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DEPARTMENT OF JUSTI CE
Drug Enforcenent Adm nistration

[ Docket No. DEA- 286P]

Di spensing Control |l ed Substances for the Treatnent of Pain
AGENCY: Drug Enforcenment Adm nistration (DEA), Justice.

ACTI ON: Pol icy Statenent.

SUMVARY: On January 18, 2005, DEA published in the Federal Register a
solicitation of coments on the subject of dispensing controlled
substances for the treatnent of pain. Many of the coments that DEA
recei ved asked the agency to el aborate on the | egal requirenents and
agency policy relating to this subject. This docunment provides such

i nformati on.

DATES: Septenber 6, 2006.

FOR FURTHER | NFORMATI ON CONTACT: Mark W Caverly, Chief, Liaison and
Policy Section, Ofice of Diversion Control, Drug Enforcenent
Adm ni stration, WAshi ngton, DC 20537; Tel ephone: (202) 307-7297.

SUPPLEMENTARY | NFORMATI ON:
Backgr ound

On January 18, 2005, the DEA published in the Federal Register a
Solicitation of Conments on the subject of dispensing controlled
substances for the treatnent of pain. 70 FR 2883. Many of the comments
sought further information about the | egal requirenents and agency
policy relating to the prescribing of controlled substances for the
treatment of pain. DEA stated in the Solicitation of Comments that it
woul d be issuing a docunent providing such information after review ng
the comments. Accordingly, this policy statenent provides practitioners
with a recitation of the pertinent principles under the Controlled
Subst ances Act (CSA) and DEA regul ations relating to the dispensing of
controll ed substances for the treatnment of pain.

Extent of Abuse in the United States of Controlled Prescription Drugs

The abuse (nonnedi cal use) of prescription drugs is a serious and
growi ng health problemin this country.\1\ As the Adm nistration has
announced, recent data indicate that prescription drug abuse,
particularly of opioid pain killers, has increased at an alarmng rate
over the past decade.\2\ Statistics published in the National Survey on
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Drug Use and Health (NSDUH) by the Departnment of Health and Human
Servi ces, Substance Abuse and Mental Health Services Adm nistration
(SAVHSA), denonstrate that prescription drugs account for the second-
nost commonl y abused category of drugs, behind marijuana and ahead of
cocai ne, heroin, nethanphetam ne, and ot her drugs.\3\

\'1\ National Institute on Drug Abuse Research Report:
Prescription Drug Abuse and Addiction (revised August 2005).
(avail able at http://ww. drugabuse. gov/ PDF/ RRPrescri ption. pdf).

\2\ O fice of National Drug Control Policy (ONDCP) press
rel ease, March 1, 2004.
\'3\ 2006 Synthetic Drug Control Strategy (available at http://www.

whi t ehousedr ugpol i cy. gov/ publications/synthetic _drg_control _strat/synth strat. pdf

One of the areas of concern is the nunber of persons who have
recently begun abusing prescription controlled substances. In its NSDUH
Report published in June 2006,\4\ SAMHSA states: "~ “|In 2004, anpbng
persons aged 12 or older, 2.4 mllion initiated nonnmedi cal use of
prescription pain relievers wwthin the past year. This is nore than the
estimated nunber of initiates for marijuana (2.1 mllion) or cocaine
(1.0 mllion)."" Overall, according to the NSDUH report: "~ An estinated
31.8 mllion Anericans have used pain relievers nonnedically in their
lifetinmes, up from29.6 mllion in 2002.'

\4\ The NSDUH report is available at http://ww. oas. sanhsa. gov/ 2k6/ pai n/ pai n. pdf .
The report extracted data fromthe 2004 Nati onal

Survey on Drug Use and Heal t h.

Anot her source of data presented by SAVHSA is that collected by the
Drug Abuse Warni ng Network (DAWN), which provides national estinates of
drug related visits to hospital emergency departnments. According to
DAWN, for 2004:

Nearly 1.3 mllion enmergency departnment (ED) visits in
2004 were associated with drug m suse/ abuse. Nonnedi cal use of
pharmaceuticals was involved in nearly half a mllion of these ED
visits.

Opi at es/ opi oi d anal gesics (pain killers), such as
hydr ocodone, oxycodone, and net hadone, and benzodi azepi nes, such as
al prazol am and cl onazepam were present in nore than 100,000 ED
visits associated wi th nonnedi cal use of pharnmaceuticals in 2004.\5\
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\5\ http://dawni nf o. sanhsa. gov/fil es/ TNDRO7EDvi si t sNonnedi cal UseFor Wb. pdf

A neasure of the problem anong young people is the 2005 Mnitoring
the Future (MIF) survey conducted by the University of M chigan.\6\ The
MIF survey is funded by the National Institute on Drug Abuse (NI DA), a
conponent of the National Institutes of Health (NIH), and measures drug
abuse anong 8th, 10th, and 12th graders. NI DA stated: "~ ~While the 2005
survey showed a continuing general decline in drug use, there are
conti nued high rates of non-nedical use of prescription medications,
especially opioid pain killers. For exanple, in 2005, 9.5 percent of
12t h graders reported using Vicodin in the past year, and 5.5 percent
of these students reported using OxyContin in the past year.'' \7\ In
announcing the | atest MIF survey results, NIH Director Dr. Elias
Zerhouni said that ~"the upward trend in prescription drug abuse is
di sturbing.'" \8\

\6\ http://nonitoringthefuture.org \'7\ NI DA news rel ease, Decenber 19, 2005
(available at http://.

http://ww. ni da. ni h. gov).

Pur poses and Structure of This Docunent

One of the chief purposes of this docunent is to nake clear that
t he | ongstandi ng requi rement under the |aw that physicians may
prescribe controll ed substances only for legitimte nedical purposes in
the usual course of professional practice should in no way interfere
with the legitinmate practice of medicine or cause any physician to be
reluctant to provide legitimate pain treatnment. DEA also wi shes to
di spel the m staken notion anong a small nunber of nedical
prof essionals that the agency has enbarked on a canpaign to " "target'
physi ci ans who prescribe controlled substances for the treatnment of
pain (or that physicians nmust curb their legitinmate prescribing of pain
nmedi cations to avoid legal liability).

To achi eve these ains, this docunent begins with a general sunmary
of the relevant |egal principles and an explanation of the role of DEA
Wi th respect to regulation of controlled substances. The docunent then
addresses specific issues and questions that have been raised on a
recurring basis by physicians who seek gui dance on the subject of
di spensing controll ed substances for the treatnent of pain.

