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IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF OHIO

WESTERN DWISION - CINCINNATI

UNITED STATES OF AMERICA,

Plaintiff,

V.

JAMES BARCLAY,

Case No. l:19-cr-81

Judge Matthew W. McFarland

Defendant.

ORDER GRANTING MOTION TO DISMISS THE SUPERSEDING
INFORMATION AND INDICTMENT AGAINST DEFENDANT JAMES BARCLAY

This matter is before the Court on the Unopposed Motion to Dismiss the

Superseding Information and Original Indictment (Doc. 150), as against Defendant James

Barclay. Also before the Court is a letter submitted by Defendant Barclay (Doc. 152).

In the interests of justice/ the Court VACATES Defendant Barclay's previously

entered guilty plea, REJECTS Defendant Barclay's plea agreement/ and GRANTS the

unopposed motion to dismiss the charging documents against Defendant Barclay.

Accordingly, the Court DISMISSES WITH PREJUDICE the Indictment and

Superseding Information against Defendant Barclay.

IT IS SO ORDERED.

UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO

By:
\^ ^j

JUDGE MATTHEW W. McFARLAND
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Kevin N. Nicholson, R.Ph., J.D. 

U.S. Department of Justice 
Drug Enforcement Administration 
8701 Morrissette D1ive 
Springfield, Virginia 22152 

NOV O 2019 

Vice President, Public Policy and Regulatory Affairs 
National Association of Chain Drng Stores 
1776 Wilson Boulevard 
Suite 200 
Arlington, Virginia 22209 

Dear Mr. Nicholson: 

This is in response to your letter dated July 12, 2019, to the Drug Enforcement Administration 
(DEA), where you asked the DEA to clarify its position on whether the Depmiment of Justice and/or 
the DEA has a medical position on the medical basis of specific prescription dmg therapies. The 
DEA appreciates the opportunity to address your letter. Identical responses have been sent to Mr. 
Menighan and Ms. Hauser, co-signers of your original inquiry to the DEA. 

The DEA may only address its position based on the auth01ity granted by the Controlled 
Substances Act (CSA) and its implementing regulations. As a general matter, it has been the DEA's 
longstanding policy not to provide legal advice to private parties. In that vein, we can provide the 
following general information. Please be advised that this is not meant to be an exhaustive list of 
every stah1tory provision or regulation that might apply to your inquiry. 

The CSA established a closed system of distribution with built-in checks and balances to ensure 
appropriate medical care and to maintain the integrity of the system through an accountability 
process. One of the most impmiant principles underlying the CSA and its implementing regulations 
is that to be valid every prescription for a controlled substance must be based on a detennination by 
an individual practitioner that the dispensing of controlled substances is for a legitimate medical 
purpose in the usual course of professional practice. United States v. lvloore, 423 US. 122 (1975) 
and Title 21, Code of Federal Regulations, Section 1306.04(a) (21 C.F.R. § 1306.04(a)). Federal 
regulations do not define the tenn legitimate medical purpose nor do they set forth the standards of 
medical practice. It is up to each DEA-registered practitioner to treat a patient according to his or 
her professional medical judgement, as long as it is generally recognized and accepted in the United 
States. Although the DEA is the agency responsible for administering the CSA, the DEA does not 
act as the federal equivalent of a state medical board overseeing the general practice of medicine. 
The DEA lacks the authority to issue guidelines that constitute advice relating to the general practice 
of medicine. 

The DEA has not promulgated new regulations regarding the treatment of pain. Federal law and 
DEA regulations do not impose a specific quantitative minimum or maximum limit on the amount 
of medication that may be prescribed on a single prescription, or the duration of treatment intended 
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with the presc1ibed controlled substance. The DEA has consistently emphasized and supported the 
prescriptive authority of an individual practitioner under the CSA to administer, dispense, and 
prescribe controlled substances for the legitimate treatment of pain within acceptable medical 
standards. This is outlined in the DEA's policy statement published in the Federal Register (FR) on 
September 6, 2006, titled, Dispensing Controlled Substances for the Treatment of Pain, 71 FR 
52716. A copy is enclosed for your convenience, 

I tlust this letter adequately addresses your inquiry. For infonnation regarding the Diversion 
Control Division, please visit www.DEAdiversion.usdoj.gov. If you have any additional 
questions on this issue, or any other, please contact the Diversion Control Division Policy Section at 
(571) 362-3260, 

Enclosure 

Sincerely, 

t//Ac~l/;v (~-- .. 
Thomas W. Prevoznik 
Deputy Assistant Administrator 
Diversion Control Division 
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UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF OHIO 

WESTERN DIVISION 
 

MIAMI-LUKEN, INC.,       Case No. 1:16-mc-012  
 

Plaintiff,       Dlott, J.  
Bowman, M.J.  

v.  
 
UNITED STATES 
DEPARTMENT OF JUSTICE,  
DRUG ENFORCEMENT ADMINISTRATION  
 

Defendant. 
 

REPORT AND RECOMMENDATION 
 

 Pursuant to custom and practice, this miscellaneous action was referred to the 

undersigned magistrate judge.  Currently pending is the DEA’s Rule 60(b)(5) motion to 

set aside the prior decision of this Court.  I now recommend that the DEA’s motion be 

DENIED. 

I. Background 

The underlying action was initiated in this Court on May 18, 2016, when Plaintiff 

Miami-Luken, Inc. (“Miami-Luken”) filed an “emergency motion” seeking to compel the 

Drug Enforcement Administration (“DEA”) to comply with an administrative subpoena1 

issued by Chief Administrative Law Judge (“CALJ”) John J. Mulrooney.2  However, the 

administrative proceedings that led to this federal litigation began much earlier. 

                                                           
1Virtually all administrative subpoena disputes that percolate up to the federal court level involve 
investigatory subpoenas, not adjudicatory subpoenas like the one at issue in this case.  The differences 
between the two types were discussed in the prior Order of this Court. Thus, at the outset, the 
undersigned acknowledges (as do the parties) that there is little if any case law precisely on point.  (See 
Doc. 23 at 11). 
2Judge Mulrooney is the first author of Drug Diversion Administrative Revocation and Application 
Hearings for Medical and Pharmacy Practitioners: A Primer for Navigating Murky, Drug-infested Waters, 
78 Alb. L. Rev. 327 (2015).  He currently presides as the DEA CALJ, but his public service career 
includes prior practice as an Assistant U.S. Attorney, a Department of Justice/INS trial attorney, an 
assistant district attorney, a Navy judge advocate, and a judicial law clerk, as well as service as a judge 
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Plaintiff Miami-Luken is a Dayton Ohio pharmaceutical wholesaler with a DEA 

registration that permits it to operate its business.  For nearly a decade,3 Plaintiff has 

been under DEA scrutiny for “facilitat[ing] the diversion of significant quantities of the 

highly addictive pain killers, oxycodone and hydrocodone.”  (Doc. 11 at 2.)  The Court 

takes judicial notice of the fact that the referenced prescription drugs are among a class 

of opioids that have been commonly recognized as contributing to an ongoing opioid 

crisis in the United States.  Over the course of its investigation, the DEA has issued 

numerous investigatory subpoenas to Miami-Luken, requiring the production of 

documents to DEA investigators, primarily in the Cincinnati, Ohio office.  

The DEA conducts administrative, civil, and criminal proceedings.  Among the 

administrative tools that the DEA has employed to combat the opioid crisis are 

immediate suspension orders and revocation orders. Although an immediate 

suspension order may be entered without a hearing, revocation orders involve a 

different administrative process.  Compare 21 U.S.C. § 824(c) and (d).  On November 

23, 2015, the DEA issued an Order to Show Cause (“OSC”) against the Plaintiff to begin 

the process of revoking the Plaintiff’s registration to distribute controlled substances 

under a provision of the Controlled Substances Act, as “inconsistent with the public 

interest.”  (Doc. 1-2.); see 21 U.S.C. § 824(a)(4).  As part of the revocation process, an 

evidentiary hearing (at which the DEA bears the burden of proof) was scheduled by 

CALJ Mulrooney to take place on May 10, 2016. See 21 C.F.R. §1301.44(e). 

                                                                                                                                                                                           
on the Navy-Marine Corps Court of Criminal Appeals and as an administrative law judge at the Social 
Security Administration.  Id. at n.a1. 
3Although precise dates are not clear from the record of this Court, the investigation appears to have 
begun in 2007 or 2008.  The DEA generally alleges that Miami-Luken illegally distributed hundreds of 
thousands, if not millions, of dosage units of oxycodone and hydrocodone in the Appalachian region of 
Ohio, Kentucky, and West Virginia, and that it will continue to do so until such time as its registration is 
revoked.  (Doc. 11 at 9, additional citation omitted). 
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Prior to that revocation hearing, Miami-Luken filed a Request for Issuance of a 

Subpoena (Doc. 1-3) that sought a large number of DEA records that Plaintiff asserted 

were necessary to adequately defend itself.  An ALJ has the power to receive evidence 

and to issue subpoenas to compel the attendance of witnesses and the production of 

materials “necessary” for the hearing. See 21 C.F.R. §1316.52(d). However, 

administrative revocation hearings do not include the type of discovery process that is 

available to civil litigants in this Court.  Citing that principle, the DEA objected to the 

issuance of an adjudicatory subpoena that would require the DEA to produce any 

records, other than those that the DEA itself planned to use at the hearing.  In an April 

12 omnibus order denying Miami-Luken’s request, CALJ Mulrooney agreed that the 

subpoena was “simply too broad,” with portions amounting to an impermissible “fishing 

expedition” (Doc. 1-4 at 14).  Nevertheless, the CALJ denied the request without 

prejudice to Miami-Luken to amend its request by April 18, 2016. (Doc. 1-4 at 16, n.24).  

