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WASHINGTON - Congress is moving ahead with a bill that could
undo Oregon's pioneering law allowing physician-assisted suicide

Search the web and aftect how doctors nationwide treat their patients' pain.

AN &
- The controversial bill is expected to pass the House Judiciary
ronercu o (TIRED) Committee as early as Thursday.
Inside News It would effectively overturn the Oregon law, the first in the nation
Nationline that allows doctors to help terminally ill patients who meet certain
Washington criteria take their own lives.
World
Politics The bill would allow doctors to use federally controlled drugs such as
Obinion morphine to relieve pain, even if the unintended result is death, but
—pinion would not allow such prescriptions if meant to cause death.
Columnists
Snapshot Supporters of the legislation - including the National Conference of
Science Catholic Bishops, right-to-lite groups and the American Medical
States Association (AMA) - say the bill would encourage doctors to treat
Weird news pain aggressively, which would create less demand for assisted
- suicide. "It's a step forward to recognize the aggressive treatment of
Search pain," says Thomas Reardon, AMA's president.
% But opponents, including many health-care and pain-relief groups,
“Our site say the legislation would make doctors more nervous about
Yellow Pages prescribing pain medication because they would fear investigation by

federal law enforcement authorities.
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Oregon Gov. John Kitzhaber and other critics also say it would
violate states' rights.

"How are you going to determine a doctor's intent?" asks Susan
Wincler, director of policy and advocacy for the American
Pharmaceutical Association. Her group says a dose needed to relieve
major pain in one patient could be lethal in another.

The bill, revised since it was proposed last year, has gained
considerable bipartisan support. Its authors are powerful House and
Senate members who are determined to pass it, although they might
run out of time to do so this year.

The issue reflects a growing movement, at the state and national
levels, to address prickly end-of-life issues, especially pain
management.

The growing interest is largely a response to Oregon's law, which did
not take effect until 1997 because of a court challenge. It's also the
result of the graying of the baby boomers, many of whom have
elderly parents and are starting to feel their own aches and pains.

Oregon is the only state that allows assisted suicide, and some states
have criminal penalties for doctors convicted of it.

The bill's authors say their legislation, which deals strictly with drugs
on the federal Controlled Substances List such as narcotics and
opiates, would not bar Oregon's doctors from using other drugs or
means to cause death. But backers of Oregon's law say it would
nullify what they've done. "Only controlled substances are reliable
and predictable" for assisting suicide, says Barbara Coombs Lee,
executive director of the Compassion in Dying.

Other drugs would cause more suffering, she says.

All 15 people who used the Oregon law to die last year took
barbiturates, which are controlled drugs.

Oregon's law appears to have emboldened doctors to treat pain more
aggressively.

Doctors there prescribe twice as much morphine per capita as do
doctors nationwide, according to data for the first quarter of this year
from the Drug Enforcement Administration.

And last week , in what might be the first such action nationwide, the
Oregon Board of Medical Examiners disciplined a doctor for treating
his patients’ pain insufficiently.

Rep. Bart Stupak, D-Mich., a sponsor of what's being called the Pain
Relief Promotion Act, says he thinks the bill will attract enough votes
to pass the House of Representatives.

The Senate has yet to take action on the bill, but the main sponsor

there, Sen. Don Nickles of Oklahoma, is the chamber's
second-ranking Republican. He could take the bill directly to the
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Senate floor after House passage. "It's one of his highest priorities for
this year," says his spokeswoman, Gayle Osterberg.

Sen. Ron Wyden, D-Ore., who has written a bill that would try to
improve pain management without revoking Oregon's law, plans a
filibuster against Nickles' bill.

The Clinton administration has yet to take a position on the
legislation.

« Go to Washington news
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Office of Legislative Affairs

Officc of the Assistant Attorney General Washington, D.C. 20530

Honorable Henry Hyde k D kﬁ*ﬂlﬂ2~ at
Chairman g — et
Committee on the Judiciary

U.S. House of Representatives 2.0
Washington, D.C. 20515 Cjkk*e/ 6t¥- () »

Dear Mr. Chairman: _/43?4%#?//

This letter presents the views of the[@epartment of Justiégl
on H.R. 2260, the “Pain Relief Promotion Act of 199%99.”

