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July 12,2019

Raymond K. Brown

Deputy Assistant Administrator
Diversion Control Division

Drug Enforcement Administration
8701 Morrissette Drive
Springfield, VA 22152

Loren T. Miller

Policy Section Chief

Diversion Control Division

Drug Enforcement Administration
8701 Morrissette Drive
Springfield, VA 22152

Dear Messrs. Brown and Miller:

Thank you for the opportunity to meet with you and the DEA Diversion Control team on June 21 to
discuss issues of mutual interest and concern. We appreciated the opportunity to receive updates on
relevant DEA policy matters and upcoming guidance and regulations.

To follow up from our discussion concerning whether the Justice Department (DOJ) and/or DEA has a
position on the medical basis of specific prescription drug therapies, we seek written clarification
with respect to a central allegation in the United States’ Complaint, filed May 2, 2019, in United States
v. Rodriguez, No. 3:19-cv-01055 (Northern District of Texas, Dallas Division).

Paragraph 31 of the Complaint states:
There is no medical basis for the simultaneous prescription of any version of the
three “trinity” drugs. In fact, the significant danger resulting from concurrently
ingesting an opioid and a benzodiazepine—as well as an opioid, a benzodiazepine, and a
muscle relaxer—is well documented in peer-reviewed medical literature (emphasis
added).

Insofar as we are aware, neither DOJ nor DEA has otherwise asserted that there can never be a
medical basis to prescribe the “trinity” drugs. The Centers for Disease Control have stated that
“[c]linicians should avoid prescribing opioids and benzodiazepines concurrently whenever
possible.” Centers for Disease Control and Prevention, CDC Guideline for Prescribing Opioids for
Chronic Pain (2016) (emphasis added), https: //www.cdc.gov/mmwr/volumes/65 /rr/rr6501el.htm.
But so far as we are aware, the CDC has not suggested that such combinations are never clinically
appropriate. Rather, the CDC Guideline states that clinicians should “prioritize patient goals” and
“weigh risks of concurrent benzodiazepine and opioid exposure.”
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Moreover, in the course of on conversation on June 21, we believe that your stated position is that
DEA, as a matter of course, does not take positions on the medical basis of any prescription drug
therapy. To clear any confusion, we ask that you provide guidance in writing that neither DOJ nor DEA
have a position on the medical basis to prescribe, specifically the simultaneous of any version of the
three “trinity” drugs, or generally any prescription drug therapy.

Thank you for your attention to this matter.

Sincerely,

Vs

Kevin N. Nicholson, R.Ph.,, ].D.
Vice President, Public Policy and Regulatory Affairs
National Association of Chain Drug Stores

Thonas & Vgl

Thomas E. Menighan, BSPharm, MBA, ScD (Hon), FAPhA
Executive Vice President and CEO
American Pharmacists Association

P
(Foen Bl

Ronna Hauser, Pharm.D.
Vice President, Policy and Regulatory Affairs
National Community Pharmacists Association

CONFIDENTIAL WMT_MDL_000071342
WAG-MDL-03873.00002



Qepacing,
S o .,

U. S. Department of Justice
A - Drug Enforcement Administration

%Q@“g 8701 Morrissette Drive
Horoerest Springfield, Virginia 22152

Lon » 2™

www.dea.gov

NOV 0 4 2019

Kevin N. Nicholson, R.Ph., J.D.

Vice President, Public Policy and Regulatory Affairs
National Association of Chain Drug 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 Department of Justice and/or
the DEA has a medical position on the medical basis of specific prescription drug 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 authority 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 statutory 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 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 controlled substances is for a legitimate medical
purpose in the usual course of professional practice. United States v. Moore, 423 U.S. 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 term 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 oversceing 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, ot the duration of treatment intended
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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,

I trust this letter adequately addresses your inquiry. For information 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.

Sincerely,

P 0 N

Thomas W, Prevoznik
Deputy Assistant Administrator
Diversion Control Division

Enclosure
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“wihat the physician®s.conduet is nol
‘merdly of quisstionahle lopdlity, but
instoad.1s aglaring sxample of loga)
activity:

‘Speclfic Aroas of Interest to the
LCommenters

The coritnbnis DEA reciived coveraid
- varlety of isywesyolaied tothe
dispanshij of comtrolled sybstangés for
the Moatiment of pain, Whils'aoms af the

- vlewpobils. pxpressed ln the comrhents

warn |n nh‘ﬂrrmmmm-with'c_:th‘et
viewpoinla, takan i a wholas, The -
comments: Indicaute’ thore i gignificon
inturest (srigag thoso physiaiang e
wisrnbera-of the p’ubliuwib subimitiad
contmonts) In having DEA-address the
following topics:

W Afooro, 423 LLS, el 190yt juey
nktrantlonk a .
it States v, Auguat, YRS Vel 705, 713 (dth
Cle, 1842),
N';Ll}.ruﬂzd Stales v, Hosen, 382 F.2d 1032 (53 Civ,
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discovirpd the:botlle o'cotiple of weaks
Tater, Shivthih chocked with the -
g _u'n"ﬂa,c?' id-discaverad that Dr,
Iichof iid writtan and fiorsonatly.
Misd multipte findalont préscriptions
Jorcontrafled’substances In tie.namos:
u{lhg,hoy’s-fnmﬂ wiembuorg; talling
pherm

=

ithat he was.a closd friond

_aiibthat the.yuir purted patipnts were (oo

vhﬁiiv]- {o Fé.t't'si'lhﬁ pliarinacy, Incddiflojy

Dr. Dischoff prdered approximtel;
45,060 dos unt?gu mhadulalllivnud-
‘i Starices from 4 .
supplivr.aiid ha'was Vinbbld (oluégoiil
‘for 32,000 dosage unfte, . "
o Johii:$: Potilter; DS, (70 PR

240%0)=Loca} fow, onforcement
euthortiing webo nflad.after, Dr, Poulior:
vas bbsdrviid parked in front'af o
convenlence'store injocting himsoll with
Demautol, Dr, Poulter-failed a fleld
obrlety tost, admittod 1o Injicting
hiigolfwith Damprol.and later ploadbd
‘guilty-to.Staté folony charges of
uildwhil-podsossion-cfa cintrolled
subgtancoThe ples woe held i
.ahax;ahce for throd year, ponding Dr,
Peullor’s giiccesshil complition-of 4
‘mankoking program for impairad:
pr@fﬁss@u‘nﬁ&}-&x uddition yo'the,
crlptivint proceddings; Bl Stale
toflgssional licans n‘?'himd. took stien
ke on the Detierof incldint'imd
soverpliistbnves of Inpirdpir use of
Fotanyl

0 iaky bpidomant with the
Stalg bioard -ni';rgmggadnumm ffom

a

spétéoriol udo of mood-gltering , |
‘subslanicas, Pafors coniploting theso

tobatlohry frolods; Dr, Paislter way
“nvolved-in an automobils accldent i
wlifehhe drove iy cor ofF tho foad R

Hiaving injectsd hiwisglf with Fontenyl

dnet Damero); Rob uncjlngi‘nm¢érb~nnd
nedicel personnel found him:
*incoherantand very confused,” ind
tharé-were viaiblarndailly marks on his
st andbands. A seirol-of the ]
thitofhobila pévi a!l;ojl.h,imid syringe avd:
{ner-holding Demorol gnd’

Fentanyl,
- Thigsa thien recent cases provita
Hiustiitions o somie.al this wost
comirion behaviers that result ini lass of
DEA roglstrations Jasuing prescriptions
for colitrolléd siibstancos withonts Sona
fde pliyslolan:pationt ratattonship;.
Thsui] crip axctiongo for
iy "E'f‘ .vrai-nl:{‘gru's&;pllo il

oneetor & Righly. petant combiation of

-gonwollad substancest clinifing Tosy

ommyniirate with'deag dialing xithia
thonpravidingmedical ssivices? lasuinj
'prnhnrl?lin?hg,im_l_ng.h:nndq‘lgnt oo
and-solfabogs by préstitioners,

. Wivanothor reciint cuse, United'Statds
. Shigh, 300°P.94 168:(24'Glr.2004), &
‘phydiciun whozleimed 1o sprefalize in
Jiahkmantgomen! wasiconvieted.

. Foultor enterod-uto a five-

following & jury telal of improperly
présasibing & controllad sebatance:n,
violittu of Uie:08A; The courl af
gppuiis. which uphild the stivittion,

asciibed tho nafurs of tie phyaician's
;ai,n;cr’ibin'g praplicess follows (id: ut
gk

Singh-devaloped.o scliome thot snobled
uzEos to seo pationtsulone, loloane
proseiififiond lor schaduld 1t conitallod.
sudiatiavene, gutl o bk for such socvices, He:

“iuid (10 o3t phygstelans would pro-slgi the'
v,ll‘ﬁllf‘;:!e.{om%ugld provlde Ehprﬂ'ip.n%n“—
sl

physigian porsonisl Weed doring patlent”
-viits, Thero gipldyues lthough ot Trdtiidi-
u A 1500 s, i lod gl

Tegally aistho
leqmdy prosgsiptieq infoniiotion iy

Iyp#, dosogn, ond gamiilly—and provided ttie
Hresuriplings lo e pntiunis,

T eppoars hot i i’h {olans at 1hy

Pmcl. eo, including Shigh, slgnad vitire

jaokd of triplcato p:esc_ﬂrrlou fasms In.