On April 18, 2016, Miami-Luken timely submitted a Supplemental Request for 

Issuance of a Subpoena, requesting four specific categories of documents. (Doc. 1-5).  

The same day, without awaiting any additional response from the DEA, the CALJ 

granted the amended request and issued the subpoena, directing DEA to produce three 

of the four categories of documents prior to the administrative hearing. (Doc. 1-6).  On 

May 3, the DEA filed a motion for reconsideration or, in the alternative, for leave to file 

an interlocutory appeal to the DEA Administrator. (Doc. 1-8).  In part, the DEA argued 

that to comply with the subpoena would cause the DEA “irreparable harm.” (Id.) 

On May 4, the CALJ denied the DEA’s motion, refusing either to reconsider the 

issuance of the subpoena or to allow an interlocutory appeal. (Doc. 1-9).  Instead, the 

CALJ held that to the extent that the DEA wished to further contest the subpoena, 

Case: 1:16-mc-00012-SJD-SKB Doc #: 33 Filed: 08/01/17 Page: 3 of 17  PAGEID #: <pageID>
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further arguments “are properly made only before a ‘court of the United States.’” (Id. at 

7).  The Office of Chief Counsel for the DEA filed a “Government Notice” in response to 

the CALJ’s May 4 order on the same day, which “respectfully decline[d] to comply” with 

the subpoena.  (Doc. 1-10).   

In response to the DEA’s refusal to comply with the subpoena issued by CALJ 

Mulrooney, Miami-Luken requested a stay of the scheduled hearing, and the CALJ 

granted that request. (Doc. 1-11).  To date, the stay of the revocation proceeding at the 

administrative level remains in effect, pending the outcome of this federal litigation. 

As stated, after the DEA refused to comply with the subpoena, Miami-Luken filed 

an “emergency motion” in this Court seeking to enforce the subpoena as necessary to 

the hearing in part on due process grounds.  The DEA vigorously defended its refusal to 

comply with the subpoena, arguing that its issuance contravenes “decades of practice 

and precedent regarding the scope of disclosures that are required or appropriate in 

DEA administrative proceedings.”  (Doc. 11 at 10).  On July 15, 2016, the undersigned 

filed a Memorandum Order that granted in part Plaintiff’s motion to enforce the 

administrative subpoena.  The undersigned directed the DEA to comply with the 

subpoena within 21 days, but narrowed its scope.  (Doc. 15).  Thus, the undersigned 

directed production of only two categories of materials out of the three categories 

authorized by the CALJ.  The Order further stated that the DEA would be permitted to 

respond to the remaining two categories by disclosing “reasonably redacted” documents 

that protected “sensitive information in …investigative reports not relevant to the [DEA’s] 

findings as they relate to Miami-Luken – for example, investigatory techniques.“   (Doc. 

15 at 18).   

Case: 1:16-mc-00012-SJD-SKB Doc #: 33 Filed: 08/01/17 Page: 4 of 17  PAGEID #: <pageID>
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 On July 29, 2016, U.S. District Judge Dlott granted the DEA’s unopposed motion 

to stay the Order pending the Court’s ruling on Objections.  Following full briefing by the 

parties, Judge Dlott granted the DEA’s request for oral argument on its Objections, 

setting a hearing for February 17, 2017. (Doc. 23).   On April 21, 2017, after considering 

“de novo all the filings in this matter,” Judge Dlott overruled the DEA’s Objections and 

adopted the undersigned’s Memorandum Order.4 Judge Dlott’s Order also terminated 

the case. (Doc. 24).   

The entry of the April 21, 2017 Order enforcing the subpoena reinstated the 21 

day clock for the DEA to comply with that subpoena, as modified by this Court.  

However, on the last date for compliance, the DEA filed an “Emergency Motion to Stay” 

dismissal of this case and to excuse any further compliance with the Court’s Order.  The 

DEA’s motion stated that the DEA Acting Administrator had issued a May 12, 2017 

Order that quashed the subpoena issued by CALJ Mulrooney.  Because this Court’s 

Order directs the DEA to comply with a subpoena that (purportedly) has been quashed, 

the DEA stated its intention to move for relief from this Court’s judgment.  On May 16, 

2017, Judge Dlott granted the DEA’s motion for a temporary emergency stay “pending 

the later of (i) the resolution of the DEA’s forthcoming motion for relief from judgment or 

(ii) any appeal of the Court’s judgment has been resolved.”  (Doc. 26).   

 The DEA did not appeal this Court’s final order of enforcement of the subpoena 

to the Sixth Circuit, but instead, filed a motion seeking relief from this Court under Rule 

60(b)(5) of the Federal Rules of Civil Procedure.  Miami-Luken has filed a response, to 
                                                           
4The Memorandum Order filed by the undersigned on July 15, 2016 determined that the enforcement of 
an administrative subpoena was a non-dispositive matter that did not require a Report and 
Recommendation.  In adopting the Memorandum Order over the DEA’s objections, Judge Dlott appears 
to have concurred with that analysis.  In light of the issues of law presented and Judge Dlott’s express 
statement that she conducted a “de novo” review of the same, however, any distinction between the 
original filing of an Order or R&R was rendered moot.  An R&R is filed to address the DEA’s current 
motion, because 28 U.S.C. § 636(b)  authorizes disposition by order only of pretrial matters.  A Rule 
60(b)(5) motion is not a “pretrial matter.” 
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which the DEA has filed a reply.  On June 14, 2017, Judge Dlott referred the Rule 

60(b)(5) motion to the undersigned.   

On June 15, 2017, the parties filed a Joint Notice of Related Case, attesting to 

the fact that Miami-Luken independently has appealed the DEA Administrator’s May 12, 

2017 Order to the Sixth Circuit Court of Appeals.  See Miami-Luken, Inc. v. DEA, Case 

No. 17-3614 (6th Circuit).   The pendency of that appeal impacts this case, but does not 

stay proceedings in this Court. 

II. Analysis 

The issues presented form a procedural maze (or perhaps quagmire), with 

sufficient interplay between the Administrative Procedures Act and the Controlled 

Substances Act, that proverbial rabbit holes abound at every twist and turn.   However, 

keeping the Court’s focus on the standards of Rule 60(b)(5), and for the reasons that 

follow, the undersigned recommends the denial of Defendant’s motion for relief of 

judgment, without prejudice to renew such motion following disposition of the related 

appeal in the Sixth Circuit Court of Appeals. 

Rule 60(b), Fed. R. Civ. P., provides that “[o]n motion and just terms, the court 

may relieve a party or its legal representative from a final judgment, order or 

proceeding” based on a list of specified reasons.  Rule 60(b)(5), the provision under 

which the DEA proceeds, offers relief if “the judgment has been satisfied, released or 

discharged, it is based on an earlier judgment that has been reversed or vacated, or 

applying it prospectively is no longer equitable.”  The DEA readily admits it has not 

complied with this Court’s April 21, 2017 Order directing it to immediately comply with 

the adjudicatory subpoena, with a corresponding production of materials to Miami-
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Luken.  However, the DEA argues that the Order requiring the DEA to comply with the 

administrative subpoena “is no longer equitable.”  (Doc. 27).  

The DEA represents that “[i]n the course of reviewing DEA’s compliance 

obligations under the April 21 Order, specifically with respect to the assertion of 

privileges, the DEA Administrator had his first occasion to review the underlying 

administrative subpoena,…”  (Doc. 27 at 3).  The DEA maintains that the Administrator 

“had not previously reviewed the issuance of the administrative subpoena because the 

CALJ had denied a request for interlocutory appeal on that issue.” (Id.)  The DEA goes 

on to reason that because the CALJ issued the subpoena under power delegated to 

ALJs by the Administrator, the Administrator (implicitly) was permitted to review the 

underlying administrative subpoena when directed to comply with that subpoena by this 

Court.  The DEA contends that once the Administrator identified “multiple errors 

committed by the CALJ” in his issuance of the subpoena that this Court enforced, the 

Administrator determined that letting the subpoena remain in effect would “adversely 

affect the Agency’s administrative adjudication process.” (Doc. 27 at 2-3, citing Doc. 25-

1, May 12, 2017 DEA Administrator Order at 11).   