H.R. 2260 makes two changes to federal drug policy as it
relates to the use of controlled substances by terminally ill
patients. First, the bill provides that controlled substances
may be used to alleviate pain in the course of providing
palliative care to terminally ill patients. The bill also funds(

research and education on the appropriate use of controlled M
substances for this purpose. The Osupports these
provisions of H.R. 2260. NI TVE e JR RO

Second, H.R. 2260 states that the use of cont
substances to assist a terminally ill person i )
guicide is not authorjzed by federal law. gh the}7r4€16164“*‘

i i i ician-assist su & ab—a-
Poticy-—matter, the Department is concerned aZbout this bill in two
respects -- its possible impact on the Attérney General'’s
discretion in regulating controlled substances and its use of the
Controlled Substances Act (CSA) to reflect a federal policy
concerning physician-assisted suicide.

itting

pPalliative Care

.Section 101 of H.R. 2260 amends section 303 of the CSA, 21
U.S.C. § 823, to specify that the use of controlled substances to
“alleviat[e] pain or discomfort in the usual course of
professional practice” is a “legitimate medical purpose” under
the Controlled Substancea Act, 21 U.S.C. § 841 et geqg., “even if

Draft July 30, 1999 (5:29PM)




the use of such a substance may increase the risk of death.”
Because a physician who acts with a “legitimate medical purpose”
is acting in compliance with the Act,® H.R. 2260 creates a “safe
harbor” against administrative and criminal sanctions when
controlled substances are used for palliative care. Sections
102, 201 and 202 amend the CSA and the Public Health Service Act
(42 U.5.C. § 299 et seqg.) to authorize the Attorney General, the
Administrator of the Agency for Health Care Policy and Research,
and the Secretary of the Health and Human Services Department to
conduct research on palliative care, collect and distribute
guidelines for the administration of palliative care, and to
award grants, cooperative agreements, and contracts to health

schools and other institutions to provide education and training
on palliative care.

The Department fully supports these measures. Ambiguity
about the legality of using controlled substances to alleviate
the pain and suffering of the terminally ill can inhibit
physicians from prescribing adequate pain medication for these
patients. H.,R. 2260 would eliminate this ambiguity and remove
the threat of administrative and criminal sanctions in this
context. This will allow physicians to act according to their
professional judgment in caring for the terminally ill, who are
often in the most extreme pain. (L.

We undepstapd that the American Medical Association is
advocating gn amgndment to gection 102 of the bill tha ould
curtail thg¢ Department’s discretion in enfoxcing tie CSA by
subjecting the enforcement authsoriky of the Drug/Enforcement
Administfration (DEA) to any gdideliRes that the/Health and \Human
Serviceg (HHS) Department promulgate® on the proper use of
controYled substarices for fpalliative \¢care puyposes. We do hot
think /it is good pplicy %o constrain the digcretion and judgment
of the DEA, the agency with expertise\in enforcing the nation’s
drug/laws, with guidelihes promulgated an /agency whose
condiderable expertlise/ lies elsewhere.| Neor is such a provigion
necessary to ensure\HMS input since DEA aggents would already be
required by H.R. 2260 to take HHS guidelines into account in

deciding whether to proceed. Accordingly, we would oppose such
an amendment to section 102.

1

Seg, e.gq., 21 C.F.R. § 1306.04(a) (authorizing
prescriptions only for “legitimate medical purposes”).
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As currently written, hewewer the portions of H.R. 2260
addregsing palliative care have the DepArtment’s support.

Physician Assisted Suicide

Section 101 amends section 303 (21 U.S.C. 823) of the CSA to
add subsection (i), providing that “[n]}othing in this section
authorizes intentionally dispensing, distributing, or
administering a controlled substance for the purpose of causing
death or asseisting another person in causing death.”

This language may be construed to curtail the Attorney
General’s authority under the CSA. Because the amendment
modifies all of section 303,? which is the section that
authorizes the Attorney General to register individuals to
manufacture and dispense controlled substances under certain
circumstances, H.R. 2260 could, if read as a prohibition,
restrict the scope of all registrations granted by the Attorney
General. Under this reading, no registration could allow a
physician to dispense controlled substances for the purpose of
asgisting in a suicide. The newly proposed subsection (i) (2)
narrows the scope of registration of physicians practicing in
States, like Oregon, that authorize physician assisted suicide
undex certain circumstances.’

If the non-authorization is interpreted as a ban, failure to
adhere to the narrower restrictions mandated by H.R. 2260 would
subject physicians to criminal and administrative sanctions in
the event they prescribe controlled substances to assist a
suicide. Because a physicilan’s registration under 21 U.S.C. §
824 may be revoked based on an applicant’s failure to comply

2 The proposed amendment refers to “this section” - and

not only to the newly added subsection (i). The amendment would
therefore apply more broadly to all of section 303.

