. Tu. 1068. Brushwood
indicated he was dubious about the value of
analyzing trends. as opposed lo individual
dispensi11g even ts. ld. However, Professor
Brushwood concurred that multiple palie11ls
from a single prescriber on a single day with
the same combination would be a red flag.

100Resp't Ex. 19.

Tr. 1093, 1098, 1119, 1168. Here, however,
PIC Priyardarshi's statements to investigators
indicate that be had observed distance
anomalies and actually accepted the presence
of a cognizable prescribi.ng pattern and yet
attached no significance to the information.

Nolwithstanding lhe foregoing, the
Respondents contend that the red flags
identified by Professor Doering are either not
red flags or were not red flags at the time the
controlled substances were dispensed.
Resp'ts Brief at 108--115. Despite the
Respondents' arguments, substantial
evidence supports the conclusion that the
following circumstances presented red flags
of diversion during the relevant time period:
(1)"pattern prescribing." defined as
"prescriptions for the same drugs, the same
quantities 1o1 coming in from the same
doctor;" Tr. 708, 1119: (2) the prescribing of
oxycodone and alprazolam to a patient,1oz Tr.
784, 1170; (3)1 "prescriptions written by a
local prescriber for out-of-state patients," or
where the pharm.acy is not near the patient
or the prescriber,103 Tr. 791, 1119: (4) shared
addresses by customers presenting on the
same day, Tr. 749-50: and (5) the prescribing
of controlled substances in genera!J04 Tr.
689. These red flags are consistent with
Agency and circuit precedent. See East Main
Street Pharmacy, 75 FR 66149, 66164 (2010)
(relying on expert testimony lo conclude that
the distance traveled bv a customer to a
pharmacy was a red flag of diversion): U.S.
v Hammond, 781 F.2d 1536, 1538 (11th Cir.
1986) (relying on expert testimony to
conclude that ''the lack of individualized
dosing should have alerted
[pharmacist] to diversion."); U.S. v. Veal, 23
F.3d 985, 988 (6th Cir. 1994) (relying on
expert testimony to conclude that prescribing
of a "well known combination" of controlled
substance would have made "any reasonable
pharmacist suspicious.').
Regarding Urn dispensing events reviewed

by Professor Doering, the Government's

1o1 while there was conflicting testimony as to
whether quantity alone (other than in exceptional
circumstances) could constitute a red flag, Tr. 1054,
it cannot be disputed that quantity. insofar as it
implicates pattern proscribing, is a red flag. Tu. 708,
1119.

102 The Respondents con lend that the oxycodone­
alprazolam combination was not a red flag in 2010,
when most of the allegedly wrongful dispensing
occurred. Respondent's Brief. at 115. Contrary to
this contention, DI Langston testified that the
combination of oxycodonc and Xanax (the brand
name for alprazolam) was a red flag of diversion for
al least "[a] couple of years ago." Tr. 90.

10s The Respondents argue that, because the pill
mill problem was not identified unti l 2010, a South
Florida location could not be a red flag because "it
is not clear that a reasonable and prudent
pharmacist would have appreciated the significance
of a Broward County address in 201o."Resp'ts
Brief, at 112-113. However, there is no indication
that Professor Doering's conclusion that a South
Florida physician constituted a red flag was based
on the pill mill problem, and not the fact that South
Florida is approximately 200 miles from Sanford.

1oRespondents object to this red flag on the basis
that there is no evidence that the prescriptions for
"oxycodone or other drugs could not be prescribed
legitimately. Respt's Brief, at 1 Hl. Tb.is argument
must be rejected for the simple reason that a red
flag's overall resolvability does not render it any
less a red flag.
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evidence demonstrated by a p.reponderance
of the evidence that both Respondents
dispensed controlled substances in the face
of unresolvable and recognizable 705 red flags
and satisfied its prima facie burden.