Contrary to this Court’s determination, the Administrator concluded that the CALJ 

exceeded the CALJ’s authority in issuing the subpoena, that the documents are “neither 

relevant nor material,” and therefore are not necessary for the CALJ to proceed with the 

administrative revocation hearing.  The DEA Administrator quashed the subpoena that 

this Court previously had upheld as valid and enforceable.  The DEA asserts that 

“changed conditions” (its own quashing of the subpoena that this Court enforced against 

the agency) warrant relief under Rule 60(b)(5) or alternatively under the Court’s 
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“inherent powers.”  See generally United States v. Swift & Co., 286 U.S. 106, 114 

(1932). 

The undersigned recognizes, as she did in her Memorandum Order of July 15, 

2016, that important issues of policy loom large in this case.  The issues are of first 

impression in the Sixth Circuit (if not nationally), and both parties stress the far-reaching 

impact of their dispute in the broader context of DEA’s continuing efforts to curb the 

opioid epidemic.  (See, e.g., Doc. 18 at 3: “[T]he stakes are high; on the line is not 

merely DEA’s one-time compliance with an adjudicatory subpoena, but rather the 

effective functionality of the administrative process for revoking and suspending the 

registrations of entities that illegally import, manufacture, distribute, or dispense 

controlled substances.” and Doc. 23 at 15, noting issues are “very rare” and “of first 

impression”).  It is entirely possible that an appellate court would view the issues 

differently than previously determined by this Court.  However, the key here is that 

review of this Court’s Orders is appropriate only by an appellate court.  An agency that 

has been directed to comply with a district court’s order has no authority to simply 

disregard it through use of a procedural end-run.  The DEA’s Rule 60(b)(5) motion in 

this case must be denied because it is based upon a fundamentally untenable 

procedure, whereby the DEA Administrator created its own “changed circumstance” by 

“quashing” an Order that already had been determined by this Court to be valid and 

enforceable, rather than either choosing to comply with this Court’s Order or to file a 

further appeal. 

The DEA’s statement that its Administrator embarked on this unique course of 

action because he was unable to review the subpoena prior to this Court’s order of 

enforcement is disingenuous.  The Commissioner is the head of the DEA, and the 
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lawyers who represent the DEA are assumed to represent the agency not only in the 

agency’s prosecutorial role but insofar as the DEA is led by the Commissioner.  When 

the DEA previously appeared before this Court, it not only had ample opportunity to 

present its arguments relating to the CALJ’s authority (or lack thereof) to issue the 

subpoena, the scope of the subpoena, the relevancy of the materials, and issues of 

privilege, but it availed itself of that opportunity.  Indeed, the DEA argued quite forcefully 

that the subpoena is unenforceable because it is not “in accordance with law.” (See 

Doc. 11 at 3, 10, 17-21, Gov’t Notice at 1-10 (May 18, 2016)).5   

Of course, before presenting those arguments to this Court, the DEA made the 

same arguments to the CALJ.  (See generally, Doc. 11 and Doc. 11-3, Gov’t Resp. To 

Resp’t’s Req. for Issuance of a Subpoena (April 7, 2016) and Decl. of Anthony D. 

Williams, Doc. 1-8 (May 18, 2016)).  The Administrator’s May 12, 2017 Order 

acknowledges that the DEA previously argued before the CALJ, in a motion to 

reconsider, that the CALJ exceeded his authority in issuing the subpoena, and that 

interlocutory appeal to the Administrator was appropriate.  (Doc. 32-1 at 7 and n.3; see 

also Doc. 11-3 at 4, arguing that the subpoena request “exceeds the hearing subpoena 

authority conferred both by the Administrative Procedure Act and applicable DEA 

regulations.”).  After the CALJ rejected those arguments and Maimi-Luken initiated 

litigation in this Court, the DEA continued to press the same arguments.   Moreover, as 

the CALJ pointed out in his May 15, 2017 Order continuing the stay of the underlying 

administrative revocation hearing pending this Court’s decision on the DEA’s Rule 

60(b)(5) motion, the CALJ sent the DEA Administrator a Subpoena Transmittal Request 

on May 26, 2016 that sought enforcement of CALJ’s Order/Subpoena 
                                                           
5The DEA also argued that this Court lacked jurisdiction to enforce the subpoena under the Administrative 
Procedures Act, and/or that Miami-Luken’s motion to enforce the subpoena should be denied under the 
prudential ripeness doctrine. 
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by requesting that the DEA Administrator “forward the Agency Subpoena 
to the Department of Justice to ‘invoke the aide of [a] court of the United 
States… to compel compliance’ 21 U.S.C. § 876(c).” …By the Subpoena 
Transmittal Request (filed nearly a year ago), this tribunal [the CALJ] 
petitioned the DEA Administrator to act, not in his prosecutorial capacity, 
but in his capacity as a neutral adjudicator, in seeking enforcement of the 
subpoena validly issued under APA…. Although this tribunal’s request 
was neither granted nor denied, on June 3, 2016, the DEA Administrator 
issued a notification that he was transmitting the Subpoena Transmittal 
Request, not to the Department of Justice to pursue an enforcement 
action, but to the “Federal Programs Branch of the Civil Division of the 
Department of Justice, to take whatever action it deems appropriate.”  
Admin. Transmittal Notice at 1.  Thus, not only did the Administrator not 
seek enforcement of the subpoena issued by the tribunal [the CALJ] in the 
courts, but he forwarded the Subpoena Transmittal Request to the same 
branch of the Department of Justice that was already charged with 
defending against compliance with the subpoena in the District Court.   
 

(Doc. 28-1 at n.1,  emphasis added).  The CALJ’s May 15, 2017 Stay Order continues 

on at some length to describe a number of “challenging” (i.e., logically inconsistent) 

positions taken by the DEA Administrator to explain “why a compliance review of the 

District Court’s Order would provide the DEA Administrator with a legal procedural 

opportunity to review” the “propriety and legality” of the subpoena.  (Id. at 4, n.1).  

Irrespective of the DEA Administrator’s alleged inability of an opportunity to 

review the subpoena at the administrative level, the DEA clearly made the 

Administrator’s position known to this Court.  In its response in opposition to the original 

motion to compel compliance with the subpoena, the DEA attached the affidavit of Louis 

J. Milione, the Deputy Assistant Administrator and head of the Office of Diversion 

Control for the DEA, as well as the affidavit of Anthony Williams, the Assistant 

Administrator and COO of the DEA.6   (Docs. 11-1, 11-2).  Consistent with the Acting 

Administrator’s May 12, 2017 Order, Assistant Administrator Williams’ affidavit focused 

on the DEA’s position that the issuance of the subpoena was contrary to regulatory 

                                                           
6At oral argument the DEA emphasized that the affidavit was from “the chief of DEA’s worldwide 
operations.”  (Doc. 23 at 62). 
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authority as well contrary to the policies, custom and practice of the DEA.7  Although the 

DEA generally argued against consideration of the entire dispute under the prudential 

ripeness doctrine, this Court rejected that argument and proceeded to the merits of the 

scope of the subpoena.  In the Objections filed before U.S. District Judge Dlott, and at 

oral argument held on February 17, 2017, the DEA reiterated its positions that the 

subpoena exceeded the scope of the CALJ’s authority to issue an adjudicatory 

subpoena, that the DEA Administrator should have been permitted to further review the 

subpoena, and that none of the documents referenced in the subpoena (even as 

modified by the Memorandum Order) were “necessary” to the hearing.  (See generally 

Docs. 18, 23).  In adopting the undersigned’s Memorandum Order as the final Order of 

this Court, Judge Dlott rejected the DEA’s challenges to judicial enforcement, including 

its argument that the CALJ “is not the final arbiter of the legality of the subpoena or 

DEA’s compliance with it,” but instead that the DEA Administrator “has final authority 

over the subpoena.”  (Doc. 18 at 4). 

In sum, this Court previously determined that it had jurisdiction to compel 

enforcement of the subpoena issued by the CALJ, and that the doctrine of prudential 

ripeness did not apply, rejecting further review by the Administrator.   After reviewing the 

legality of the CALJ’s Order issuing the subpoena on the merits and the scope of that 

subpoena, this Court issued its final order compelling the DEA to comply.  A district 

court ruling that enforces an administrative subpoena is considered to be an appealable 

final order.  See generally United States v. Van, 931 F.2d 384, 386 (6th Cir. 1991); see 

also McLane Company, Inc. v. EEOC, 137 S. Ct. 1159 (2017)(holding that a district 

court’s decision to enforce or quash an administrative subpoena should be reviewed by 
                                                           
7The DEA Administrator’s May 12, 2017 Order “quashed” the subpoena on grounds that the CALJ’s Order 
issuing it was an “abuse of discretion,” but articulated reasons that mirrored the arguments previously 
presented to and rejected by this Court. (See Doc 25-1).   
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appellate courts under abuse of discretion standard).8  To the extent that the DEA 

Administrator continued to object to complying with the Court’s Order, his recourse was 

to file an appeal with the Sixth Circuit Court of Appeals.   After this Court entered its 

Order, the DEA had no authority to re-determine issues previously reviewed and 

determined by this Court.  The only discretion expressly given to the DEA by this Court 

was to implement “reasonabl[e]” redactions of “sensitive information in …investigative 

reports not relevant to the [DEA’s] findings as they relate to Miami-Luken – for example, 

investigatory techniques.“   (Doc. 15 at 18).  Nothing in this Court’s Order permitted the 

DEA Administrator to set aside the subpoena, as if this Court’s rulings were of no effect.  