It should be understood that the | egal standard under the
Control |l ed Substances Act (CSA) for prescribing controlled substances
to treat pain is the sane as that for prescribing controlled substances
general ly: The prescription nust be issued for a legitinate nedical
pur pose by a regi stered physician acting within the usual course of
prof essi onal practice. The reason this docunent focuses on the

http://frwebgate4.access.gpo.gov/cgi-bin/wai sgate.cgi WA Sdocl D=5999757712+0+0+0& WA Saction=retrieve (4 of 24)9/6/2006 11:33:44 PM


http://frwebgate.access.gpo.gov/cgi-bin/leaving.cgi?from=leavingFR.html&log=linklog&to=http://dawninfo.samhsa.gov/files/TNDR07EDvisitsNonmedicalUseForWeb.pdf
http://frwebgate.access.gpo.gov/cgi-bin/leaving.cgi?from=leavingFR.html&log=linklog&to=http://monitoringthefuture.org
http://frwebgate.access.gpo.gov/cgi-bin/leaving.cgi?from=leavingFR.html&log=linklog&to=http://
http://frwebgate.access.gpo.gov/cgi-bin/leaving.cgi?from=leavingFR.html&log=linklog&to=http://www.nida.nih.gov

http://frwebgate4.access.gpo.gov/cgi-bin/waisgate.cgi WA Sdocl D=5999757712+0+0+0& WA Saction=retrieve

prescribing of controlled substances for the treatnent of pain is that
there has been considerable interest anong nenbers of the public in
havi ng DEA address this specific issue.

[[ Page 52717]]

The Statutory Role of DEA in Regulating the Prescribing of Controlled
Subst ances

DEA is the agency within the Departnent of Justice responsible for
carrying out the functions assigned to the Attorney General under the
CSA.\9\ These functions include enforcing and adm nistering the CSA
provi si ons governing the prescribing, admnistering, and di spensing of
control l ed substances. Thus, the scope of DEA' s authority is delineated
by the extent to which Congress itself regulated controll ed substances
t hrough the enactnent of the CSA and assigned certain functions under
the Act to the Attorney Ceneral.

\9\ 21 U S.C 871(a); 28 CFR 0.100.

Wiile the CSA is one conponent of the overall regulation of the
practice of nedicine in the United States,\10\ it bears enphasis that
the CSA does not regulate the practice of nedicine as a whole.
Therefore, although DEA is the agency responsible for adm nistering the
CSA, DEA does not act as the Federal equivalent of a State nedical
board overseeing the general practice of nedicine. State laws and State
i censing bodies (such as nedical |icensing boards) collectively
regul ate the practice of nedicine.\11\ In contrast, the scope of the
CSA (and therefore role of DEA) is nmuch narrower. The CSA regul ates
only the segnent of nedical practice involving the use of controlled
substances, and DEA is correspondingly responsible for ensuring that
control |l ed substances are used in conpliance with Federal |aw.

\10\ As the United States Suprene Court stated in an early
deci sion under the CSA, "~ "provisions throughout the Act reflect the
intent of Congress to confine authorized nedical practice within
accepted limts.'' United States v. More, 423 U S. 122, 141-142
(1975). In CGonzales v. Oregon, 126 S.C. 904, 925 (2006), the Court
continued to cite Moore with approval and for the proposition that
the legitimte nedical purpose requirenent in the CSA " “ensures
patients use controll ed substances under the supervision of a doctor
So as to prevent addiction and recreational abuse.'' The Court
further stated: "“As a corollary, the provision also bars doctors
frompeddling to patients who crave the drugs for those prohibited
uses.'' Id

\' 11\ Medi cal specialty boards also play a crucial role in
providing information to the public, the governnent, and the nedical
prof essi on concerning i ssues involving specialization and
certification in nmedicine. Specialty boards maintain the quality of
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nmedi cal care in the United States by devel oping and utili zing
prof essi onal and educational standards for the evaluation and
certification of physician specialists.

In particular, DEA's role under the CSA is to ensure that
control |l ed substances are prescribed, adm nistered, and di spensed only
for legitimte nedical purposes by DEA-registered practitioners acting
in the usual course of professional practice and otherw se in
accordance with the CSA and DEA regul ations. Each State also has its
own |aws (admi nistered by State agencies) requiring that a prescription
for a controll ed substance be issued only for a |egitimte nedical
purpose by State-licensed practitioners acting in the usual course of
prof essi onal practice.

There is nothing new in this arrangenent of responsibilities
bet ween the Federal and State governnents. For nore than 90 years
(starting with the Harrison Narcotic Act of 1914, which was superseded
by the CSA in 1970) Federal |aw has placed certain restrictions on the
nmedi cal use of federally controlled substances while, at the sane tine,
the States have regul ated the practice of nedicine generally. In this
respect, there has |ong been a certain anmount of overlap between the
Federal and State oversight of controlled substances. Beginning in the
1930s and through to the present, States have adopted uniform
control l ed substance | aws that were designed to pronote standards that
are consistent fromState to State and in harnony with Federal |aw\ 12\
One such standard that has al ways been a fundanental part of these
uniform State laws is the requirenment that controll ed substances be
di spensed only for a legitimate nedical purpose by a practitioner
acting in the usual course of professional practice--a requirenent
first articulated in the Harrison Narcotic Act. Accordingly, it has
been the case for nore than 70 years that a practitioner who di spenses
control l ed substances for other than a | egitimte nedical purpose, or
out si de the usual course of professional practice, is subject to |egal
[iability under both State and Federal | aw. \ 13\

\12\ The first such uniformact was the Uniform Narcotic Drug
Act of 1932, which was eventually adopted by every state. That act
was replaced in 1970 by the Uniform Controll ed Substances Act, which
has been adopted by all but two states (New Hanpshire and Vernont).

\' 13\ Congress expressly intended that there would be a dual
system of Federal -state regul ation of controll ed substances by
including in the CSA a preenption provision, 21 U.S.C. 903, which
reflects that this field of regulation was to be shared by the
Federal and state governments. Section 903 states: "~ No provision of
this subchapter shall be construed as indicating an intent on the
part of Congress to occupy the field in which that provision
operates, including crimnal penalties, to the exclusion of any
State | aw on the sane subject matter which would otherwi se be within
the authority of the State * * * "' At the sane tinme, this
provision reiterates what is inherent in the supremacy cl ause of the
United States Constitution--that no state nmay enact a |aw rel ating
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to controlled substances that presents a "~ "positive conflict'' with
t he CSA.

The Meaning of the "~ Legitimte Medical Purpose'' Requirenent

As stated above, the core legal standard is that a controlled
substance may only be prescribed, adm nistered, or dispensed for a
| egiti mate medi cal purpose by a physician acting in the usual course of
prof essi onal practice. This requirenment has been construed to nean that
the prescription nust be " "in accordance with a standard of nedi cal
practice generally recognized and accepted in the United States.'' \ 14\
However, Federal courts have |l ong recognized that it is not possible to
expand on the phrase " "legitimte nedical purpose in the usual course
of professional practice,'' in a way that will provide definitive
gui del i nes that address all the varied situations physicians m ght
encounter. As one court expl ai ned:

\ 14\ Moore, 423 U.S. at 139 (quoting jury instruction).