Accordingly, consideralion of Factors 2
and 4 militate persuasively in favor of the
revocahon sought by the Government.

factor Five: Such Other Conduct Which May
Threaten the Public Health and Safety

The fifth statutory public interest factor
directs consideration of "[such other
conduct which may threaten the public
health and safety." 21 U.S.C. 823(f](5)
(emphasis supplied). Existing Agency
precedent has long held that this factor
encompasses "conduct which creates a
probable or possible threat (and not only an
actual [threat)) to public health and safety."
Dreszer, 76 FR at 19434 n.3: Aruta, 76 FR at
19420 n.3: Boshers, 76 FR 19403 n.4; Dreszer,
76 FR at 19386-87 n .3. Agency precedent has
generally embraced the prLnciple that a.ny
conduct that is properly the subject of Factor
Five must have a nexus lo controlled
substances and the underlying purposes o
tho CSA. Terese, 76 FR at 46848: Tony T. Bui,
M.D., 75 FR 49979, 49989 (2010) (prescribing
practices related lo a non-controlled
substance such as human growth hormone
may not provide an independent basis for
concluding that a registrant has engaged in
conduct which may threaten public health
and safety): cf., Paul Weir Battershell, N.P.,
76 FR 44359, 44368 n.27 (2011) (although a
registrant's non-compliance with the Food,
Drug, and Cosmetic Act is not relevant under
Factor Five, consideration of such conduct
may properly be considered on the narrow
issue of assessing a respondent's: future
compliance with the CSA).
Similar "catch all" language is employed

by Congress in the CSA related to the
Agency's authori.zation lo regulate controlled
substance manufacturing and List I chemical
distribution, but the language is by no means
identical. 21 U.S.C. 823(d)(6), (h)(5). Under
the language utilized by Congress in those
provisions, the Agency may consider "such
other factors as are relevant to and consistent
with the public health and safety." Id.
(emphasis supplied). hi Holloway
Distributors, 72 FR 42118, 42126 (2007), the
Agency held this catch all language lo be
broader than the language directed at
practitioners under "other conduct which

10 Insomuch as Professor Doering's conclusion as
to the nnmsolvubic naturn of the foregoing
prescriptions rested on a finding of a pattern
prescribing red flag. it is clear that knowledge of the
presentation of the similar prescriptions on that day
must be able to be attributed to the pharmacy.
While the knowledge of the prescriptions presented
to the pharmacy technicians and pharmacists is
attributable to the Respondents, One Parcel ofLand,
965 F,2d at 316 ("Only knowledge obtained by
corporate crnploycos acting with the scope of their
employment is imputed to the corporation."),
because Professor Doering's testimony addressed
only the dispensing events as a whole, it is unclear
atwhat point the aggregate of the red flags of the
customers rendered the red flags unresolvable. That
said, it is more than clear that, at the very
minimum, the corresponding responsibility was
conclusively violated by the time the final
dispensing event in each scenario was completed.
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may threaten the public health and safety"
utilized in 21 U.S.C. 823(00(5). In Holloway,
the Administrator stated that regarding the
List l catch all:

[T]he Government is nol required to prove
that the [r)espondenl's conduct poses a threat
lo public health and safety to obtain an
adverse finding under factor five. See T.
Young, 71 [FR] al 60572 n.13. Rather, the
statutory text directs the consideration of
"such other factors as are relevant lo and
consistent with the public health and safety."
21 U.S.C. 823(0)(5). This standard thus grants
the Attornev General broader discretion than
that which applies in the case of other
registrants such as practitioners. See id. sec.
823(£)(5) (directing consideration of "[sluch
other conduct which may threaten the public
health and safety).
72 FR at 42126.106 Thus. the Agency has
recognized that, while the fiftJ1 factor
applicable to List I chemical distributors-21
U.S.C. 823(h)(5) encompasses all "factors."
the Factor Five applied to practitioners21
U.S.C. 823(1)(5)considers only "conduct."
However, because section 823(f)(5) only
implicates "such other conduct," it
necessarily follows that conduct considered
in Factors One through Fourmay not be
considered at Factor Five.
In this case, the Government bas not

alleged or argued reliance upon any conduct
which may be properly considemd u.nder
Factor Five.107 Accordingly, Factor Five does
not weigh for or against revocation.