Thus, the DEA Administrator’s position that because he has final authority over privilege 

assertions, he could review the entire validity of the subpoena, is contrary to the 

express directives of this Court’s Order. 

In support of its assertion of changed circumstances that require relief under 

Rule 60(b)(5), the DEA relies upon cases holding that where the entity issuing the 

subpoena retracts the subpoena, a later court proceeding regarding the retracted 

subpoena becomes moot.  See, e.g., In re Grand Jury Proceedings, 574 F.2d 445, 446 

(8th Cir. 1989), Hulec v. J.H. Bennet & Co., 2014 WL 2918542 at *1 (N.D. Ohio June 

26, 2014).  However, the referenced cases involve situations in which a motion to quash 

a subpoena is rendered moot by the opposing party’s decision to withdraw that 

subpoena.  The cases might apply if Miami-Luken withdrew its request for enforcement 

of the subpoena, but clearly that is not the case. 

The Administrator may not agree with this Court’s decision to enforce the 

subpoena issued by the CALJ, but he cites no authority to overturn it at this late 

                                                           
8Cf id. at 1170 (Ginsburg, J., concurring in part and dissenting in part on grounds that a lower court’s 
resolution of a question of law is ordinarily reviewable de novo on appeal). 
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juncture.  After this Court reviewed and issued a final order of enforcement, the DEA 

Administrator could not “quash” the same subpoena on grounds that this Court had 

already rejected.  “Rule 60(b)(5) may not be used to challenge the legal conclusions on 

which a prior judgment or order rests, but the Rule provides a means by which a party 

can ask a court to modify or vacate a judgment or order ‘if a significant change either in 

factual conditions or in law renders enforcement detrimental to the public interest.’”  

Horne v. Flores, 557 U.S. 433, 447 (2009) (quoting Rufo v. Inmates of Suffolk County 

Jail, 502 U.S. 367, 384 (1992)).  

The DEA has failed to carry its heavy burden of showing a significant change in 

law or fact.  The undersigned does not agree that the DEA Administrator’s attempt to 

effectively overturn this Court’s decision by quashing the subpoena on grounds 

previously rejected by the Court can constitute a significant change in law or fact.  See 

Northridge Church v. Charter Twp. Of Plymouth, 647 F.3d 606, 618 (6th Cir. 2011) 

(denying Rule 60(b)(5) motion based on party seeking to escape judgment based on its 

own voluntary actions).  The DEA attempts to distinguish Northridge on grounds that it 

involved the application of Rule 60(b)(5) to a consent judgment, which implicates 

principles of contract law.  However, the Northridge court expressly rejected the notion 

that the application of Rule 60(b)(5) differs in that context.  Id., 647 F.3d  at 613. 

The DEA further argues that enforcement of this Court’s Order is not equitable 

because the “documents are no longer needed for the administrative adjudicatory 

hearing.”  (Doc. 27 at 5).  Again, the cited authority, involving cases in which a motion to 

enforce a subpoena is mooted by the subsequent cancellation of the hearing, is 

inapposite.  See e.g., Penn, LLC v. Prosper Bus. Devel. Corp., 2011 WL 3204723 at *4 

(S.D. Ohio July 27, 2011).  In contrast to those cases, it is abundantly clear that the 
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CALJ and the DEA fully intend to proceed with the scheduled revocation hearing for 

which the subpoena was issued.   

Finally, the DEA contends that the DEA Administrator has the authority to 

overrule his subordinate’s decision to issue the subpoena independent of any 

interlocutory appeal.  The DEA reasons that an ALJ’s authority flows from the 

Administrator, and it is the Administrator who ultimately decides whether to adopt or 

reject the ALJ’s proposed revocation decision.  However, the regulatory structure 

ensures a measure of decisional independence by the ALJ.  See 21 C.F.R. § 1316.52 

(providing that ALJ has the duty to conduct a “fair hearing” with “all powers necessary” 

including subpoena power); see also Harlene v. Drug Enforcement Admin., 148 F.3d 

1199 (10th Cir. 1998) (discussing due process requirements and judicial independence 

under the APA).  In addition, the regulations prohibit interlocutory review by the DEA 

Administrator absent the ALJ’s consent, which was denied here.  Rulings of the ALJ 

“may not be appealed to the Administrator prior to his consideration of the entire 

hearing, except with the consent of the [ALJ] and where he certifies on the record or in 

writing that the allowance of an interlocutory appeal is clearly necessary to prevent 

exceptional delay, expense, or prejudice to any party or substantial detriment to the 

public interest.”  21 C.F.R. § 1316.62.  Regardless of how much the DEA Administrator 

rails against the wisdom of the CALJ in denying interlocutory appeal of the issues 

presented, the DEA cannot contest the CALJ’s authority to make that decision. 

Still, the DEA insists that Miami-Luken’s position (that the Administrator lacked 

authority to set aside the CALJ’s order/subpoena after this Court’s Order of 

enforcement) “would elevate a DEA ALJ, who is a subordinate official to the DEA 

Administrator, and who erred in refusing to certify this matter for interlocutory appeal, 
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above the head of the agency.” (Doc. 30 at 5).  It is unnecessary to wade too deeply 

into the scope of the DEA Administrator’s authority over an ALJ who has declined 

interlocutory review prior to a judicial appeal, because that is not the issue before this 

Court.  To the extent that the DEA Administrator possesses authority to overturn the 

CALJ’s denial of interlocutory appeal or to independently quash an adjudicatory 

subpoena issued by the CALJ, any such authority did not survive issuance of this 

Court’s Order.  To paraphrase the DEA’s own argument, to allow the DEA Administrator 

to take such an approach would elevate the DEA Administrator over this Court.  In the 

orderly administration of justice, appeals from agency decisions under the APA flow in 

one direction – from the agencies to the federal courts – not the other way around.  See 

generally Mefford v. Garner, 383 F.2d 748, 758 (6th Cir. 1967) (holding that it is the duty 

of an agency to comply with the mandate of the court without variation and without 

departing from such directions, and that if a cause is remanded for a specified purpose, 

any inconsistent proceeding is error).   

After this Court’s contrary ruling, the DEA lacked authority to overrule this Court 

and conclude that the documents are not relevant, material, or necessary for the 

revocation hearing.  The DEA’s stance amounts to an attempt to relitigate the issues.  

“Rule 60(b) does not allow a defeated litigant a second chance to convince the court to 

rule in his or her favor by presenting new explanations, legal theories, or proof.”  Jinks v. 

Allied Signal Inc., 250 F.3d 381, 385 (6th Cir. 2001); accord Casasanta v. Federal Nat. 

Mortg. Ass’n, 2014 WL 1977038 at *3 (E.D. Mich. May 15, 2014)(Rule 60(b)(5) motion 

denied because plaintiff was not entitled to a “do-over”). 
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III. Conclusion and Recommendation 

While the undersigned has explained the basis for recommending denial of the 

Defendant’s Rule 60(b)(5) motion at this point in time, the undersigned is well aware of 

the Plaintiff’s independent challenge to the DEA Administrator’s May 12, 2017 Order 

that remains pending in the Sixth Circuit Court of Appeals.  In the event that the Sixth 

Circuit affirms the DEA Administrator’s Order quashing the subpoena that underlies this 

Court’s Order, then the DEA will be able to carry its burden under Rule 60(b) to show 

that enforcement of the April 21, 2017 Order is no longer equitable.  However, as the 

matter currently stands, the DEA has fallen short of that burden. 

Accordingly, Defendant DEA’s Rule 60(b)(6) motion seeking relief from this 

Court’s April 21, 2017 final Order and to set aside the Court’s judgment (Doc. 27) 

should be DENIED, without prejudice to renew (if appropriate) following the conclusion 

of the related case in the Sixth Circuit.    

 

         /s Stephanie K. Bowman             
Stephanie K. Bowman 

        United States Magistrate Judge 
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UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF OHIO 

WESTERN DIVISION 
 

MIAMI-LUKEN, INC.,       Case No. 1:16-mc-012  
 

Plaintiff,       Dlott, J.  
Bowman, M.J.  

v.  
 
UNITED STATES 
DEPARTMENT OF JUSTICE,  
DRUG ENFORCEMENT ADMINISTRATION  
 

Defendant. 
 