2 The new subsection (i) (2) would provide that “in
determining whether a registration is consistent with the public
interest under this Act, the Attorney General shall give no force
and effect to State law authorizing or permitting assisted
suicide or euthanasia.” Because the “public interest’ is a
touchstone ingquiry in a registration revocation proceeding under
21 U.S5.C. § 824(a), this new subsection would grant the Attorney
General authorization to revoke a registration for administration
of controlled substances to assist a suicide.
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‘with applicable State, Federal, or local laws relating to
controlled substances,” the Attorney General would have the power
to revoke or suspend registrations of physicians who have
violated the terms of their registrations by prescribing
controlled substances for the purpose of assisting in suicides.
H.R. 2260 might also authorize criminal prosecution because the
CSA makes it a crime “for any person knowingly or intentionally”
to dispense a controlled substances “[elxcept as authorized by
this subchapter.”‘ If H.R. 2260 is construed to mean that a
physician’s registration did not permit dispensing for the
purpose of asgsgisting a suicide, then such dispensing would not be
“authorized by this subchapter.”®

More fundamentally, we are not convinced that a federal law
prohibiting physician-assisted suicide would be wise policy at
this time. Although the President strongly opposes the practice
of physician-assisted suicide and supports legislation banning
federal funding of such activity,® a direct federal ban on

¢ 21 U.S.C. § 841(a); see also 21 U.S.C. §
822 (b) (“Persons registered by the Attorney General under this
subchapter . . . are authorized to . . . dispense such substances

. to the extent authorized by their regigtration and in
conformity with the other provisions of this subchapter.”)
(emphasis added) .

$ The net effect of this amendment may be essentially to
checkmate state laws, such as Oregon‘s Death with Dignity Act,
that authorize physician-assisted suicide, because physicians who
comply with mandated state procedures may nevertheless lose their
DEA registrations or be subject to federal criminal prosecution.
Physicians under an Oregon-like scheme cannot prescribe
controlled substances to assist suicide under the guise of
alleviating pain because the state law requires a paper trail
documenting the intent to assist in the requested suicide. See,
e.g, O.R.5. § 127.855 (specifically requiring a physician in
Oregon to “document[] or file(]l” evidence of compliance with the
Oregon Act’s notice and waiting period requirements in the
patient’s medical record, and “indicat({e] that all requirements

under [the Oregon law] have been met”). A physician who does not
leave such a trail risks criminal prosecution by the State. See,
e.g., id. § 127.885 (exempting physicians from criminal

prosecution only if they comply with the Act).

© See Assisted Suicide Funding Restriction Act (1997).
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physician-assisted suicide would do more than simply prohibit
federal funding. A direct prohibition would, for example,
clearly overturn the judgment of Oregon voters that physician-

assisted suicide is appropriate under certain conditiong and
after certain procedures have been followed.;

he moral and ethical issues surrounding the propriety of
physician-assisted suicide are difficult and are currently being
debated in State legislatures all across the nation. The Supreme
Court in Washington v. Glucksburg declined to cut short this
debate by precluding States from banning physician-asgsisted
suicide, and we think it may be similarly advisable not to
curtail the debate by precluding States from authorizing
physician-assisted suicide. As many Justices noted in
Glucksburg, this is the type of issue best left to the laboratory
of the States in the first instance.’ For these reasons, we
think the time is not yet ripe for federal interventio%:j

Additionally, the Department does not believe that the
Controlled Substances Act is an effective or appropriate vehicle
for establishing a federal policy on physician-assisted suicide.
In practical terms, the CSA is an ineffective tool for banning
physician-assisted suicide. It is our understanding that in the
most common “prescription” for death, controlled and non-
controlled substances are uged in combination; in such cases, the
controlled substance is used as a sedative while the non-
controlled substances is the actual cause of death. Because H.R.
2260 bans only the use of controlled substances, it is probable
that at least some patients and physicians in states with
authorized physician-assisted suicide procedures would forego the

controlled substance sedative, resulting in more painful deaths
for the patients. '

More broadly, the CSA is a complex regulatory system,

7

Glucksburg, 117 S. Ct. 2258, 2274 (noting that debate
over physician-assisted suicide is underxrway in the States, “as it
should in a democratic society”); id. at 2303 (O'Connor, J
concurring) (endorsing majority’s result, which left “the
challenging task of drafting appropriate procedures for

safeguarding . . . liberty interests . . . to the ‘'laboratory’ of
the States”); id. at 2293 (Souter, J., concurring) (emphasizing
that, in light of current state experimentation, "“[t]lhe Court

should stay its hand to allow reasonable legiglative
consideration [of this difficult issuel”).
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supported by criminal, civil and administrative penalties,
designed to keep legally available controlled substances within
lawful channels of distribution and use, and to prevent their
diversion to illicit channels. See S. Rep. No. 91-613, at 3
(1969) . The particular drug abuse that Congress intended to
prevent in the Act was the abuse deriving from stimulant,
depressant, or hallucinogenic effect on the central nervous
system of controlled substances. The Controlled Substances Act
is therefore ill-suited to be the platform for the articulation
of national policy on physician-assisted suicide because
physician-assisted suicide does not involve either the issue of
diversion of drugs to illicit channels or the issue of drug abuse
for psychoactive effects. Nor does it make sense to charge the
DEA with interpreting federal policy regarding the “earnest and
profound debate about the morality, legality, and practicality of
physician-assisted suicide,”® simply because such suicide may
involve the use of controlled gubstances. Furthermore, addressing
an issue as charged as physician-assisted suicide in this way
obfuscates the importance of discussion and debate about the
wisdom of such a poliecy, and may hinder Congressional

accountability for the policy, which is a valued aspect of our
system of government.