There are no specific guidelines concerning what is required to
support a conclusion that an accused acted outside the usual course
of professional practice. Rather, the courts nust engage in a case-
by-case anal ysis of evidence to deterni ne whether a reasonabl e
inference of guilt may be drawn from specific facts.\15\

\15\ United States v. August, 984 F.2d 705, 713 (6th G r. 1992).

Simlarly, another court stated:

A mgjority of cases [in which physicians were alleged to have
di spensed control |l ed substances without a legitimte nedi cal
pur pose] have dealt with facts which were so blatant that a
statenment of clear-cut criteria in a formuseful in other cases
woul d have been superfluous to the decision. W are, however, able
to glean fromreported cases certain recurring conconitance of
condemmed behavi or .\ 16\

\16\ United States v. Rosen, 582 F.2d 1032 (5th G r. 1978).

The foregoing quotation nakes a particularly inportant point: that
the types of cases in which physicians have been found to have
di spensed control |l ed substances inproperly under Federal |aw generally
i nvol ve facts where the physician's conduct is not nerely of
questionable legality, but instead is a glaring exanple of illegal
activity.

Specific Areas of Interest to the Comenters
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The comments DEA received covered a variety of issues related to
t he di spensing of controlled substances for the treatnent of pain.
Wil e sone of the viewpoints expressed in the comments were in sharp
contrast with other viewpoints, taken as a whole, the comments indicate
there is significant interest (anmong those physicians and nenbers of
the public who submtted coments) in having DEA address the foll ow ng
t opi cs:

[[ Page 52718]]

The extent and consequences of the undertreatnent of pain
in the United States.
The extent and consequences of excessive use of opioids to
treat nonsevere pain.
Provi di ng nedi cal and | egal gui dance on prescribing
opi oi ds for pain.
El aborating on DEA's policy regarding the investigation of
physi cians for inproper prescribing of controlled substances for pain.
Havi ng DEA provi de reassurance that it is not targeting
physi ci ans who prescribe controll ed substances for pain.
Each of these topics is addressed in this docunment.\17\

\17\ Al so of chief concern to commenters was the issuance by

physi cians of nmultiple schedule Il prescriptions. DEA addressed this
issue in detail in the August 26, 2005, Federal Register docunent
titled ""Carification of Existing Requirenents Under the Controlled
Subst ances Act for Prescribing Schedule Il Controlled Substances.''

70 FR 50403. In addition, DEA is today publishing in the Federal
Regi ster a notice of proposed rul emaki ng (Docket No. DEA-287N) t hat
woul d revise the DEA regul ations to allow for the issuance of
mul ti ple schedule Il prescriptions under certain circunstances.

Comment s Regarding the Use of Opioids

The comments reflect two distinct points of enphasis anong
physi ci ans who specialize in the treatnment of pain. For sone, of
par anount concern i s what they describe as the undertreatnent of acute
and chronic pain. Illustrative of this viewoint, one comenter has
st at ed:

The undertreatnment of pain is recognized as a serious public
health problemthat results in a decrease in patients' functional
status and quality of |life and may be attributed to a nyriad of
soci al, economc, political, |legal and educational factors,

i ncl udi ng i nconsistencies and restrictions in State pain policies.
Circunstances that contribute to the preval ence of undertreated pain
i nclude: (1) Lack of know edge of nedical standards, current
research, and clinical guidelines for appropriate pain treatnent;

(2) the perception that prescribing adequate anobunts of controll ed

http://frwebgate4.access.gpo.gov/cgi-bin/wai sgate.cgi WA Sdocl D=5999757712+0+0+0& WA Saction=retrieve (8 of 24)9/6/2006 11:33:45 PM



http://frwebgate4.access.gpo.gov/cgi-bin/waisgate.cgi WA Sdocl D=5999757712+0+0+0& WA Saction=retrieve

substances will result in unnecessary scrutiny by regul atory
authorities; (3) m sunderstanding of addiction and dependence; and
(4) lack of understanding of regulatory policies and processes.\ 18\

\ 18\ Federation of State Medical Boards of the United States,
Model Policy for the Use of Controlled Substances for the Treatnent
of Pain (2004).

One group representing several organizations of physicians who
specialize in treating pain conmented that it agrees with the follow ng
statenent made by DEA in the Novenber 16, 2004, Interim Policy
St at ement published in the Federal Register (69 FR 67170): "~ "[Clhronic
pain is a serious problemfor many Anmericans. It is crucial that
physi ci ans who are engaged in legitimte pain treatnent not be
di scouraged from providing proper nedication to patients as nedically
justified.'' However, this group expressed the view that the Interim
Policy Statenment would have " “the exact opposite effect'' by
di scouragi ng sonme practitioners fromproperly treating pain. The group
therefore urged DEA to readdress the subject in a way that will pronote
proper dispensing of controlled substances for pain. Simlar views were
expressed in comments submtted by many ot her organi zati ons whose
m ssions relate to the treatnent of pain. For exanple, an organization
representing health care professionals and patient advocates for those
with cancer pain stated: "~ W respectfully request that the DEA
reaffirmits support for areas of the |l aw that support the appropriate
use of opioid anal gesics for pain control and thereby reduce the fears
and uncertainties of health care professionals who treat patients in
pain.'' Wth regard to this point, NIDA has stated in a recent report:

" Many heal thcare providers underprescribe opioid pain relievers, such
as nor phi ne and codei ne, because they overestimate the potential for
patients to becone addicted.'' \19\

\'19\ National Institute on Drug Abuse Research Report:
Prescription Drug Abuse and Addiction (available at http://ww.drugabuse. gov/ PDF/

RRPr escri pti on. pdf

A few other commenters focused primarily on what they believe is
the overprescribing of opioids by sone physicians to treat pain. For
exanpl e, one physician who specializes in pain treatnment stated that
"“the mpjority of high dose narcotic prescribing is for chronic " non-
mal i gnant' pain,'' that "~ "the growth of this practice has been
exponential,'' and that "~ "there have been many probl ens associated with
this practice, including the trenmendous rise in abuse of prescription
drugs in all segnents of the popul ation, especially the youth.'' Al ong
simlar lines, another physician cormmented there has been an
““epidemic'' of deaths and addiction resulting fromthe illicit use of
prescription narcotics, which, according to this conmmenter, is due in
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| arge part to the prescribing of narcotics to "~ a much wi der class of
chroni ¢ noncancer patients, including those with noderate subjective
ail ments such as bursitis, neuralgia, arthritis, headaches, and | ower
back pain.'' Another physician stated the large increase in the use of
prescription narcotics and deaths related thereto "~ "seemto be

coi ncident with grow ng advocacy for use of opioid pain nmedications in
chroni c benign pain syndrones'' and " " al so coincide with the marketing
of expensive new opioid drug preparations which are aggressively
pronoted by the drug manufacturers, and with the growh of professional
and accrediting organi zations that seemdeterm ned to pronote the use
of opioid pain nedications.'