NOTICE 

 Pursuant to Fed. R. Civ. P. 72(b), any party may serve and file specific, written 

objections to this Report & Recommendation (“R&R”) within FOURTEEN (14) DAYS after 

being served with a copy thereof.  That period may be extended further by the Court on 

timely motion by either side for an extension of time.  All objections shall specify the 

portion(s) of the R&R objected to, and shall be accompanied by a memorandum of law in 

support of the objections.  A party shall respond to an opponent’s objections within 

FOURTEEN DAYS after being served with a copy of those objections.  Failure to make 

objections in accordance with this procedure may forfeit rights on appeal.  See Thomas v. 

Arn, 474 U.S. 140 (1985); United States v. Walters, 638 F.2d 947 (6th Cir. 1981). 
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                      U. S. Department of Justice 
                   Drug Enforcement Administration 

www.dea.gov  
 

 
Dear Dr. Richard Lawhern: 
 
     This letter is in response to your email dated July 15, 2019, to the Drug Enforcement 
Administration (DEA).  In your correspondence, you raised concerns regarding chronic pain 
management, closure of pain treatment centers, and the “exodus of providers out of the pain 
management practice.”  DEA appreciates the opportunity to address your concerns, and clarify 
information regarding this matter. 
 
     The Controlled Substances Act (CSA) and its implementing regulations established a closed 
system of distribution to ensure appropriate medical care and to maintain the integrity of the system 
through an accountability process.  One of the most important principles underlying the CSA and its 
implementing regulations is that to be valid, every prescription for a controlled substance must be 
based on a determination by an individual practitioner, that the dispensing of the controlled 
substance is for a legitimate medical purpose in the usual course of professional practice.  United 
States v. Moore, 423 U.S.C. 122 (1975) and 21 CFR 1306.04(a).  Federal regulations do not define 
the term legitimate medical purpose nor do they set forth the standards of medical practice.  It is up 
to each DEA-registered practitioner authorized by DEA to do so, to treat patients according to his or 
her professional medical judgement in accordance with a standard of medical practice that is 
generally recognized and accepted in the United States.  
 
     DEA has not promulgated any new regulations regarding the treatment of pain.  Federal law and 
DEA regulations do not impose a specific quantitative minimum or maximum limit on the amount 
of medication that a practitioner may prescribe on a single prescription, or the duration of treatment 
intended for a particular patient.  DEA has consistently emphasized and supported the prescriptive 
authority of an individual practitioner under the CSA to administer, dispense, and prescribe 
controlled substances for the legitimate treatment of pain within acceptable medical standards as 
outlined in DEA’s policy statement published in the Federal Register (FR) on September 6, 2006, 
titled, Dispensing Controlled Substances for the Treatment of Pain. 71 FR 52716. 
  
     While DEA is the agency responsible for enforcing the CSA, DEA does not act as the Federal 
equivalent of a state medical board overseeing the general practice of medicine and lacks the 
authority to issue guidelines that constitute advice relating to the general practice of medicine.  
Therefore, it is important for you to check with your state medical board, as the issues that you have 
raised, may be the result of new laws or regulations enacted by your state.  Where state law or 
regulations impose requirements beyond those in Federal law and regulations, practitioners must 

8701 Morrissette Drive 
Springfield, Virginia 22152 
 
 
 
 

Richard A. Lawhern, Ph.D. 
3691 Nestling Lane 
Fort Mill, South Carolina 29708 
lawhern@hotmail.com 
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comply with the additional state requirements, provided such state requirements do not conflict with 
the Federal requirements. 
 
     I trust this letter adequately addresses your inquiry.  For additional information regarding the 
DEA Diversion Control Division, please visit www.DEAdiversion.usdoj.gov.  If you have 
additional questions regarding this issue, please contact the Diversion Control Division at 
(571)-362-3260. 
 
                                                                          Sincerely, 
 
 
 
                                                                                

Thomas W. Prevoznik 
                                                                                  Deputy Assistant Administrator 
                                                                                   Diversion Control Division  
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STATEMENT 

The question here is the Rule of Law. The most fundamental 
concept of our country, without which our society crumbles. That, 
then allows, for an agency to take anything they want unchecked 
based on their own manufactured rules and misinterpretation of 
laws, medical procedures guidelines, creating their own science and 
facts.  

The great fear at this moment here is the United States Drug 
Enforcement  Administration (DEA) has operated unchecked, as a 
rogue sub agency of government operating outside the rule of law.  
Creating their own medical science (Auer deference) seizing 
property  using omnipotent authority of ill gotten gain over the field 
of medicine and medical science.   

Specifically, mis-identifying the dosages and purposes of legally and 
medically prescribed FDA approved Narcotic Analgesic 
medications, “having a useful and legitimate medical purposes,” to 
be re-defined as “illegitimate.” mis-labeling all as “opioids.” 

Congress determined Federal law enforcement agencies are 
unqualified to determine whether drugs “have a useful and 
legitimate medical purpose and are necessary to maintain the health 
and general welfare of the American people.” 21 U.S.C. § 801(1). 

THOMAS W. PREVOZNIK, DEA DEPUTY ASSISTANT 
ADMINISTRATOR DIVERSION CONTROL DIVISION, 
LETTER TO: RICHARD A. LAWHERN, PH.D. DATED 

FEBRUARY 12, 2021 
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“ One of the most important principles underlying the CSA and its 
implementing regulations is that to be valid, every prescription for a 
controlled substance must be based on a determination by an individual 
practitioner, that the dispensing of the controlled substance is for a 
legitimate medical purpose in the usual course of professional practice. 
United States v. Moore, 423 U.S.C. 122 (1975) and 21 CFR 1306.04(a). 
Federal regulations do not define the term legitimate medical purpose 
nor do they set forth the standards of medical practice. It is up to each  

DEA-registered practitioner authorized by DEA to do so, to treat patients 
according to his or her professional medical judgement in accordance 
with a standard of medical practice that is generally recognized and 
accepted in the United States.  

While DEA is the agency responsible for enforcing the CSA, DEA does 
not act as the Federal equivalent of a state medical board overseeing the 
general practice of medicine and lacks the authority to issue guidelines 
that constitute advice relating to the general practice of medicine.”(1) 
———————————— 
1. (See exhibit 5-6F, Letter dated February 12, 2021, from: Thomas W. Prevoznik, DEA Deputy 
Assistant Administrator Diversion Control Division, to: Richard A. Lawhern, Ph.D. 3691 Nestling 
Lane Fort Mill, South Carolina 29708 lawhern@hotmail.com ) 

THOMAS W. PREVOZNIK, DEA DEPUTY ASSISTANT 
ADMINISTRATOR DIVERSION CONTROL DIVISION, 

LETTER TO: KEVIN NICHOLSON, RPH. DATED 
NOVEMBER 04, 2019 

 “The DEA lacks the authority to issue guidelines that constitute 
advice relating to the general practice of medicine. The DEA has not 
promulgated new regulations regarding the treatment of pain. 
Federal law and DEA regulations do not impose a specific 
quantitative minimum or maximum limit on the amount of  



(4) 

medication that may be prescribed on a single prescription on  
the duration of treatment intended with the prescribed 
controlled substance. The DEA has consistently emphasized and 
supported the prescriptive authority of an individual practitioner 
under the CSA to administer, dispense, and prescribe controlled 
substances for the legitimate treatment of pain within acceptable 
medical standards. This is outlined in the DEA's policy statement 
published in the Federal Register (FR) on September 6, 2006, titled, 
Dispensing Controlled Substances for the Treatment of Pain, 71 FR 
52716. {A copy is enclosed for your convenience.}” (2)(3)(4)  

———————————————- 

2. (See exhibit 5-4D , letter dated November 04, 2019, from: Thomas W. Prevoznik, Deputy Assistant Administrator Diversion Control 
Division, to: Kevin N. Nicholson, R.Ph., J.D.Vice President, Public Policy and Regulatory Affairs National Association of Chain Drng 
Stores1776 Wilson Boulevard Suite 200 Arlington, Virginia 22209) 

DEA LETTER TO CONGRESSWOMAN GRACE MENG, 
MEMBER OF CONGRESS SIXTY DISTRICT OF NEW 

YORK, DATED DECEMBER 18, 2021 

“As a Law Enforcement agency, DEA is not a position to authorize 
or dictate what a doctor prescribes to a patient. DEA cannot grant 
waivers of any kind when it comes to the practice of medicine 
because no such wavier exists. As the United States’ component 
body charged with the management of controlled substances and 
chemicals for scientific, medical research, and industrial 
applications; DEA regulates the flow of control substances, not the 
practice of medicine. The changing prescribing practices of 
practitioners are derived by a shift to prescribe medicine consistent 
with guidance issued by the Center for Disease Control and 
Prevention, along with guidance and recommendations of state 
boards of medicine.”(3) 
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Congress, therefore, did not even leave it to DEA to perform one of 
its core CSA functions—the scheduling of controlled substances— 
without health care agency oversight and evaluation. See id. § 
811(b) (“The Attorney General shall, before initiating proceedings . . 
. [to schedule or reschedule a drug] . . . request from the [HHS] 
Secretary a scientific and medical evaluation, . . . The 
recommendations of the Secretary to the Attorney General shall be 
binding . . . as to such scientific and medical matters.”).  