Thank you for this opportunity to present our views. The
Office of Management and Budget has advised use that from the
standpoint of the Administration’s program, there is no objection
to submission of this letter. Please do not hesitate to call
uponn ug if we may be of further assistance.

Sincerely,

Jon P. Jennings
Acting Assistant Attorney General

cc: Honorable John Conyers, Jr.
Ranking Minority Member

Washington v. Glucksburg, 117 S. Ct. 2258, 2275 (199%7).
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July 19, 1999 '

Honorable Ron Wydcs
U.S. Senate

717 Hart Building
Washington, DC 20 IGT

Dear Senator Wyden:

Senutor Nickles (OK) aﬂd Congressman Hyde (11.) have introduced the ' F
Act of 1999," which conti wﬂwfednrﬂkbmewﬁecmmmlﬂ Diegon
physician assisted suigide, twice approvad by Oregon voters. Proponents have
hill will & impeove and gnhance “pain management” throughout the country and
Oregon’s unique law | As you know, OMA opposed the 1998 Nickles/ Hyde
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implications to approgrists pan management for terminally ill patients und the potential for
rifss e

plysicians to face erimunal, charges, adoomistrative peaalties sud loss of lice

l
TthMAcmmuu o have these same substagitiva concerns regarding the 19

legislation and its
mnpact on appropriatey medical treatmest, not only in Oregon but throuy country. Because
of this, the Osegon Mpdjcal Asuociation gppozes the ‘Pain Relief Promotin of 1999.’
Regardless of one’s ppdition on the issue of physician assisted smude N' de legislation
fails to resolve 8 nwmbey of issues raised by a varicty of national orga opposed the
1998 bill, Those concerns are ss follows:
I
1. Tn alettor to Jonsjhg Schwu.rtz,US Departioent of Justice, regarding ontrolled
Substances act, Qregan Deputy AG David Shuman stated that ... mdw{ntsous ace that
Congress not o mtmmdﬂwDEAwmmferemmmusof , but that i
mtended w addrens|s completely different problem, the so-called * on drugs.” The Suprcme
Court long has tacagnized that “direct cantrol of medical practics iy the S is beyond the:
power of the fedgryl governmen.” Tﬁ
2. If the Department gf Justice i3 suthorized to rule whether prescripti ofp*inmediu‘dmsisa
“legitimate medizal purpose™ we can only conclude that it must regulations to
determine the stundard of medical caze, which may directly conflict with tesponsibility for
standards of practiee for end of life cars.
3. The OMA ¢o s'with Thomas A. Conytantine’s outline of the p aspects for

determinxtiom of | iolation of the CSA as outlined in his letter to C
agrees that any prexcriptics whith may have a double effcet ..
spplicarion of ¢ %SA naDEAwouldhnvewatmeﬂu
to determine whnt nphysluansmmnﬂm

ussisted suicide.

Hyde and
a new znd differsnt

on § case~by-case basis

¢ have no quarrel with legisloion which would|cleady snd directly

4. Congrass has th lgm aahoeiry w consider McuduFMmMW'pmwm

prohibit Oregon|s Jaw: howevar, the Nicklew/Hydo bill fals in the

hiding bebind the
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cunain of improving “pain management” and, in our opinion, fails in thx
Association belieyey the custent proposal will also have a chilling of JEpressive paim
mmagemanlnd ddguelmbauytoﬁdnnl,m moent officials to
investigate and detarmine a physician’s state of mind when pre:

could cause s pat sduﬂ:.
S. ThoNir.klslﬂy hill would establish forx the first tims federal @
stendard of practic Whl.chhuhmunybmldltolhesm
befure the Constitution Subcomnmttes of Judiciary (regarding the prope
ﬁdﬂﬂm Fn!-!lltlwé),‘Nofeda-ﬂMuuwdd,h =
1ssue of assistad suicide through their legislstures, their medical boarg
AMA wenton to ) ‘ﬁuﬂmlmwﬁem
scope of medical practice. Stute medical boards ars universally authorized
mbmvm mpamvfunpmpetprsm‘bmgamibkm .
suspeqsion or revbeation of & physician’s license to practice med .
the stare.” :
6. In regerd to the ability of phyzicians to yely on stste standards, the terin
Nickles/Hyde fly ir Fbe&uot‘prmusobjeﬁmswﬁduﬂ
by the 1998 textimeany of the AMA, “... the AMA belicves thet expanding
mm:smmwobemmmblafndca]mmw
thtpn:hranf
7. The new legisiat nﬂlddmwwml’w.\mmm