The two distinct areas of enphasis reflected in the comments--the
comrenters' views about the undertreatnent of pain and what sone
percei ve as overprescribing of opioids for nonsevere ail nments--are not
necessarily nmutually exclusive. To the contrary, the coments taken
coll ectively suggest that there may be some physicians who
““undertreat'' pain and others who inproperly prescribe opioids
ostensibly for the treatnent of pain. (DEA presunes, however, that nost
physi ci ans provide appropriate anounts of pain nmedication.) The
comments also reflect that there is a | ack of consensus anobng
physicians as to all the circunstances that warrant the use of opioids
to treat pain.\20\ On this latter point, one physician who specializes

in pain treatment comented: " The treatnment of chronic nonmali gnant
pain syndromes with narcotic nedications remains a controversial area
with the mainstream nmedi cal community.'' This conmenter suggested there

is a need for random zed, double-blind, controlled clinical trials to
fully evaluate this issue. As explained below, it is not DEA's role to
i ssue nedi cal guidelines specifying patient characteristics that
warrant the selection of a particular opioid or other nedication or
regi men for the treatnent of pain.

\20\ One indication of the | ack of consensus anobng physicians on
this point is the follow ng. The Anmerican Medical Association, in a
publ i shed policy statenent (D-120.999) (" "Use of opioids in chronic
noncancer pain''), states: "~ Further controlled trials [should] be
conducted on opioid therapy in patients with chronic noncancer pain
in an effort to identify best practice with regard to sel ection of
bot h nmedi cation and treatnent reginmens [to] identify patient
characteristics that predict opioid responsiveness [and to] provide
support for guidelines on appropriate precautions,
contrai ndi cations, and the degree of nonitoring required in such
patients.''

Requests for Quidance on Treating Patients for Pain

Many commenters expressed the view that it would be beneficial if
physi ci ans had a single docunent providing clear guidelines on the use
of controlled substances for the treatnment of pain. Sone believe such a
document woul d renmedy their concerns about the undertreatnent of pain

by gi ving
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physi ci ans assurance that they can avoid scrutiny by Federal and State
regul atory authorities as long as they follow t hose gui del i nes when
prescribing opioids. Mre specifically, it has been suggested that
t hese gui delines should take the formof a series of questions and
answers to be adopted by DEA. Anong the questions that have been
proposed for inclusion in these guidelines are:

What shoul d be the goals of pain nmanagenent?

How can a clinician assess a patient's pain?

When should a primary care physician turn to a pain
medi ci ne specialist to manage a patient's pain?

How are opioids used to manage chronic pain?

It is certainly appropriate for physicians and nmedi cal oversi ght
boards to explore these types of questions. However, for the follow ng
reasons, it is not appropriate for DEA to address these questions in
the formof a guidance docunment (or to endorse such a gui dance docunent
prepared by others).

First, one cannot provide an exhaustive and fool proof list of " dos
and don'ts'' when it comes to prescribing controlled substances for
pai n or any other nedical purpose. As discussed above, the fundanental
principle under both Federal and State law is that a controlled
subst ance nmust be di spensed by a physician for a legitinmate nedica
pur pose in the usual course of professional practice. Throughout the 90
years that this requirenent has been a part of United States |aw, the
courts have recognized that there are no definitive criteria |laying out
precisely what is legally perm ssible, as each patient's nedical
situation is unique and nust be eval uated based on the entirety of the
ci rcunstances. DEA cannot nodify or expand upon this |ongstanding |egal
requi rement through the publication or endorsenent of guidelines.

Second, as stated earlier in this docunent, DEA s authority under
the CSA is not equivalent to that of a State nedical board. DEA does
not regulate the general practice of nedicine. The responsibility for
educating and training physicians so that they nake sound nedi cal
decisions in treating pain (or any other ailnment) lies primarily with
nmedi cal schools, post-graduate training facilities, State accrediting
bodi es, and ot her organi zations with nedical expertise. Sonme states
al so have continui ng nedi cal education requirenents for |icensing.
Physi ci ans al so keep abreast of the |l atest findings by reading peer-
reviewed articles published in nmedical and scientific journals. DEA,
however, has neither the | egal authority nor the expertise to provide
medi cal training to physicians or issue guidelines that constitute
advice on the general practice of nedicine.\21\

\ 21\ As stated above, DEA does have the authority and the
expertise to investigate and determ ne whether a prescription for a
control |l ed substance was issued for a legitimte nedical purpose in
t he usual course of professional practice within the nmeaning of the
CSA and DEA regul ati ons.
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For these reasons, DEA is not proposing any nedical guidelines on
prescribing controll ed substances for the treatnent of pain.

Whet her To Form an Advi sory Conm ttee

Several nenbers of the public have suggested that DEA form an
advi sory commttee, panel, or working group to devel op and publish
gui del i nes on the use of controlled substances for the treatnent of
pai n. An agency may not utilize an advisory commttee (or panel or
wor ki ng group) to provide advice to the agency or prepare a docunent
for (or in conjunction with) the agency unless all of the procedural
requi rements of the Federal Advisory Conmittee Act (FACA) are
satisfied.\22\ Conpliance with FACA ensures, anong other things, that
persons sel ected by the agency to serve on the conmttee constitute a
bal anced nmenbership that represents a fair cross-section of viewpoints.

\22\ As set forth in FACA, a charter nust be enacted before an
advi sory comrittee can neet. 5 U S.C. App. 2 Sec. 9(c). For an
agency conmittee, the charter nust be filed with the head of the
agency, the appropriate Senate and House of Representatives standing
committees, the Library of Congress, and the Ceneral Services
Adm ni stration Secretariat, 41 CFR 102-3.70. The charter nust
contain certain information, including, anong other things, the
followi ng: the advisory commttee's official designation; objectives
and the scope of the advisory conmmttee's activity; the tine
necessary to carry out the advisory commttee's purposes; a
description of the duties for which the advisory conmttee is
responsi bl e; the estimated annual costs; the estimted frequency of
the advisory conmittee's neetings; and the planned ternination date.

If DEA were to conclude that conpelling considerations necessitated
the formati on of an advisory commttee subject to FACA, the agency
woul d seek to do so in accordance with the |aw and Executive Branch
directives.\23\ At this tinme, DEA does not believe that such
consi derations exist warranting the formati on of such an advi sory
commttee to address the dispensing of controlled substances for the
treatment of pain. However, there are other neans available to an
agency to obtain valuable public input. Wthin the bounds perm ssible
by law, DEA remains firmy conmitted to obtaining the ongoing input of
the nedical comunity, |aw enforcenent officials, and other interested
menbers of the public. Toward this end, the agency wel cones witten
subm ssions fromthe public on this docunent and will continue to
expl ore other legally appropriate neans of hearing the views of
i nterested nmenbers of the public.