Recommendation
Based on the foregoing, lhe Government

has established that the Respondents have
commilled acts that are inconsistent with the
public interest. Consideration of the record
evidence under the Fourth and Second

'actors weighs in favor of revocation. The
Respondents dispensed controlled
substances where the prescribers were
without authorization to prescribe, and under
circumstances where a reasonable pharmacist
would have concluded thal the prescriptions
were not issued for a legitimate medical
purpose and in the usual course of a
professional practice. The red flags that
existed were recognized, or should have
been, and the convincing expert evidence of
record establishes that the red flags were not
resolvable by a reasonable and professional
pharmacist.

Because the Government has sustained its
burden of showing that Respondents
committed acts inconsistent with the public
interest, the burden shifts lo the Respondents
to show that they can be entrusted with a
DEA registration. A Jong line of consistent
Agency precedent has established that "to
rebut the Government's prima facie case, [the
Respondents are] required not only to accept
responsibility for [the estabUshed]

10sI Bui, the Agency clarified that "an adverse
finding under [Factor Five did not require a]
showing tha t the relevant conduct actually
constituted a threat to public safety." 75 FR 49888
n.12.

1o7In its Brief, the Government acknowledges that
Factors 1 and 3 have no application to the present
litigation, but make no mention of whether any
evidence of record should be evaluated undler
Factor 5. Gov't Brief at 58.

misconducl, but also lo demonstrate what
corrective measures [have been I undertaken
to prevent the reoccurrence of similar acts."
JeriHussman, M.D., 75 FR al 8236; Hoxie v.
DEA, 419 F.3d 477, 483 (6th Cir. 2005];
Ronald Lynch, M.D., 75 FR 78745, 78749
(Respondent's attempts to minimize
misconduct held lo undermine acceptance of
responsibility): George Mathew, M.D., 75 FR
66138, 66140, 66145, 66148 (2010); George C.
Aycock, M.D., 74 FR 17529, 17543 (2009)
Steven M. Abbadessa, D.O., 74 FR 10077.
10078 (2009); Joram Krishna-Tyer, M.D., 74
PR 459, 463 (2009): Medicine Shoppe­
Jonesborough, 73 FR 364, 387 (2008). The
failure to accept responsibility is a condilion
precedent for the Respondent lo, prevail once
the Government has established its prima
facie case. Matthew, 75 FR at 66140. This
feature of the Agency's interpretation of its
statutorv mandate on Urn exercise of its
discretionary function under the CSA has
boon sustained on review. Mackay, 664 F.3d
al: 822.

Notwithstanding ambiguous and nuanced
representations to the contrary in the
Respondents' consolidated brief, it is beyond
argument that Urn Respondents' have not
accepted responsibility for the actions that
form tho basis of the Government's prima
facie case. When asked about personnel
actions taken in Urn wake of the DEA
investigation of the Respondents' prescribing
practices, CVS Pharmacy Operations V.P.
Joseph Abbottmade ii clear that these actions
were not an acknowledgement of any degree
fault or mismanagement on the part of the
affected employees, but rather a device "lo
bring in new leadership that would not be
distracted by these events." Tr. 1.294; see also
Resp't Brief at 126. The message to the
employees, the public, and the DEA
regulators is clear: there were no missteps on
the part of the Respondent pharmacies and
their staff, and the personnel changes will
reduce "distraction" and allow the enterprise
to carry on without admitting fault.
"Distraction" in this context appears to be
synonymous wilh "inconvenience," and
inasmuch as the characterization and
carefully-chosen explanation was offered by
the V .P. of Phannacy Operations, th ere can
be no doubt that CVS has spoken
authoritatively on thematter. Even those
portions of the Respondents' brief lhal
purport to accept responsibility merely set
forth vague platitudes extolling the
Respondents' "responsibility to ensure that
its pharmacies are compliant with state,
federal, and local legislation and
requirements and to provide the stores with
the tools and information required for them
ludo so." Resp't Brief al 121 (i.nternal
quotation marks omitted). The Respondents'
offer of an acknowledgement of their
responsibility to adhere to their
responsibility as registrants to comply with
the law is a wholly inadequate substitute for
an acceptance of responsibility under Agency
precedent.
The Respondents also assert that their