Enclosed a copy of oy [}agzlwmsd'sm!yﬁlofﬁem]iuﬁmmd qflh-'rain'!!alid’
Promotion Act of 19997 which outlines sdditional coovems rsised by this bill. We recognize that

muny interest groups hgve sigoed off on it as an “ioprovement” md of sppropriate
pEin management with 3 monstary “carrot” for bospice, but wo believe itiis sdvised ond
dangarous precedent v chwtﬂdommhmmmgmdforﬂ:cumdpﬁm We would
appreciats yous SUppe ﬁrmtﬁbgﬂaﬁmnﬂmﬂbemhrapmdbmm
you may have. !
Richard G. Kincgde
Presudent
<% S-m&rﬂmmhh WMBWW

Representative David Wu me azio

Ropresenative Grag Walden WW]W

710/€00°d 98c0# NOILYTSIOIT HLIIVIH 28 069 202 HO:LT 666T.0€ 1TNAL




8202 228 2717 SEN RON WIDEK - DC TI3UIYY 1AL P Uuasy I
¢ JuL~32-1993 13:55 OREGON MEDICAL HSSN P.24./P3
L T e - hee © —< mw o vv-nu-A_“- u‘I::I! - i lguux/lm‘l
Law Offioe of
. Cooney & Crzw, P.C.
Matk A. fangaga= A Profecsiem! Dupomsoo
Paul A_ Conary™™ 253 8. W, Fitp Avense, Suke sv0
m-:%mcy ﬁm:m “Alna ity “Diﬁﬂ:fcfwu
rﬁd—dlfc;:rv ctnnn441¢!t:. Ber
Savew L. Wiiliamg oongyoreeiac],com meml] V. Wamiay, J1. 1930-1599
July 9, 1999
MON“MCCIWM
Mr, Seatt Gallane

Dirsctor of Gaver
Oregon Medical Asx
5210 S.W. Corbett AV
Portland, OR 97201

Re:  FRedersl

Dear Scott:

The purpose of this carrespondence is to fallow up on our initial June 23, 1999 anulysis of
the Federal Pain Relief| PFmﬁm Act of 1993 (S. 1272) which was introduged by Senstor Don

Nickles (R-Okis ) an J , 1999, A similar version was introduced in the House by Representative
Heary Fiydo (R-I,) (H.R.|2260). The main purpose of thcse bills 1 10 dispensing pain
medication is a legiti tpedical purpose and 16 prokibit dispensing of u-f:ubnmmﬂ:nbn
purpose of causing the d¢ath of an individual. Contrary w earfier oppositi ff similar propossd
legislanian, the American W Associtrion (AMA) spparently supporrs passage of this particular
bill. Consequemly, you to koow whether the current Jejgisiative pr radically differs from
oarfior bills addressing 1Fmatwhid1wmddﬂphinﬂl=AMA':dnngain jtion), or is tho AMA.
now simply contradicting eprfier swsemems which questioncd the authority of the federal Rovernment
to regulste directly the prectice of medicine,

Questivn Pressnted

Dous the Pxin At of 1999 raise similey legal lssu mg the authority
of the federnl go to rugulate the practice of madicine as did the Drug Ahuse
Prevention Act of 19987 | ‘

; Short Answer
Compared 10 egtiier proposed legislation, the current legisiative proposal to smesd the

Corarolied Substances A¢t| aimilar Jegal issues reganding the suthority of the foderal govemment
to cegulste the practioe pfimedicine. ;
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CoonNgy & Cruw, P.C
Scott Gallant
Page 2
Discastion

In July 1998. njembers of Congress debated the Lethsl Drug Abuse Act which
would have _prn!ﬂb‘ned tispenzing of 2 controlled substance with x p causing the sulclde
of an mcfawdull. At time, the AMA tegtified in opposition to the bafore 3 House
subcom_lmmt. _T!!e vaiced by the AMA were that the bill might di appropriate
sggreesive palliative thay the legialation represented an le mm of the

DEA imo nme regulniwp of the practice of medicine. *

) HR 4006, 105th
" amended the Comtrolled

ongresa, 2d Sassion (Jun. S, 1998), Specifically, the bill would havae
srances Act to statw that a physicisn®s Drug Enforyemant

Administration (DEA) ljcense could be revoked upen a finding that the ician

has intentionally dispeased or distributed a controfied substance
i In cqusing. the sicide or euthanasia af:my

1 Hearing on RR 4006, before the Subcommitiee gn the Con "the House
Covunittee on the Judicjary (Tul. 14, 1998) (oresented by Thomas 3. R MD). With respect
to palliative care, the AMA, stated thar:

{Ulnder tha nEHLR. 4006, wdmg therapias for nmmmﬂ

becoms st cally suspect. Physicians are only human and will great lengths

w svuid a Depajzmenm of Justice imvestigation , . . as znyone A Department

of hustice invest 'n,wmwundu'thltmofthlsmllwlddb i by any

individual, could r % in a physican's (1) loss of federal DEA license i

controlled substances; (2) axdlysion from participation in the Medicare antd Madicud

programy; and Jow‘blo mminl prouumon There is no jon that F.R.