\ 23\ See Executive Order 12838 (" "Termination and Limtation of
Federal Advisory Conmittees'').
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The Nunmber of Physicians Who Prescribe Controll ed Substances in
Violation of the CSAIs Extrenely Small and There |Is No DEA
" Crackdown'' on Physici ans

DEA recogni zes that the overwhel mng najority of American
physi ci ans who prescribe controlled substances do so for legitimte
nmedi cal purposes. In fact, the overwhelm ng majority of physicians who
prescribe controll ed substances do so in a legitinmte manner that wll
never warrant scrutiny by Federal or State | aw enforcenent officials.
Contrary to the inpression of sone commenters, DEA has not nodified its
criteria for investigating physicians or increased its enphasis on
physi cians as part of the agency's overall mssion. In any given year,

i ncludi ng 2005, fewer than one out of every 10,000 physicians in the
United States (less than 0.01 percent) |lose their controll ed substance
regi strations based on a DEA investigation of inproper prescribing.\24\
This figure alone should correct any m staken notions about a supposed
DEA " " crackdown'' on physicians. Mreover, as nentioned above, the
responsibility for nonitoring and preventing controlled substance abuse
is shared by State and Federal governnents. Even in the rare cases
where a physician | oses his/her DEA registration for inproper
prescribing, it is often State officials--not DEA--who initiate the

i nvesti gati ons.

\24\ The majority of cases in which physicians |ose their DEA
registrations result fromactions by state nmedi cal boards to revoke
or suspend the physicians' state nedical |icenses.

DEA al ways had, and continues to have, a |legal obligation to
investigate the extrenely small fraction of physicians who use their
DEA registration to commt crimnal acts or otherw se violate the CSA
DEA takes this obligation seriously because even just one physician who
uses his/her DEA registration for crimnal purposes can cause enornous
harm In the words of one commenter: "It takes only a few untrained or
unscrupul ous physicians to create | arge pockets of addicts.'' But DEA
takes just as seriously its obligation to ensure that there is no
interference with the dispensing of controlled
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substances to the Anerican public in accordance with the sound nedi ca

j udgnent of their physicians. It would be a disservice to many patients
i f exaggerated statenments regarding the likelihood of a DEA

i nvestigation resulted in physicians m stakenly concluding that they
nmust scal e back their patients' use of controlled substances to | evels
bel ow that which is nedically appropriate.

Furt hernore, DEA does not apply a greater level of scrutiny to the
prescribing of controlled substances to treat pain as conpared to other
ai l ments. Regardl ess of the ailnent, DEA applies evenhandedly the
requi rement that a controlled substance be prescribed for a legitinmate
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nmedi cal purpose in the usual course of professional practice. The idea
that prescribing opioids to treat pain will trigger special scrutiny by
DEA is fal se.

Types of Cases in Which Physicians Have Been Found To Have Prescri bed
or Di spensed Controlled Substances for Other Than a Legitimate Medi cal
Pur pose or Qutside the Usual Course of Professional Practice

Bearing in mnd that there are no criteria that will address every
concei vabl e instance of prescribing, the foll ow ng exanpl es of cases
are provided to explain how Federal courts and DEA have applied the
requirenent that a controlled substance be di spensed for a legitimte
nmedi cal purpose in the usual course of professional practice.

Application of the Requirenent by Federal Courts

As noted above, the Suprene Court recently stated, in Gonzal es v.
Oregon, that the legitimte nedical purpose requirenent in the CSA
“Tensures patients use controlled substances under the supervision of a
doctor so as to prevent addiction and recreational abuse.'' \25\ The
Court further stated: " “As a corollary, the provision also bars doctors
frompeddling to patients who crave the drugs for those prohibited
uses.'' \26\

\25\ 126 S. . at 925.
\ 26\ Id.

Consi stent with those views, sone years ago, the United States
Court of Appeals for the Fifth Crcuit sunmarized the reported cases in
whi ch physici ans had been found to have violated the requirenent that a
prescription for a controlled substance be issued only for a legitimte
nmedi cal purpose in the usual course of professional practice. In this
deci sion, United States v. Rosen, 582 F.2d 1032 (5th Cir. 1978), the
court | ooked at the case |law and found the followi ng recurring patterns
i ndi cative of diversion and abuse:

(1) An inordinately large quantity of controlled substances was
prescri bed.

(2) Large nunbers of prescriptions were issued.

(3) No physical exam nation was given

(4) The physician warned the patient to fill prescriptions at
di fferent drug stores.

(5) The physician issued prescriptions knowi ng that the patient
was delivering the drugs to others.

(6) The physician prescribed controlled drugs at intervals
inconsistent with |egitimte nedical treatnent.

(7) The physician invol ved used street slang rather than nedical
term nol ogy for the drugs prescribed.

(8) There was no logical relationship between the drugs
prescribed and treatnment of the condition allegedly existing.
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(9) The physician wote nore than one prescription on occasions
in order to spread them out.

The sanme fact patterns listed by the Rosen court remain preval ent
today anong the cases in which physicians have been found to have
i nproperly prescribed controlled substances. This does not nean that
the exi stence of any of the foregoing factors will automatically | ead
to the conclusion that the physician acted inproperly. Rather, each
case nust be evaluated based on its own nerits in view of the totality
of circunstances particular to the physician and patient. For exanple,
what constitutes " “an inordinately large quantity of controlled
substances'' (factor (1) listed by the Rosen court) can vary greatly
frompatient to patient. A particular quantity of a powerful schedule
Il opioid mght be blatantly excessive for the treatnent of a
particular patient's mld tenporary pain, yet insufficient to treat the
severe unremtting pain of a cancer patient.

Agai n, rather than focusing on any particular factor, it is
critical to bear in mnd that (i) the entirety of circunstances nust be
consi dered, (ii) the cases in which physicians have been found to have
prescribed controll ed substances inproperly typically involve facts
that denonstrate blatant crimnal conduct, and (iii) the percentage of
physi ci ans who prescribe controlled substances inproperly (or are
investigated for doing so) is extrenely snall

Application of the Requirenment by DEA

Any final decision by DEA to revoke or deny a DEA registration is
published in the Federal Register. The follow ng are three exanpl es
from 2005 in which DEA revoked physicians' DEA registrations for
unl awful Il y prescribing or dispensing controlled substances. (The
conplete final orders are published in the Federal Register and are
avai l abl e online.)

Robert A. Smith, MD. (70 FR 33207)--Dr. Smith gave one
patient seven to ten prescriptions of OxyContin per visit on a weekly
basis. The prescriptions were witten in the patient's nanme as well as
the nanmes of the patient's father and her fianc[eacute]. Each visit,
the patient paid Dr. Smith a $65 fee for the office visit plus an
addi ti onal $100 for the fraudul ent prescriptions. Dr. Smth al so asked
the patient for sexual favors during office visits. The patient
declined, but, as a substitute, paid another woman $100 to perform a
sexual act on Dr. Smith. Dr. Smth's office assistant al so provided the
patient with blank prescriptions, in return for which the office
assi stant demanded fromthe patient $40 and OxyContin tabl ets.