However, Pharmacists and pharmacies also get contradictory 
guidance from federal health agencies and even the DEA that often 
disagrees with the Appellants  licensing that pharmacists should 
interfere with a doctor’s individualized medical judgment.(ibid 4)(5) 

________________________________ 
3. (See exhibit 5-3c Congresswoman Grace Meng, Member of Congress Sixty District of New York, 
December 18, 2019). 

4. https://corporate.walmart.com/newsroom/2022/09/06/correcting-the-record-on-opioid-lawsuits-against-
walmart 

5. https://open.spotify.com/episode/2XcLGf4PCN0wNVLjxyAze6? si=EpDSJrvYTlCuiWwYqXUgWw 

FACTUAL BACKGROUND  

The Appellant is a Pharmacist Not a Street Drug Dealer. On August 
29, 2019, in the city of Tampa, Florida, Hillsborough County, Pronto 
Pharmacy 86 FR 647,14 (2021) was raided by DEA  agents. Norman 
Clement was acting in the capacity of a licensed’s pharmacist and 
authorized . Whereby a Pharmacist is a person who is professionally 
qualified to prepare and dispense medicinal drugs. This definition 
and is a statue within the Florida Administrative Code & Florida 
Administrative Register.  

https://corporate.walmart.com/newsroom/2022/09/06/correcting-the-record-on-opioid-lawsuits-against-walmart
https://corporate.walmart.com/newsroom/2022/09/06/correcting-the-record-on-opioid-lawsuits-against-walmart
https://corporate.walmart.com/newsroom/2022/09/06/correcting-the-record-on-opioid-lawsuits-against-walmart
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In this and other cases DEA Diversion Investigator using a 
subjective standard rather than an objective standard of proof  
“beyond the reasonable doubt,”  and who is “authorized” established  
by Supreme Court 9-0 in Ruan-Khan  vs United States. DEA 
Administrator could not be met to establish criminal negligence and 
thus falsely established diversion solely based on subjective 
standards  using of googles maps, red flags and performed 
absolutely no follow up investigation as found in Wheatland 
Pharmacy, 78 FR 69441, 69445 (2013) to establish diversion or 
evidence that any patients had diverted any prescription medications 
filled by pharmacist from Pronto Pharmacy LLC (see Decision and 
Order, Fed. Reg.86 FR 64714 (2021).  

Importantly, in Ruan v. United States holding that “§841(a)(1) and § 
1306.04(a) require the government to provide that a practitioner-
defendant either: (1) subjectively knew a prescription was issued not 
for a legitimate medical purpose; or (2) issued a prescription that 
was objectively not in the usual course of professional practice.” 

1. UNITED STATES DISMISSED INDICTMENT CASE NO. 
1:19-CR-81 JUDGE McFARLAND 

This matter is before the Court on the Unopposed Motion to Dismiss 
the Superseding Information and OriginalIndictment (Doc.150),as 
against Defendant James Barclay. Also before the Court is a letter 
submitted by Defendant Barclay(see exhibit 5.1A). Prosecutors had 
alleged in a 2019 indictment that Springboro, Ohio-based Miami- 
Luken, James Barclay and others failed to guard against illegal 
diversion of opioid pills in five states including West Virginia.  
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Prosecutors in this case elected to dismiss all defendants(s) charges 
in this case as they felt the standard of proof  “beyond the 
reasonable doubt,”  who is “authorized” established Supreme Court 
9-0 Ruan-Khan  vs United States could not be met to establish 
criminal negligence. It is based upon a fundamentally untenable 
procedure, whereby “the DEA Administrator created its own 
“changed circumstance” by “quashing” an Order that already had 
been determined by this Court to be valid and enforceable, rather 
than either choosing to comply with this Court’s Order or to file a 
further appeal. (see exhibit 5-5E page 8 thru 10), Federal 
regulations do not define the term legitimate medical purpose nor do 
they set forth the standards of medical practice. 

Further Prosecutors feared an Appeal  to a higher Court and 
therefore left open the fact the DEA Administrator acted beyond the 
authority to develop regulations to monitor and control provider 
registration for prescribing and dispensing controlled substances. 21 
U.S.C. § 823(f); 21 U.S.C. 824(a); Gonzales, 546 U.S. at 262 
(observing “Sections 823(f) and 824(a) explicitly grant the Attorney 
General the authority to register and deregister physicians…”).  

“It is entirely possible that an appellate court would view the issues 
differently than previously determined by this Court. However, the key 
here is that review of this Court’s Orders is appropriate only by an 
appellate court. An agency that has been directed to comply with a 
district court’s order has no authority to simply disregard it through use 
of a procedural end-run.” (see exhibit 5-5E page 8 thru 10) 
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Thus we have nexus this argument to Pronto Pharmacy LLC based   
here that the DEA Administrator has attained “omnipotent powers” 
not granted by Congress and has been wrongfully excersizing the 
use of their ill-attained authority to regulate the practice of medicine 
by criminalizing good faith medical mistakes being freely able to 
flip-flop, moving the goal post backward and forward generate rules 
policy and law without proper notice or hearing required by 
Congress See 21 U.S.C. § 903., and further  act as the Federal 
equivalent of a state medical board overseeing the general practice 
of medicine while they have lacked the authority to issue guidelines 
that constitute advice relating to the general practice of 
medicine.”…dictating what a doctor prescribes to a patient, 
promulgating regulations regarding the treatment of pain, imposing 
specific quantitative minimum or maximum limit such as 90MME 
on the amount of medication that may be prescribed on a single 
prescription on the duration of treatment intended with the 
prescribed controlled substance, simply “The DEA lacks the 
authority to issue guidelines that constitute advice relating to the 
general practice of medicine.”ibid (2) 

RULE 

The Controlled Substances Act (CSA) is a closed regulatory 
system enacted by Congress, making it unlawful to 
manufacture, distribute, dispense, or possess any controlled 
substance, except in a manner authorized by the Act. 21 U.S.C. 
§ 801 et seq.; Jones Total Health Care Pharmacy, LLC v. Drug  
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Enf’t Admin., 881 F.3d 823, 827, 830 (11th Cir. 2018) (quoting 
Gonzales v. Raich, 545 U.S. 1, 13 (2005)). The Act entrusts the 
Attorney General with the authority to develop regulations to 
monitor and control provider registration for prescribing and 
dispensing controlled substances. 21 U.S.C. § 823(f); 21 U.S.C. 
824(a); Gonzales, 546 U.S. at 262 (observing “Sections 823(f) 
and 824(a) explicitly grant the Attorney General the authority 
to register and deregister physicians . . . ”). The Attorney 
General has delegated this authority to the Drug Enforcement 
Administration (DEA) Administrator, under which the 
Administrator has developed regulations to oversee provider 
registration. 21 U.S.C. § 871; Gonzales, 546 U.S. at 262; Final 
Rule: Redelegation of Functions; Delegation of Authority to 
Drug Enforcement Administration Official, 75 Fed. Reg. 4982 
(Feb. 1, 2010).   

CSA Section 841(a)(1) cannot be interpreted as criminalizing 
negligent prescribing because the statute is bereft of any 
indication—clear or otherwise— that Congress intended to 
grant a federal law enforce- ment agency such sweeping 
authority over the practice of medicine. (8)  

___________________________________ 

7. (See exhibit 5-4D , letter dated November 04, 2019, from: Thomas W. Prevoznik, Deputy 
Assistant Administrator Diversion Control Division, to: Kevin N. Nicholson, R.Ph., J.D.Vice 
President, Public Policy and Regulatory Affairs National Association of Chain Drng Stores).      
8. https://www.supremecourt.gov/DocketPDF 
20/20-1410/178631/20210507164642254_Ruan%20Amici%20Brief%20-
%20Final%20for%20Filing%20-%205-7-21.pdf 

https://www.supremecourt.gov/DocketPDF
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ANALYSIS 

Congress, therefore, did not even leave it to DEA to perform one of 
its core CSA functions—the scheduling of controlled substances—
without health care agency oversight and evaluation. See id. § 
811(b) (“The Attorney General shall, before initiating proceedings . . 
. [to schedule or reschedule a drug] . . . request from the [HHS] 
Secretary a scientific and medical evaluation, . . . The 
recommendations of the Secretary to the Attorney General shall be 
binding . . . as to such scientific and medical matters.”).  

Pronto Pharmacy LLC; nexus this argument, see Decision and 
Order, Fed. Reg.86 FR 64714 (2021) the discretion of the DEA 
Administrative Court was not justified by the evidence and based 
exclusively on speculation. No finding of actual drug diversion was 
proven or found. No manufacturing of drugs occurred or proved 
beyond the reasonable doubt that both Pronto Pharmacy, it’s owner 
Norman J Clement subjectively knew a prescription was issued not 
for a legitimate medical purpose; or (2) issued a prescription that 
was objectively not in the usual course of professional practice.”  