4006 would = of ckilling

Artorney General’s Jus
Camrolled Substances A
who gre in complisnce

#T10/500°3 FB8E0#

'jhmnw The AMA stated that:

of sze and federul governmenta, the AMA con with the
| 1998 optnion which provided that neither the langusge of the
or its legislative history supponnd the Act’s apph un to physicians

‘ m-huthsnnamub:wrormptuumof cine. This iv an

ion. It is the vtate legislatures, through tho lice powers, that
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Scort Gallant

Page3

- Now in 1999, C is revisiting this issue with the Pain Reliet ¥ jon Act. While not
idertical to earlier legi praposals, the bill effuctively has the smr Tha Controlled
Substances Act would to state that alleviating pain or discomfh lsgitimate medics)
purpose for dispensing, distributing, or adinistering controlled substanc t the bill would not
aLthnrizg intentiorully di ing, distriuging, or administering cantrolled sibstances for the purpose
of causing death.’ Simply put, the bi would prohibit the current lng; ice of prescribing

cantyolled substances ant to Orzcgon’s Death With Dignity Act.

possible evidenop supporting suspension or scvocstion of 8 p

practice medicing. r’tds is the proper purview of the stxte.

'S. 1272, 106th 1st Session Qua 23. 1999). Instead ¢ ing the provision
which sets forth grounds for disciplinary action (as with former HLR. 4006), thig bill would amend

the regimration requircnyems for 2 DEA Ycense 1o state:
-m- Antwdmynmth!mmtompluuenttm it isting pain

or discomfort ¢ usyal course of professional practice is 2 lpgitimatc medical
purpose for the gigpensing, distributing, or adnainistering of a controlied substanca
thst is consistent public heaith and safety, even if the use of such s sul ce may
intrease tharisk ¢ . Nothing in this section authorizes intear dispcoaing,
distribating, or ad a controlled substance for the of causing death
or sssirting snother posop in causing dosth. (Emphasis sdded.)
As 2 direct attempt to Qregan’s law. the bill states:

Norwithstanding any othar provision of this Act, in determining registrssion
is consistent wit pubhouumnmm-msAa.mAnomy [Fe shall give
no forca and effect to State law aurhorizipg or permitting suicde or
cuthamagia,

Finnlly, the education priovisions of the Controlled Substances Act would be expanded to include

progsma:
(flor local b qu Federal persormel . _ . on the necassary loumnme ue of
comtrolled substp lnpainmgqnmmlnllitdwm means by which

hwuﬁ;uﬁmdnﬁwmwmbthmmnqmdmy
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Upon imroduct: "'ﬁ Seonatar Nicldes indicened thes the Houss of D qluv:ftlu: AMA vared
10 support the bill.* Beestuse the anrment legislative proposal to smend the ontralled Substances Act
ruises sirrular legal issups|as those found in an gartier bill directly o byt}heAMAth:AMA

appeacs to have depx
rupport the role of the

agunst appropriate pall

aq from its views which sought to protect riste palliative care and
5tpt=s in deermining the acope of tho practice of|medigine. Both the threst
I%Vu care and the traditional role of the stares in in the cusrene bill,

fallimive care, the suthority of the DEA to

ste the legiimate use of
ould be expanded undor the 1999 Act Speat

alleviating psin in the usijal course of professional practice is ¢ “1 ical purpose.” and
autherizes agency rulempking to implement this new federa) definition. P ermore, the Act creates
programa to train la q'fzfarccman personnal (both fedoral and n personnel) on the

“leciﬁ:mmulecf piled substances in pain mansgement ” A logical conseg of such federal

invessigations. The AMA also pointed out thet states are beginning to ad Nﬁ;dinufurplﬂiaivc..
preposed |agisistion could undo such eflorts.? wolld hrppen if & state's

arding pallistive carc canflicted with rulcs adopred by \‘.hP DEA? Ax the very

rated about the presvmption af the state standards by the fedaral standards.

ough the DEA) clesrly would become mvolved fn the creation and
enforcement of rules ggveming when dispensing pain medication is & Jegiti

Furthermore, the Act specifically imructs the Atterney General to | faw.” Granted the
main consequence of the Act effecttvely would prohibit physici suifide in Oregon, but
another conssquencs o thﬂh“ﬁWwemﬁe managemert standards -
that dirextly confiict with existing sure efforts to address pallistive care. In theory, under the Act only
the DEA would have the ity to decide when preacribing cantrolled ilﬁ:rlh.-gitim

of Pain Rulicl Promotion Act of 1999 (Ben. Nickles) (Jun, 23,

by the Board of Medical Exuminers for preseribing or sdwinistering substances in the

? See, a.g.. ORS| 677.474 (stating that a physician shali not be m disciplinary action
course of trestmant of § person for intractablc pain).