Blank without evan knowlng the [duititivs of

the alionts to whom the prescriptions wonly
v [ssund.or the nature o5 dosnge &f the drup,

Lo bng prpssaibind, * 0

Dater enxteietnd Ereise Singl's aiflco ravaids
revintid that the nuses lahod praser(plions
for at-Joasy 70,000 tabilets of wehodutie T
contrafled substatcos whon Singhbes not
prosent invthie practice slilto,

Wiua, Singl-is snother oxntiple ofa
prosgcution based on-blatant eriminal .
canduct by physlolmi, and it shonld
cduga nb concern for any lagiiimnte poin
spicialist or atlist phisiclan whd
proparly-prosoribios controlled

-substoticos.

Comménceiisnt ol investyatidng
b sibjoct pFwhon DEA might'
domnenco an investigation of jlovsible
improper prageribing af controllod
aubislances, sevorsl commenterssiouhit
slaboration on DEA’-stutemunts in the-
Novembor 18, 2004 Interim Polley-
Staterizit; In thut dovumant, DEA
staled, among other. things:
. {Hitdi a Jongmanting fogad principle that,
Wia Garvemmdil “cn‘n*;nsmsl gote méroly on

“guspllin thul D T Is bolng violated, or

Aveiy §ust Bueaysoil'vwonts assurancy'that §1 .
0ot Unifed Stotes v Moron Sull Co., A28
Ui5. 002, 042643 (1950}, It would bi:

“lucutyacd Lo auggnst thal DEA i) mue

some arbjirary sfentlord or throshold

a¥ldoniiery fequiremon to cominence an

‘invastigation ol v possihle vislation of the
HG8AL

Tho. fo{qga,gl Iy 5-carroot glotemant of
MioJdw, dind E ﬁ,@ i9 fiot-unique s thig
vopurd, All liw enlGroonibnit spenidds—
Fadovaluid Stale~have long tiven

‘Bovirned by this ssme principle. Tho

vansuivDEA.montivnud this
igpigs[ang!(l?g miaxim in tha tnteclm
Palloy Btatomont wes'to coréact an,
cartier publicatfon atiribiton to DEA.
that émbidiod a contrary viow, _
Whilu thoto wha cominbntad oji thié
subjoct.uf invealigationa generally

-wonld conflletwith loigstand!
-n6 previously nioted, Trs additlon, from o

acknowledgad that DEA bad proparly
sbited tha law, some‘assexied tht, by
doing ao, tlib.oganty inipht have chesd
soms physloiangto feor'ihe tmspuc; of
‘balng itvastightod and tharahy
discoursged thom fram lfmﬂ' g
roper puin treitment. DEA bLaljyves,
nawevar, physicions will undeistand
that corractly stating the tigel standard
whioh’hos Wdstotieally appliod lo
yopuluthry ngenciss is o cansa for
alann, DEA doesnotagoits ~
tavastigalor suthorliy-in siarbiteary
wetner. Firthir: i DEA has sepwstedly
statod 1 thi g dovument oid elsewhera,
there 1y no"erackdown' oFincropsed
wnphisls-on invastigaving physiline,
-abwlillio tutistics boar thal.oud: In 2008,
og {w prior ypars, only-a tiny fraction of

“physielons {loss than onasdn ten

thousarid) losi their registration besed
on n'BEAdnvestigaidn ofimpropsr
prascribing of controllad aubstincoes,
Uno.comiontor suggested HEA

stipuld-snntineot witonly commence
an Invastigation when i has evidence
‘Utnk the physiolaf Is presciibing ina
hannar.outsidd of dccoprad inedjeo}
stepdidlé. Toadapt such n.nmrv.tr;rd

ng biv..

piacticat purspes Lv,n. Al a slandird
would bo:impossible 10 spply bacouse
tha agency-carmotknows=priorto
damimoncing an.investigafion—whailier
tho dctivitywas gropiic or {inpidper,

- Grthoring prelstinary Inforstion is
-ggsudial toduleriining swhethur o ful)-

scalsnvasigation fs-<ar ls-hot—

warrdtad, By stiting the govorning law,

Tuswveveir, DEA Iwno! suggastiing thal it
investigaton svary instance:af
piogoriting in-ordear to rule-otit the
possibility-of itloyal actlvity; To the
contgery, the sgency repognizes thet

‘nmrl?a, avary prescripticn tisted lPru
‘fora

hysician in tha Unitod Statés i
bgitlmate riedical prirposs intthe-usun)
coutso.of-prafsasionalpractis:.
“Othbr Robareing Quostiofns

Whatds fusling the recsnt fneranse in
proseription drog ubuss?