CONCLUSION 

 Doctors and Pharmacist are not Street Drug Dealers in White Coats.  

1.  Illegal street drugs are not of identical, fungible, potency, or carry equivalent 
degrees of  fatal diversion and addiction risks to DEA-Scheduled, FDA- 



supervised, and controlled prescriptions drugs. The purity, doses, chemical 
structure, bioequivalence and /or means of intake of illegal street drugs versus 
DEA – scheduled / FDA- supervised medications are different. Street drugs and 
prescription drugs are not equivalent.  

2. Illegal street drugs and DEA-Scheduled, FDA- supervised medications require 
different registered users.  Doctors and pharmacist register with the DEA. Street 
drug dealers register with the Mexican / Columbian / or Russian Drug Cartels.   

3. Illegal Street Drugs Dealer and the DEA Registrant doctor are not equivalent.  
The doctors prescribe DEA-Scheduled, FDA- Supervised medications, with 
“intent to treat”.  On the other hand, street drug dealers act in furtherance of 
supremacy in the international illicit drug market. 

4. Doctors and pharmacist receive formal education from accredited schools of 
graduate education. Illegal street drug dealers receive informal education from 
the jails, the streets, and the Mexican / Columbian / Russian Drug Cartels.   

5. Doctors and pharmacist settle disputes with patients in the court system. On the 
other hand, drug dealers settle disputes via gang fights while using deadly 
weapons. The weapons are used  with intent to kill, intent to cause  grievous 
body harm, or felony murder. 

6. In conclusion, the education, experience, conduct, and registration of DEA 
registered doctors and street drug dealers are not the same.   

7. Doctors and pharmacists are not drug dealers in white coats.  

2. THE DEA ADMINISTRATIVE COURTS AND 
ADMINISTRATOR  ARE NOT INTEREST IN FINDING THE 

TRUTH 
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An Administrative Law Judge has the power to receive evidence and 
to issue subpoenas to compel the attendance of witnesses and the 
production of materials “necessary” for the hearing. See 21 C.F.R. 
§1316.52(d). However, DEA administrative revocation hearings do 
not include the type of discovery process that is available to civil 
litigants in this Court and are prevented from presenting witnesses 
such as the prescribing practitioners. As is found in Suntree Phar- 
macy and Suntree Medical Equipment, LLC; Decision and Order, 
85 Fed. Reg. at 73776-77.  On Petition for a Writ of Certiorari to the 
US Supreme Court at no point did the Acting Administrator 
determine the legitimacy of the underlying controlled substance 
prescriptions that Suntree Pharmacy filled, nor did any qualified 
healthcare professional comment on whether the prescriptions were 
issued for a legitimate medical purpose. Id. at 73774-75.  

The Acting Administrator also never heard testimony from any 
patients and prevented testimony from the physicians who 
prescribed the controlled substances Suntree Pharmacy filled. Id. at 
73754. Instead, the Acting Administrator simply relied on “red 
flags” identified by Dr. Gordon, a clinical hospice pharmacist for 
ProCare RX, working from home as a consultant (i.e., not a retail 
pharmacist), and used these “red flags” as a proxy to conclude the 
prescriptions were illegitimate. Id. at 73754, 73774-75; R. 6 at 21; 
See Br. at 15-20 (describing in detail Dr. Gordon’s testimony). To 
this day, the DEA has never followed-up with or penalized the 
medical providers who prescribed these so-called “illegitimate” 
controlled substances that Sun- tree Pharmacy filled. (9)  
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In both the cases of Pronto Pharmacy LLC and James Barclay et al., 
are similarly situated and nexus that Dr. Donald Sullivan professors 
at the Ohio State University College of Pharmacy working from 
home was used in both cases as the Pharmacy Expert consultant 
and used “red flags” as a proxy to conclude the prescriptions were 
'illegitimate.' (See Decision and Order, Fed. Reg.86 FR 64714 
(2021) id. at https://www.federalregister.gov/d/2021-25133/p-87) 

_________________________ 

9. The owner of  Suntree Pharmacy is both a pharmacist and licensed practicing Attorney. Suntree 
Medical LLC was a separate closed-door pharmacy that did not dispense retail prescriptions. Suntree Medical 
had a separate DEA registration and was not in any way engaged in the conduct in the Order to Show Cause.  

JAMES BARCLAY’S LETTER TO THE COURT 

In a letter (see exhibit 5-1A) to the court, Honorble James 
McFarland, Mr. Barclay said he had;  

“ repeatedly contacted the U.S. Drug Enforcement Administration 
for guidance about opioid orders, and either received no response or 
was told that whether to fill an order was purely a "business 
decision."  He also said;  

“ the DEA had proof from the beginning of its investigation that 
Barclay lacked any authority to cancel orders personally. "I was 
indicted because the DEA failed to do their job, and the 
government needed a scapegoat after the publicity of the opioid 
problems in West Virginia,” 

https://www.federalregister.gov/d/2021-25133/p-87
https://tmsnrt.rs/3AWyKeu
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Plaintiff Miami-Luken is a Dayton Ohio pharmaceutical wholesaler 
with a DEA registration that permits it to operate its business. For 
nearly a decade, 3 Plaintiff has been under DEA scrutiny for 
“facilitat[ing] the diversion of significant quantities of the highly 
addictive pain killers, oxycodone and hydrocodone.” The Court took 
judicial notice of the fact that the referenced prescription drugs are 
among a class of opioids that have been commonly recognized as 
contributing to an ongoing opioid crisis in the United States. Over 
the course of its investigation, the DEA has issued numerous 
investigatory subpoenas to Miami-Luken, requiring the production 
of documents to DEA investigators, primarily in the Cincinnati, 
Ohio office. 

RULE 

Supreme Court 9-0 Ruan-Khan  vs United States could not be met to 
establish criminal negligence. and falsely established diversion 
based solely on the use of googles maps and performed absolutely 
no investigation  in Ruan v. United States holding that “§841(a)(1) 
and § 1306.04(a) require the government to provide that a 
practitioner-defendant either: (1) subjectively knew a prescription 
was issued not for a legitimate medical purpose; or (2) issued a 
prescription that was objectively not in the usual course of 
professional practice.” Going strictly by “pill,” numbers is not 
enough to support a prosecution. The government must prove that a 
doctor prescribed controlled substances for no “legitimate medical 
reason” to impose criminal liability as a violation of Section 841(a) 
of the Controlled Substances Act. United States v. Outler, 659 F.2d  



(15) 

1306, 1309 (5th Cir. 1981). The “lack of a legitimate medical reason 
is as essential to the offense charged against [a doctor] as the 
requisite mens rea.” Id. (emphasis added). This Court should 
reinforce that requirement here. 

ANALYSIS 

An order purporting to be a prescription issued not in the usual 
course of professional treatment or in legitimate and authorized 
research is not a prescription within the meaning and intent of 
section 309 of the Act (21 U.S.C. [§] 829) and the person knowingly 
filling such a purported prescription, as well as the person issuing it, 
shall be subject to the penalties provided for violations of the 
provisions of law relating to controlled substances. 21 C.F.R. § 
1306.04(a) (emphasis added). A pharmacist violates this provision 
only if the pharmacist “knowingly fill[s]” a “purported” prescription
—i.e., a prescription that was not written “in the usual course of 
professional treatment.” These critical limitations on a pharmacist’s 
possible liability under § 1306.04 are no accident. They were added 
to the regulation intentionally to avoid the un- warranted and 
counterproductive imposition of liabiity.  When first proposed in 
1971, the regulation lacked the word “knowingly,” which would 
have allowed penalties for any “person filling [an illegitimate] 
prescription.” Purpose of Issue of Prescription, 36 Fed. Reg. 4847, 
4948 (Mar. 13, 1971).  Pharmacists protested such an expansive 
rule, however, and during the comment period specifically “objected 
to the responsibility placed upon a pharmacist under § [1306.04] to 
determine the legitimacy of a prescription.” Comments and 
Objections to Part 306, 36 Fed. Reg. 7776, 7777 (Apr. 24, 1971).  
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The DEA agreed with these comments and changed the legal 
standard in the final regulations, noting the “language [was] revised 
to require knowledge.”(10) 

CONCLUSION 

The “DEA failed to do their job, and the government needed a 
scapegoat after the publicity of the opioid problems.” As in Pronto 
Pharmacy LLC, Tampa Florida, Sun Tree Pharmacy and Jame 
Barclay et al., (see exhibit 5-1A James Barclays’ letter) all control 
medications ordered were legitimate, compounded, distributed or 
dispense by the prescriptive authority of an individual practitioner 
under the CSA to administer, dispense, and prescribe controlled 
substances for the legitimate treatment of pain within acceptable 
medical standards. This is outlined in the DEA's policy statement 
published in the Federal Register (FR) on September 6, 2006, 
titled, Dispensing Controlled Substances for the Treatment of 
Pain, 71 FR 52716. 