Anot her patient would give Dr. Smith a list of fictitious nanes and
types of controlled substances he desired, and Dr. Smth would issue
three prescriptions under each nane, usually for Percocet, OxyContin,
and Xanax, at the sanme time. Dr. Smith issued between nine and fifteen
fraudul ent prescriptions per visit and received $100 for each set of
three prescriptions. The patient then sold the prescriptions to a third
party who, in turn, sold the drugs on the street, all with the
know edge of Dr. Smth.

Anot her individual visited Dr. Smith three times in |less than a
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t hree-week period, obtaining fraudul ent prescriptions each tinme. The
i ndividual paid Dr. Smith $500 for 15 prescriptions for Xanax,
OxyContin, and Percocet, which were witten under five different
fictitious patient nanes.

James S. Bischoff, MD. (70 FR 12734)--Dr. Bischoff took a
16-year-old high school student to an out-of-town physician specialist
for energency nedical treatnment after the boy's hand was cut in an
accident. Wen the specialist did not recormend treatnent with a
control |l ed substance, Dr. Bischoff wote the boy a prescription for 100
OxyContin, which Dr. Bischoff personally took to a pharnmacy to be
filled. Dr. Bischoff delivered only 20 tablets to the boy, unlawfully
diverting the remaining 80 tablets. Around the sane tinme, Dr. Bischoff
wr ot e anot her prescription in the boy's nane for 120 Adderall tablets.
Dr. Bischoff also filled this prescription hinself at a pharnacy but
never delivered the tablets to the boy. Later, Dr. Bischoff wote
anot her prescription in the name of the boy for 120 Adderall tabl ets.
The boy's stepnother |earned that the boy was taking the nmedication
only after she
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di scovered the bottle a couple of weeks later. She then checked with
the pharmacy and di scovered that Dr. Bischoff had witten and
personally filled multiple fraudul ent prescriptions for controlled
substances in the nanmes of the boy's famly nenbers, telling
pharmaci sts that he was a close friend and that the purported patients
were too busy to get to the pharmacy. In addition, Dr. Bischoff ordered
approxi mately 46,000 dosage units of schedule Ill and IV controlled
substances from a supplier, and he was unable to account for 32,000
dosage units.

John S. Poulter, D.D.S. (70 FR 24628)--Local |aw
enforcenent authorities were called after Dr. Poulter was observed
parked in front of a convenience store injecting hinself wi th Denerol.
Dr. Poulter failed a field sobriety test, admtted to injecting hinself
with Denerol, and |l ater pleaded guilty to State fel ony charges of
unl awf ul possession of a controlled substance. The plea was held in
abeyance for three years pending Dr. Poulter's successful conpletion of
a monitoring programfor inpaired professionals. In addition to the
crimnal proceedings, his State professional |icensing board took
action based on the Denerol incident and several instances of inproper
use of Fentanyl. Dr. Poulter entered into a five-year probationary
agreement with the State board, agreeing to abstain from personal use
of npod-altering substances. Before conpleting these probationary
periods, Dr. Poulter was involved in an autonobile accident in which he
drove his car off the road after having injected hinself with Fentanyl
and Denerol. Responding officers and nedical personnel found him
““incoherent and very confused,'' and there were visible needl e marks
on his armand hands. A search of the autonobile reveal ed a used
syringe and a plastic container holding Denerol and Fentanyl.

These three recent cases provide illustrations of some of the nost
common behaviors that result in | oss of DEA registration: |ssuing
prescriptions for controlled substances wi thout a bona fide physician-

http://frwebgated.access.gpo.gov/cgi-bin/waisgate.cgi AWA| Sdocl D=5999757712+0+0+0& WA Saction=retrieve (16 of 24)9/6/2006 11:33:45 PM



http://frwebgate4.access.gpo.gov/cgi-bin/waisgate.cgi WA Sdocl D=5999757712+0+0+0& WA Saction=retrieve

patient relationship; issuing prescriptions in exchange for sex;

i ssuing several prescriptions at once for a highly potent conbination
of controlled substances; charging fees comensurate with drug dealing
rat her than providing nedical services; issuing prescriptions using
fraudul ent nanes; and sel f-abuse by practitioners.

I n anot her recent case, United States v. Singh, 390 F.3d 168 (2d
Cr. 2004), a physician who clained to specialize in pain nmanagenent
was convicted following a jury trial of inproperly prescribing a
controll ed substance in violation of the CSA. The court of appeals,
whi ch uphel d the conviction, described the nature of the physician's
prescribing practice as follows (id. at 176):

Si ngh devel oped a schene that enabled nurses to see patients
al one, to issue prescriptions for schedule Il controlled substances,
and to bill for such services. He and the other physicians woul d
pre-sign the triplicate forns and provi de themto non-physician
personnel to use during patient visits. These enpl oyees, although
not trained or legally authorized to do so, filled in all the
requi red prescription information--drug type, dosage, and quantity--
and provided the prescriptions to the patients.

It appears that the physicians at the practice, including Singh,
signed entire books of triplicate prescription fornms in blank
W t hout even knowi ng the identities of the patients to whomthe
prescriptions would be issued or the nature or dosage of the drug to
be prescribed. * * *

Data extracted from Singh's office records reveal ed that the
nurses issued prescriptions for at |least 76,000 tablets of schedul e
Il controlled substances when Singh was not present in the practice
suite.

Thus, Singh is another exanple of a prosecution based on bl atant
crimnal conduct by a physician, and it should cause no concern for any
legitimate pain specialist or other physician who properly prescribes
control | ed substances.

Commencenent of Investigations

On the subject of when DEA m ght comence an investigation of
possi bl e i nproper prescribing of controlled substances, several
comrent ers sought el aboration on DEA's statenents in the Novenber 16,
2004 InterimPolicy Statenment. In that docunent, DEA stated, anong
ot her things:

[I]t is a longstanding | egal principle that the Government " can
i nvestigate nmerely on suspicion that the law is being violated, or
even just because it wants assurance that it is not.'' United States
v. Mrton Salt Co., 338 U. S. 632, 642-643 (1950). It would be
i ncorrect to suggest that DEA nmust neet sone arbitrary standard or
threshol d evidentiary requirement to commence an investigation of a
possi bl e violation of the [CSA].

The foregoing is a correct statenent of the law, and DEA is not
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unique in this regard. Al |aw enforcenent agencies--Federal and

St at e- - have | ong been governed by this sanme principle. The reason DEA
nmentioned this longstanding maximin the InterimPolicy Statenent was
to correct an earlier publication attributed to DEA that enbodied a
contrary view.

Wil e those who commented on the subject of investigations
general |y acknow edged that DEA had properly stated the |aw, sone
asserted that, by doing so, the agency m ght have caused sone
physicians to fear the prospect of being investigated and thereby
di scouraged them from provi di ng proper pain treatnent. DEA believes,
however, physicians will understand that correctly stating the |egal
standard which has historically applied to regulatory agencies is no
cause for alarm DEA does not use its investigatory authority in an
arbitrary manner. Further, as DEA has repeatedly stated in this
docunent and el sewhere, there is no " “crackdown'' or increased enphasis
on investigating physicians, and the statistics bear that out. In 2005,
as in prior years, only a tiny fraction of physicians (less than one in
ten thousand) lost their registration based on a DEA investigation of
i mproper prescribing of controlled substances.