¢8. 1272, Scctipn 101,

18 1272, Saetiba 101,
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constinntional pa'lpecﬁvﬁ-. direct contral of the practics afmndisimtm#ﬁanallyhsbmldtup 72

the states under their
government to take t
DERA's
povernment o ignore

pplics powers.” Even the Controlled Suba Act requires the faderat
socount statc law.” But hera, a0t only does the proposed bill expand the

¢ ¢ the practice of medicing, the bill icitly |requires the federsl
te law altogether. Aguin, in 1992 tha AMA ongly urged Congress to

authority to

recorsider the wisdom pf making the DEA “an arbiter of the practice of medicing.™ This bill does jose

what the AMA, cauti

u‘i agamat im 1998.
! Conclusion
!

Purring asidc « 1monl and cthical considerations with respect 10 '8 Death With

euse of controlied substances in pain m puts the federal

Dignny Act and phyfid Wn.md nuicide in genernl, the recent federal pro; 0 legislais palliative
caremndardundgm: mmemlode@mﬁ?mmw

cl
govenuuent in the & of reguiating tha practice of medhcine, Neither tf\e rent langusge of 1the
Cantrolled Subs At nor the U.S. Suprame Coun support this role for the fadefal
goverament ¥ |
|
!
.i —~——
* Linder v. Unitad Siates, 268 11.5. S, 18 (1924).
*21US.C. §503 naes:
No pravisian of 'q‘mbdmpmrshﬂbccomueduhdiuﬁngninquth:pm

' wth.ﬁddhﬂchlhupmﬁﬁmmﬁmhd?lgm
penalties, to the exclusion of any State law on the same subjact m ch would

8 positive conflict with a|state law, even the factors considered in DEA r:pinn{lon are supposesd

digtribute controlied subjtances, considertion shall be given 10 “co

PI0/850 4 1

10/800°

or to parmit them to
with applicable State

law, For example, ia registering physicians in.

221 U.S.C. §903; 21 U.S.C. §823; Linder v. United Stcras, 268 1.8. 5 (1924).
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Flcase let us kntq'l if you have further questions or concems rnnirdlﬂs the Pain Relief
Promotion Act of 1999. |

Sincesely.

%
MAB_m

cc;  Thomas E. Coontey

PR OMALBGELC A| LAD.W
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ovenashiyn @ bewm com ) ' Wanmeayow, D.C,
: ; By Kerna
Spuasrors
o 95175-0001
Via Facsimils & U.S} Mall
The Hon. Ron Wyden
717 Senate Hart Offics Buildmg .
Washington, DC 205103703 -
Re: S.127f, The "Pain Relief Promotion Act of 1999"
Dear Senator Wyden:
On behalf of flients who are decply concerned with Scnat% Nic#les’ recently
proposed Pain Relief Promotion Act of 1999 (the “PRFA™), S.1272, I write to bring to
your immediate attehtion a particularly troublesome effect wrought by the bill as
current]y drafted. As this fizrn did last year with respect to similar proposed legislation,
we have analyZed the legal implications of the PRPA. While we have not yet campleted
our mnalysis, one aspect of it is glarmgly apparent and deeply troubling] the PRPA will
subject physicisns 9 criminal prosecution with respect to the mnqically and ethically
-difficult decision making process that they must eagage in when providing care during
the often painful end of life period. We belicve that this dangerous consequence of the
PRPA needs to be hrought to the attention of your collesgues wi y. For this
reasan alone, as dis¢ugsed more fully below, we urge you to use all available to
your office to defeat $-1272.
In short, the Jegal cffect of $,1272 is at odds with its innocuous sounding title.
Although proponents of the legislation pazrport to have incl‘ud:dnrew uti'atntory support for
aggressive pain mansgement, its language criminalizes the decisipn making process at the
hexrt of the practice of physician assisted suicide that was approved by the citizens of the
State of Oregon. Fuxther, if coacted, S.1272 potentially would c{pose criminal
prosecution physicians in every stafe who prescribe pain managenent in dosages
that they knew wouyld or could increzse the likclihoodofthcpaﬁf:;sﬁ Moreover,
because the PRPA 5 proposcd amendment to the Controlled Sub Act (the “CSA”)

dJoes not imbue the[U.S. Drug Enforcement Agency with any addi ional powers to enforce
" the PRPA’s-new refjuirements, such enforcement will fall ypon and loesl authorities
with no medical or|palliative care expertise. This will result in the possibiliry of

i
| i
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prosecutorial hindsxg]:ltfbeing applied to complex end of Jife and papiatw’c caye medical

decisions. Knowing this cammor help but color the decision making of every physician

who provides care in{what sre often both medically and ethically difficult circumstances.