___________________________ 

9. The owner of  Suntree Pharmacy is both a pharmacist and licensed practicing Attorney. Suntree 
Medical LLC was a separate closed-door pharmacy that did not dispense retail prescriptions. Suntree Medical 
had a separate DEA registration and was not in any way engaged in the conduct in the Order to Show Cause.  

10. https://youarewithinthenorms.com/2022/02/04/pronto-pharmacy-llc-files-dispositive-motion-
challenging-doj-dea-in-united-states-court-of-appeals-for-the-district-of-columbia-circuit/ pg.2 

https://youarewithinthenorms.com/2022/02/04/pronto-pharmacy-llc-files-dispositive-motion-challenging-doj-dea-in-united-states-court-of-appeals-for-the-district-of-columbia-circuit/
https://youarewithinthenorms.com/2022/02/04/pronto-pharmacy-llc-files-dispositive-motion-challenging-doj-dea-in-united-states-court-of-appeals-for-the-district-of-columbia-circuit/
https://youarewithinthenorms.com/2022/02/04/pronto-pharmacy-llc-files-dispositive-motion-challenging-doj-dea-in-united-states-court-of-appeals-for-the-district-of-columbia-circuit/


(17) 

ARGUMENT 

The regulation at the heart of this case, 21 C.F.R. § 1306.04(a), provides: 
“A prescription for a controlled substance to be effective must be issued 
for a legitimate medical purpose by an individual practitioner acting in 
the usual course of his professional practice.”  

Leo Beletsky of Northeastern calls the government crackdown on 
prescribers getting low-hanging fruit. “The DEA measures success based 
on the number of arrests and prosecutions. Doctors are minor players. 
263 physicians were convicted by the DEA on charges between 
2003-2017, and over 3000 were forced to surrender their licenses.  

They create their targets.  

Who is the biggest prescriber in a region, state, and nationwide? They 
are investigated? 

Who does the most procedures?  

They use ‘flags’ like distance traveled forgetting that by disincentivizing 
and terrorizing prescribers there is no one left to prescribe, and patients 
must travel farther for the same services.  The flags created during the 
pill mill era are now self-perpetuating. If you mine data enough you 
might find something and law enforcement can access data without 
individualized suspicion, probable cause, or any judicial review.   

“Numbers alone can’t determine whether a crime has been committed: 
The ‘normal’ amount of opioid prescribing for a physician treating 
pain or addiction will inevitably be much higher than the average for all 
doctors or the typical amount in most other specialties.”  

https://tonic.vice.com/en_us/article/8x5m7g/opioid-crackdown-chronic-pain-patients-suicide
https://tonic.vice.com/en_us/article/8x5m7g/opioid-crackdown-chronic-pain-patients-suicide
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APPENDIX 

Case: 1:19-cr-00081-MWM Doc #: 147 Filed: 08/02/22 Page: 1 of 2 
PAGEID #: 1213 

UNITED STATES OF AMERICA, Plaintiff, 

v. 
ANTHONY RATTINI, et al., 

Defendants. 

CASE NO. 1:19-CR-81 JUDGE McFARLAND 

UNITED STATES DISTRICT COURT FOR THE SOUTHERN 
DISTRICT OF OHIO WESTERN DIVISION 

UNOPPOSED MOTION TO DISMISS THE INDICTMENT 
WITHOUT PREJUDICE AND STIPULATION 

Pursuant to Rule 48(a) of the Federal Rules of Criminal Procedure, 
the United States of America hereby moves to dismiss the 
Indictment against all remaining defendants in this case, without 
prejudice. The parties hereby agree to unconditionally release and 
hold harmless the United States Attorney’s Office for the Southern 
District of Ohio, Drug Enforcement Administration, its officers, 
employees and agents, and all other federal, state, and local law  
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enforcement agencies involved in the investigation and prosecution 
of the above-captioned case from any and all claims, demands, 
causes of actions or suits, of whatever kind and description, and 
wheresoever situated, that might now exist or hereafter exist by 
reason of or growing out of or affecting, directly or indirectly from 
this investigation and prosecution.  

Respectfully submitted, 

   KENNETH L. PARKER  

United States Attorney 

s/ Nicole Pakiz 

NICOLE PAKIZ (0096242)  

 
Case: 1:19-cr-00081-MWM Doc #: 147 Filed: 08/02/22 Page: 2 of 2 

PAGEID #: 1214 

s/ Sheila G. Lafferty 

SHEILA G. LAFFERTY (0042554) 

s/ Timothy D. Oakley 

TIMOTHY D. OAKLEY (0039965)  

Assistant United States Attorneys  
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221 East Fourth Street, Suite 400  

Columbus, Ohio 45202

(513) 684-3711 
Fax: (513) 684-2047 

 Nicole.Pakiz@usdoj.gov  

Sheila.Lafferty@usdoj.gov  

Tim.Oakley@usdoj.gov 

Approved by Email Authorization: 

s/ Richard H. Blake 

RICHARD H. BLAKE, ESQ.  

Counsel for Miami Luken  

rblake@mcdonaldhopkins.com 

s/ Bradley Davis Barbin 

BRADLEY DAVIS BARBIN, ESQ.  

Counsel for Devonna Miller-West  

bbarbin@BarbinLaw.com 

s/ S. Benjamin Bryant 

S. BENJAMIN BRYANT, ESQ.  

Counsel for Samuel R. Ballengee  

sbbryant@csdlawfirm.com  
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CERTIFICATE OF SERVICE 

I hereby certify that on this 2nd day of August 2022, a copy of the 
foregoing Unopposed Motion to Dismiss the Indictment Without 
Prejudice and Stipulation was filed electronically. Notice of this filing 
will be sent to all parties by operation of the Court’s electronic filing 
system. 

s/ Nicole Pakiz 

NICOLE PAKIZ (0096242) Assistant United States Attorney  

________________________________________________ 

CONCLUSION 

The Appellant is a license pharmacist engaged in the practice of 
practice of pharmacy filing prescriptions legitimate medical use 
authorize by medical/dental providers license and authorize to treat 
patients. Federal law enforcement agencies are unqualified to 
determine whether drugs “have a useful and legitimate medical 
purpose and are necessary to maintain the health and general 
welfare of the American people.” 

Thus demands that the Court vacates the Order of Revocation of 
Pronto’s Pharmacy DEA registration. In the alternative, remand the 
case back to the trial court for adjudication under the proper  
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evidentiary standard.  The decision in this case by this United States 
Court of Appeals  for the District of Columbia will have far-
reaching effects on the professions of Medicine, Dentistry, Nursing 
and other Mid-Level Practitioners and Pharmacist.  The Appellant is 
a Pharmacist Not a Street Drug Dealer.

WHEREFORE, WE DEMAND UPON THIS COURT: 

1. Grant this motion and reverse these findings and decision of 
the Administrative Court, return and restore all privileges of 
the DEA Control Registration Certificates of Pronto Pharmacy 
LLC.  

2. Further, Dismiss the Decision of the Administrative Judge 
Mark Dowd in agency case No: 19-42, Federal Registry filed 
1927282 on December 20, 2021with extreme prejudice.  

3. Return all Files, Equipment, Medication to Pronto Pharmacy 
Llc and its owner Norman J Clement of Tampa, Florida.  

4. The Court must send a clear and strong message in its final 
order to the deliberate misguided actions of the DEA we 
therefore Amend the Reward damages and penalties of 
amounts greater than $8.7 billion U.S. dollars TAX FREE, 
equivalent and base on the Purdue Pharma agreed DEA “RED 
FLAG” settlement of 8.3 billion dollars. 
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September 14 , 2022  

RESPECTFULLY SUBMITTED 

 Norman J Clement, pro se 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that on September 14, 2022 a true and correct 
copy of the foregoing was filed through US MAIL EXPRESS upon 
the following: 

I, Norman J Clement, hereby certify that I and agree to utilize 
jointly the foregoing Respondent’s Notice of Filing the Certified 
List of the Record with the Clerk of the Court for the 

United States Court of Appeals for the District of Columbia Circuit, 
by using US MAIL on September 14, 2022. I certify further that 
Petitioner is pro se, and that service will is accomplished by 
electronic mail to: 

Anita Gay, Esq United States Department of Justice Criminal 
Division/ Narcotic and Dangerous Drugs Section 145 N Street, NE, 
Room 2E-404 Washington, D.C. 20002 (202) 353-7629 
anita.gay2@usdoj.gov  

Norman J Clement 
Norman J Clement pro. se prontopharmacy@aol.com 



RESPECTFULLY SUBMITTED to this court and request this body  
except this 5th supplemental brief to case 21-1262 Norman 
Clement, Pronto Pharmacy vs. Drug Enforcement Administration

Documents in Times Roman  

3653 words  22 pages 

2,267 exhibits and Appendix words, 34 pages,  

 Norman J Clement, pro se 