One conment er suggested DEA shoul d announce it will only comrence
an investigation when it has evidence that the physician is prescribing
in a manner outside of accepted nedical standards. To adopt such a
standard woul d conflict with [ongstanding |aw, as previously noted. In
addition, froma practical perspective, such a standard woul d be
i npossi ble to apply because the agency cannot know -prior to comrencing
an investigation--whether the activity was proper or inproper.
Gathering prelimnary information is essential to determ ning whether a
full-scale investigation is--or is not--warranted. By stating the
governing | aw, however, DEA is not suggesting that it investigates
every instance of prescribing in order to rule out the possibility of
illegal activity. To the contrary, the agency recogni zes that nearly
every prescription issued by a physician in the United States is for a
| egitimate medi cal purpose in the usual course of professiona
practi ce.

O her Recurring Questions
What is fueling the recent increase in prescription drug abuse?

There are a variety of factors that nmay be contributing to the
increase in prescription drug abuse. The Director of NI DA recently
testified before Congress:

The recent increase in the extent of prescription drug abuse in
this country is likely the result of a confluence of factors, such
as: Significant increases in the nunber of prescriptions;
significant increases in drug availability; aggressive marketing by
the pharmaceutical industry; the proliferation of illegal Internet
phar maci es that di spense these nedications w thout proper
prescriptions and surveillance; and a greater
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soci al acceptability for nmedicating a grow ng nunber of
condi tions.\ 27\

\27\ The NI DA testinony, which was presented July 26, 2006,
bef ore the House Subcommttee on Crimnal Justice, Drug Policy, and
Human Resources, Committee on Governnent Reform appears in full on
NIDA' s Web site at http://ww. drugabuse. gov/ Testi nony/ 7-26- 06Test i nony. ht ni

I ncreased availability of prescription drugs and sharing
anong famly and friends--The United States Governnent Accountability
Ofice (GAO published a report in 2003 on the abuse of the nost
prescri bed brand name narcotic nedication for treating noderate-to-
severe pain.\28\ The report states: "~ The |arge anount of [the drug]
avai l able in the marketpl ace nay have increased opportunities for abuse
and di version. Both DEA and [the manufacturer of the drug] have stated
that an increase in a drug's availability in the marketplace may be a
factor that attracts interest by those who abuse and divert drugs.'

\28\ The GAO report, "~ "Prescription Drugs OxyContin Abuse and
Di version and Efforts to Address the Problem'' GAO 04-110 (Decenber
2003), is available at http://ww. gao. gov/ new. itens/d04110. pdf.

The 2006 Synthetic Drug Control Strategy states:

Prelimnary data suggest the nost conmon way in which controlled
substance prescriptions are diverted may be through friends and
famly. For exanple, a person with a |awful and nedical need for
some anmount of a controlled substance uses only a portion of the
prescri bed amount. Then a fam |y nenber conpl ains of pain, and the
former patient shares excess nedication. Alternatively, for a famly
menber addicted to controlled prescription drugs, the nmere
avail ability of unused controlled substance prescriptions in the
house may prove to be an irresistible tenptation.

Ease of access via the Internet--It is becom ng
increasingly easy for persons of any age to obtain controlled
substances illegally by neans of the Internet. Numerous Wb sites based
in the United States and abroad sell controlled substances to anyone
willing and able to provide a credit card nunber. Sone of these Wb
sites do not require a prescription. Ohers will provide the buyer with
an illegitimate prescription sinply by having the buyer fill out an
online questionnaire w thout seeing a physician. As the 2006 Synthetic
Drug Control Strategy states, "~ the anonymity of the Internet and the
proliferation of Web sites that facilitate illicit transactions for
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control |l ed substance prescription drugs have given drug abusers the
ability to circunvent the |law as well as sound nedi cal practice.""’

| mpr oper prescribing--As the 2006 Synthetic Drug Contro
Strategy states: "~ The overwhelmng majority of prescribing in Arerica
is conducted responsi bly, but the small nunber of physicians who
overprescribe control |l ed substances--carel essly at best, know ngly at
wor st --hel p supply Anerica' s nost w despread drug addi ction problem
Al t hough the probl em exists, the nunber of physicians responsible for
this problemis a very small fraction of those licensed to prescribe
controll ed substances in the United States."'

Drug formul ati on and nmarketi ng--One of the recomendati ons
in the 2006 Synthetic Drug Control Strategy is to “[c]lontinue to
support the efforts of firnms that manufacture frequently diverted
pharmaceutical products to reforrmulate their products so as to reduce
di versi on and abuse,'' and to " "[e]ncourage manufactures to explore
nmet hods to render * * * pain control products, such as OxyContin, |ess
suitable for snorting or injection.'' Wether the marketing of certain
opi oi ds has contributed to abuse and di version has al so been an area of
di scussi on.\ 29\

\29\ A detailed discussion of this issue is contained in the
above-referenced GAO report, "~ Prescription Drugs OxyContin Abuse
and Diversion and Efforts to Address the Problem'' The
manuf acturer's statenent to Congress in response to the GAO report
is available at http://reform house. gov/ Upl oadedFi | es/ 9- 13- 2005%20Pur due%?0Test i nony.

pdf .
In 2001, FDA announced that it had

wor ked with the manufacturer of OxyContin to nmake changes to the

drug's labeling, including a " "black box warning,'' which FDA states

is “intended to | essen the chance that OxyContin will be prescribed

i nappropriately for pain of |esser severity than the approved use or

for other disorders or conditions inappropriate for a schedul e |

narcotic.'' FDA Tal k Paper: " FDA Strengthens Warnings for

OxyContin'' (July 25, 2001), available at http://ww.fda. gov/bbs/topi cs/ ANSWERS/ 2001/

ANS01091. ht ni

VWhat are sone of the common net hods and sources of diversion?

Di version of prescription drugs containing controll ed substances
occurs on a variety of levels. Some controlled substances are stol en
directly frommanufacturers and distributors. Diversion also occurs at
the retail level with thefts from and robberies of, pharnmacies. In one
survey of over 1,000 pharmacists nationw de, 28.9 percent reported that
they had experienced a theft or robbery at their pharnmacies within the
past five years.\30\ A very snall percentage of physicians also
contribute to the problemof diversion by intentionally, or
uni ntentionally, providing controlled substances to those who are
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thensel ves drug abusers or who sell the drugs for profit.

\30\ The survey was conducted by the National Center on
Addi ction and Substance Abuse at Col unbia University, which
published the results in a conprehensive report on prescription drug
abuse entitled: " “Under the Counter: The Diversion and Abuse of
Controlled Prescription Drugs in the U S. "' (available at http://ww. casacol unbi a.

org/ absolutennfarticlefil es/380-under_the counter__-diversion. pdf

Prescription fraud is another comon source of diversion. This
occurs whenever prescriptions for controlled substances are obtained
under fal se pretenses, including when prescriptions are forged or
altered, or when soneone falsely claimng to be a physician calls in
the prescription to a pharmacy.