"acceptance of responsibility is demonstrated
bv their swift and decisive actions in
response to the DEA's execution of the AIWs
al the two pharmacies." Id. at 122. Purporlod
remedial measures are, thus, offered as
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acceptance of responsibility. This argument
comingles two independent responsibilities
under Agency precedent in an impermissible
manner. The Agency has framed the dual
prongs of the required rebuttal showing in
this way:

[Tlo rebut the Government's prima facie
case, [a registrant] is required not only to
accept responsibility for[] misconduct, but
also to demonstrate what corrective measures
[have been] undertaken to prevent the re­
occurrence of similar acts. Jayam Krishna­
Iyer, 74 [FR] 459, 464 & n.8 (2009). Both
conditions are essential requirements for
rebutting theGovernment's prima facie
showing that continuing an existing
registration would be "consistent with the
public interest." 21 U.S.C. 823(0 (emphasis
supplied).
Hassman, M.D., 75 FR at 8236 (emphasis
supplied). By pointing to purported
corrective measures. the Respondents have
offered the second requirement in the place
of both.

The decision by the Respondents' to
support their staffing decisions based on
'distraction" reduction also laciLly accepls
the actions of their employees as consistent
with company policy. Thus, the value that
can be attached here to testimony from
Professor Brush wood that corporate guidance
issued to CVS field components is consistent
with their obligations 10 is less probative
than an examination of what the employees
actually were doing as evidenced in the
record. See Pharmboy Ventures Unlimited,
Inc.. 77 FR 33770, 33772 n.2 (2012) ('DEA
has long held that it can look behind a
pharmacy's ownership structure 'to
determine who makes decisions concerning
the controlled substance business of a
pharmacy."); SGS Pharmacy, Inc., 46 FR
13051, 13052 (1981) (the corporate pharmacy
acts through the agency of its PIC).

The .Respondents have also tendered the
peculiar concept that as registrants, they are
somehow exempt from a demonstration of
responsibility acceptance because they are
entities, not individual practitioners, or that
their corporate status renders the acceptance
of responsibility rnquirnment as elusive. The
Respondents posit that
because [several Agency decisions cited by
the Respondent] involve circumstances
where a regisl.ra.nt acled lb.rough multiple
agents and through a corporate structure as
Respondents do here, none of [the cases cited
by the Respondents) squarely address the
sufficiency of a registrant's acceptance of
responsibility. let alone provides a precedent
for revok.ing lhe Respondents' registrations.
Resp't Brief at 123. Because there is a wealth
of Agency precedent on point which directly
contradicts the Respondents' suggestion that
the rebuttal required of corporate registrants
lessened bv virtue of their status a
corporation, it is unnecessary to address the
merits of this position. See e.g., SunLake
Pharmacy, 76 FR at 24529 (pharmacy
registration revoked in the absence of
acceptance of responsibility): Liddy's
Pharmacy, LL.C., 76 FR at 48897 (application
of pharmacy denied in absence of acceptance

""' Tr. 1084.
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of responsibility); East Main Street
Pharmacy, 75 FR at 66165 (immediate
suspension order of pharmacy affirmed in
face of absence of acceptance of
responsibility): Medicine Shoppe, 73 FR at
387 (pharmacy registration revoked in the
absence of acceptance of responsibility).
Suffice it to say that the Respondents'
argument that they unable lo discern the
nature of the required acceptance of
responsibility because they function as
corporations is without merit.