“thord'are o Varioty of factors\lint inay
be contributing o tho Incveasy Iy

restiviption. drog abuga, The Diregtor of
NIDA ricently watifigd Yifdre Cunfroas:
. Tho recant fnaeisy Iy tho oxtont of
?wlnliplluh dnug-sbugo in'Uiig canntey fo-
ikoly the resilr.of.a venBudnco of-{astors,
il nsr Sipnificant-laerenss by the mumlss
01 proscriptibiset sighlRaint (ordasusdrig
wvallnbliitys ggrenstve fiarkiting byt
phutmuciinticnl iidusy; the proliforatton of
illugal Invarmit phiariglos 1liat digponse
Thisse mistiicatinng withnut geapor
Iwesueiptidns aitd sirvetllonte; and o greatoe
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qntin uecapiihilityfor modlaiting a growling
number of coniditions 27 .

v firergdsid al?gllﬂbili%of
‘prescriptlon ‘drugs and dhorihg.among
Janiily and frfonds—Tho Wnited States
Govoramunt Accouinobllity Offtce
{GAD] publishod a report 52003 on the-
ghuso of the most proseslbud biind”
name rarcut s mudication furtrosting

i _de‘rgl_q-_m«.éaya‘;u‘gal,m?ﬁ-'l’hh woport
statas: “The larga umaount of lilia ﬁrﬂ‘!sl
‘avaijate inthe marketplaca may have
{aeruased gpposunities for abuse sni
diverslon, BoDEA g [,
ritriufaciurer of the-drujsl have tited
that:an ingreasé in o'drap's avallabilin
s the imhrketplace piay bivy factor-that
mizaclts Enterastbidliose whoabiiee anid
divert drugs”* -

The 2008:5imthetic Deag Control
Stratopy statos:

Piall;nim‘gy‘.dm suslast Lo ost cominon
way Inwldel contraliod pubstonce
‘preseriplions pra diverled ey hy thivugh
F_riarl’(ji ahd fandily. For oxampliy, 0 purion
with u lawlulaind inudlil yeud for some
amiount of ncapirolled sulslince usgs anly
aportion of Gid prostribod anoiing, Thun o
famlly.masbe coripleins of pate;and the:
former pailant sharey axuuss mudicatisn, |
Allesnatively, for o fumily mombor addivtad
ta conliolisd g _!i:{ipl!_or,l_dq\'u?{._ﬂm‘ﬂuw
‘ovallability pm\l&nd contioliod sulistance
prescriptions i the houso may provba o bo
un TreusTatibl i platl g, ) .

& :Bosd af acthis vid thie fnlgrnet~-14a
‘Lecoming inerensingly eisy. for pariuns
of ariy sge 16 ablath controlld-
bstaneos Magnlly by moons-of tha
‘Internat; Niimoraus Web.sitag based in *
Vo Uni Biatogand byond sl

conteollad substencos to ijoris willfng
sondabletp prividon erodit tavd:
inibor, Some of those- Wb gltes de not
‘fofuive o progeviption, Otherswill
provido thy buyor with bn [Hegitinate
prescriptinn sirply by having, tha buyer
‘El}’qm an onling quéstionngire without
‘soning-d-phystelan. As the 2006
Synthetle Drug Contral Siratbpy statay,
“the anoisyinity &F thotintesnet’and the
‘proliffcalicn of Web.sitdy that facilltata

Hiclesansittiony f6i controtled.
subglunco proseriplion drugs have givon
drujrabuserd thawblity twelroysivant
th lasi da-well o nound medical

pract . .
» Improger préstriliing-—Aa o 2046,
Syntliotic’ ﬁm'ggoﬁg;ut 'ft;.;t&;gy!;}i'gawu'

Wi RIBA Toittmbuy, yohich wad ;irl;i:im,é,ll July
adn

.~ 3, 3000; balorgthal Iywse Subcorm us
Cftt.ni‘lﬁl’ %, g iy,

URt(Ce, Liug Policy, and Vit

/Conimitiad pi Govérnmbtit Refarns,
i dullon N;i_:_)\'& Walsaltd 81 hirprt/
o1 Dt

n}:ﬁ#ﬁifénr.amﬂ{. )

Tl GAD oy, “Prracaipiyan Dy
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