" " Doctor shopping'' is another traditional nethod by which
di versi on occurs. Sone drug abusers visit multiple physicians' offices
and falsely present conplaints in order to obtain controlled
subst ances.

What are the potential signs to a physician that a patient m ght be
seeki ng drugs for the purpose of abuse or diversion?

Many physi ci ans have requested a |ist of the possible indicators
that a patient nmight be seeking controlled substances for the purpose
of diversion or abuse. DEA has provided this type of list in various
publications over the years. Wile not an exhaustive list, the
following are sone of the commopn behaviors that m ght be an indication
the patient is seeking drugs for the purpose of diversion or abuse:

Demandi ng to be seen i medi atel y;

Stating that s/he is visiting the area and is in need
of a prescription to tide her/himover until returning to the |oca
physi ci an;

Appearing to feign synptons, such as abdom nal or back
pain, or pain fromkidney stones or a mgraine, in an effort to
obt ai n narcotics;

I ndi cati ng that nonnarcotic anal gesics do not work for
hi n1 her ;

Requesting a particular narcotic drug;

Conpl ai ning that a prescription has been | ost or stolen
and needs repl aci ng;

Requesting nore refills than originally prescribed,

Usi ng pressure tactics or threatening behavior to
obtain a prescription;

Showi ng visible signs of drug abuse, such as track
mar ks.

What are the general |egal responsibilities of a physician to prevent
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di versi on and abuse when prescribing controlled substances?

In each instance where a physician issues a prescription for a
control |l ed substance, the physician nmust properly determne there is a
| egiti mate nedi cal purpose for the patient to be prescribed that
control | ed substance and the physician nust be acting in the usual
course of professional practice.\31\ This is the basic |egal
requi rement di scussed

[[ Page 52723]]

above, which has been part of Anmerican |aw for decades. Mireover, as a
condition of being a DEA registrant, a physician who prescribes
control l ed substances has an obligation to take reasonabl e neasures to
prevent diversion.\32\ The overwhelm ng majority of physicians in the
United States who prescribe controll ed substances do, in fact, exercise
the appropriate degree of medical supervision--as part of their routine
practice during office visits--to mnimze the |ikelihood of diversion
or abuse. Again, each patient's situation is unique and the nature and
degree of physician oversight should be tailored accordingly, based on
t he physician's sound nedi cal judgnent and consistent with established
medi cal standards.

\31\ 21 CFR 1306.04(a); United States v. Mbore, supra.
\32\ 21 U.S.C. 823(f).

What additional precaution should be taken when a patient has a history
of drug abuse?

As a DEA registrant, a physician has a responsibility to exercise a
much greater degree of oversight to prevent diversion and abuse in the
case of a known or suspected addict than in the case of a patient for
whom there are no indicators of drug abuse. Under no circunstances may
a physician di spense controlled substances with the know edge they wil|
be used for a nonnedi cal purpose or that they will be resold by the
patient. Sone physicians who treat patients having a history of drug
abuse require each patient to sign a contract agreeing to certain terns
desi gned to prevent diversion and abuse, such as periodic urinalysis.
Whi | e such neasures are not mandated by the CSA or DEA regul ations,
they can be very useful.

Can a physician be investigated solely on the basis of the nunber of
tabl ets prescribed for an individual patient?

The Suprene Court has | ong recognized that an adm ni strative agency
responsi ble for enforcing the | aw has broad investigative
authority,\33\ and courts have recogni zed that prescribing an
““inordinately large quantity of controlled substances'' can be
evi dence of a violation of the CSA. \34\ DEA therefore, as the agency
responsi ble for adm nistering the CSA, has the |legal authority to
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i nvestigate a suspicious prescription of any quantity.

\33\ Morton Salt, 338 U.S. at 642-643 (" "an adnministrative
agency charged with seeing that the laws are enforced ' may
"“investigate nerely on suspicion that the law is being violated, or
even just because it wants assurance that it is not."'"').

\34\ United States v. Rosen, 582 F.2d at 1036.

Nonet hel ess, the ampbunt of dosage units per prescription will never
be a basis for investigation for the overwhelmng majority of
physicians. As with every other profession, however, anong the hundreds
of thousands of physicians who practice nedicine in this country in a
manner that warrants no governnment scrutiny are a handful who engage in
crimnal behavior. In rare cases, it is possible that an aberrant
physi cian coul d prescribe such an enornous quantity of controlled
substances to a given patient that this alone will be a valid basis for
i nvestigation. For exanple, if a physician were to prescribe 1,600
(sixteen hundred) tablets per day of a schedule Il opioid to a single
patient, this would certainly warrant investigation as there is no
concei vabl e nedi cal basis for anyone to ingest that quantity of such a
powerful narcotic in a single day. Again, however, such cases are
extremely rare. The overwhel m ng majority of physicians who concl ude
that use of a particular controlled substance is nedically appropriate
for a given patient should prescribe the anount of that controlled
substance which is consistent with their sound nedi cal judgnment and
accept ed nedi cal standards w thout concern that doing so will subject
themto DEA scrutiny.

Can net hadone be used for pain control?

Met hadone, a schedule Il controlled substance, has been approved by
the FDA as an anal gesic. Wile a physician nust have a separate DEA
registration to di spense net hadone for maintenance or detoxification,
no separate registration is required to prescribe nmethadone for pain.
However, in a docunment entitled "~ Methadone-Associated Mrtality:
Report of a National Assessnent,’'' SAMHSA recently recommended t hat
" " physi cians need to understand net hadone's pharmacol ogy and
appropriate use, as well as specific indications and cautions to
consi der when deci ding whether to use this nedication in the treatnent
of pain."' \35\ This recommendati on was made in light of nortality
rates associ ated with net hadone.

\ 35\ SAMHSA Publication No. 04-3904. Available at http://dpt.samhsa. gov/ reports/

i ndex. ht m

bt ai ni ng Further | nput From Physicians and Other Health Care
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Pr of essi onal s

In devel oping policies and rules relating to the use of controlled
substances in the treatnment of pain, DEAis firmy commtted to
obt ai ni ng i nput on an ongoi ng basis from physicians and ot her health
care professionals authorized to prescribe and di spense controll ed
substances, as well the views of Federal and State agencies,
prof essi onal societies, and other interested nmenbers of the public. DEA
wel cones the witten conments that any such persons might wish to
submt in response to this docunent. DEA will also continue to evaluate
whet her it woul d be beneficial to obtain the additional views of
physi ci ans through in-person neetings, to the extent perm ssible under
FACA.

Dat ed: August 28, 2006.
M chele M Leonhart,
Deputy Admi ni strator.
[ FR Doc. E6-14517 Filed 9-5-06; 8:45 anj
Bl LLI NG CODE 4410-09-P
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