Accordingly, in view of the fact that the
Government has established its prima
facie 10% case by a preponderance of the
evidence, and ilia Respondents have declined
to accept responsibilily,llO the Respondents'
Certificates of Registration should be
REVOKED 111 and any pending applications
for renewal should be DENIED.
Dated: June 8, 2012
JOHN J. MULROONEY, II
ChiefAdministrative LawJudge
[FR Doc. 2012--25047 Filed 10-11-12: 845 am]
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Drug Enforcement Administration

Holiday CVS, L.L.C., d/bla CVS
Pharmacy Nos. 219 and 5195; Denial of
Request for Redactions

On August 31, 2012, 1 issued a
Decision and Final Order (hereinafter,
Order) revoking the DEA Certificates of
Registration issued to Holiday CVS,
L.L.C., d/b/a CVS/Pharmacy Nos. 219
and 5195 (hereinafter, Respondents).
Prior to publication, counsel for
Respondents contacted my staff to
request a delay in the publication of th
Order in the FederalRegister, on the
basis that it , as well as the
Administrative Law Judge's
Recommended Decision (RD.], may
contain trade secrets and confidential
business information; Respondents
sought leave to review the Order and to

1o9 Accordingly, the Respondent's motion for a
"directed verdict" made (and reserved upon) during
the conrsc of the hearing is herein denied.

11op view of the Respondents' election to avoid
acceptance of responsibility, it is not necessary to
analyze the adequacy of purported corrective
measured offered to demonstrate that similar acts
will not occur in the future. See Hassman, M.D., 75
FR at 8236.

111 The Respondents have requested that any
irnposed sanction be limited to the controlled
substances that were the subject of the
Government's case. Resp'ts Brief at 127-28. Iview
of the strength of the ovi donce tha L shows a
pervasive disregard for their duties as registrants, as
well as their persistent denial of any measure of
culpability, entrusting these registrants with the
responsibilities of a DEA COR regarding other
dangerous controlled substances would be illogical
and unwise. Accordingly, after a considered review
of the Respondents' position on the issue,
revocation is the sanction that is most consistent
with the evidence adduced at thehearing.

file a request for redactions. My staff
agreed to tho request, and on September
18, 2012, counsel for Respondents filed
a letter proposing various redactions to
both the Order and the ALJ's R.D.:
therein, Respondents set forth four
reasons in support of their proposed
redactions. Letter of Catherine O'Neill,
Esq., to Administrator, DEA (Sept. 18,
2012) (hereinafter, Resp. Reg.).
Thereafter, the Government was
directed to file a response to
Respondents' request. On September 29,
2012, the Government filed its Response
(hereinafter, Gov. Resp.), objecting to
the proposed redactions.
Respondents' proposed redactions

involve various portions of the Order
and the ALJ's R.D. that discuss the
manner in which information was
obtained for Respondents' pharmacy
information management system.
Respondents maintain that this
information contains "trade secret[s]
and confidential business in formation
regarding Respondents' business
practices," which "is exempt from
disclosure under the Freedom of
Information Act (FOIA) and [that] its
publication will cause significant, and
irreparable, harm to their business
operations." Id. at 1. In addition to these
contentions, Respondents argue: (1)
That the ALJ's Pmtectitve Orders and
bench rulings support redaction of the
Final Order; (2) that the ALJ's various
rulings continue in effect after the
termination of the proceeding; and (3)
that adoption of the ALJ's
Confidentiality Designations is
consistent with the manner in which the
Agency has treated confidential
information in other cases. Id. at 3-5.

Opposing the redactions, the
Government argues that Respondents
have not established that the
information at issue involves trade
secrets or confidential business
information. Gov. Resp. at 1. Tho
Government further argues that the
information at issue "is essential to an
understanding of the ALJ's
Recommended Decision and the
Administrator's Final Order." Id. at 2.
Having carefully reviewed the parties'
submissions, I conclude that
Respondents have not established their
entitlement to the relief sought. See 5
U.S.C. 556(d) ("Except as otherwise
provided by statute, the proponent of a
rule or order has the burden of proof.").

As noted above, Respondents' first
contention .is that the proposed
redactions involve trade secrets 1 and

1 Respondents err in contending that the
information cons titutes a trade secret. As the D.C,
Circuit has explained, a trade secret is "a secret,
commercially valuable plan, formula, process, or
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