This aspect of the PRPA emerges whep the subtle language of S.1272 1sread in the
context of the entire Fegulatory regime governing federally contml}ed stances.
|

. As mentioned abave, the bill carrics the effect of crimipalizing a of action
currently made avmlalile to physicisns in the State of Oregon by virtue of the democratic
4w, $.1272 is drafted as an emendment to the LSA, hich itself is
dmﬁed 58 hmad stohibition on the distribution and dlspensmg of controlled
3lly, Section 841(a) of the CSA ountnm: thu xohib uon. The ablhty
of physicians to use sy h federally controlled substances — whi mc
Tiecessary to caxo the pain of patients — m the course of their pragtices found in
Section 823, u so-cajli¢d safe harbor for the medical profession.

S.1272, is particula ly troubling for physmans. whether ar not they to engage in
'physician assisted guicide. Legally, imtent is considered to be cateblished where there is

_ knowledge that thel desth is substantially certain to oecur as a t ofithe conduct;
however, intent alsp can be found where death should have been reas ly expected to
occur as a result of the conduct. The PRPA would mandute that those difficult, subjective
questions be resolved by the criminal process after the fact.

Thus, the
section, it also wonld lesve physicimns exposed to the general e penaltics
 associated with Scetion 841(a) if they potentially showld kave b:awn ﬂul the dosage they
- prescribed would regult in death — cven if their subjective int=qt in fact was to provide
. palliative care. By ¢omparison to this unclear new standard, ' actions -
previcusly have beeyp kicked out of the safe barbar provision and ity the general crimingl
ibiti if occurred outside of |
Pprosecntors

PRFA not only removes physician assisted suicide the safc harbor

core practice of medicine

‘ Professor Qrentlicher, Director of the Center for Law end Health st the University
of Indiana Schoo] of Law, has cantioned that since such intent to cause death con be

i
]
!
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HELLER EHRMAN V

can be

he dosage

ians
0 'years if the local authoritics view, in retrospect, U
ag excessive.

1des little assurance that all of these state and Jocal puthorities —
in an area they've not previously bocn asked to pelice - - will
w federal law in a fair or uniform mapmer. §.127 includes
ttomey General of the United States to crealo ion and
ocal, state and federal porsarmel “on the ucefsary d legitimate
anices in pain mauagemsnt and pallistive care " Becausc the
jnguishing a physician’s legal uzc of fe controlled
nal use is the intent of the ician, local apthoriti
education program as background will be ed upon to sccond
esses of formally, medically trained physicia{xs and revisit difficult,
c-sensitive decisiops made at the end of a *silife —allina
' social policy through a & DEW

inferred from the drug
incarcerated for up 0 2
received by the pstcnt

o dose ordered, the potential exists that physifu

The PRPA pro
armed with new pow
enforce the proposcd
authorization for the
training programs for ]
use of controlled sub

substances from a ¢
the Attoney General’
guess the thought pro
stressful and often tim
thinly veiled offort to affect Congress

regulatory regime.

Lo

While the 1 of physician assisted suicide is being deba

K.

+ no one beyond the Beltway wants local p

pain of their terminally ill patients. Yet, in criminalizing the intimately private decision
making process emhdrked upon bry the physician and her patient -— andPy empowering
local authorities ta review those decisiops after the fact — that s Txas:ttywhutthc PRPA
proposes to do.

We urge you defest this proposed legislation beforo it undeymineg oot only the will
of the people of the State of Oregon, but also the provision of good pain care to dying
paticnrs oolicowide,

Very truly yours, ' .
Zihil o g BT
4
7 .
Nicholas W. van Aclstyn
co: Todd G. Glags, Esq. (Portland Office)

gation, onc conmdomuonmthsdnbatchasim

n tho provision of medications to

amﬁﬂﬂbﬁndﬂb
joyed near

cc az}d prosccutors
alleviate the
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American Medical Association

Physiciany dedicated to the haplth uf Amesica

E, RatxlifTv Anderson, Jv, MP | 513 North State Strect 313 464-5000
Baecutive Vice President, CBO | Chiruga, Hlinois 60610 312 4644184 Fax

June 28, 1999

' The Hounorable Don Nickles
Asgisiant Majority Leads

: United States Senate

~S5-208 Capitol Building
Washington, DC 20510 !

- Dear Senator Nickles

. The Ametican Medicpl Association (AMA), represcnting 300,000 physicﬁan ml! medical
smdent members, is pleased 10 be able w support S. 1272, thc "Pain Reli Promotion Act
' of 19997

: The AMA, a8 you know, is squarcly opposed to physician-assisted saicide and pelieves it

' is aptithetical to the rolo of physicien as healer. We strongly advocated ggainst/the Oregon
, public initiative that lias Jegalized phrysiclan-assisted suicide io the State.| Nevesthless, we
Have found past fede:
of fedcral governm
appropriately agg

Physicians have b

fnto medicad decision-making, with the potential to. .
sive palliative care for paticats, particularly at the end of l.Te :

4 deeply concerned thar such legistarion must rccognize

aggressive reatoneat pfipoin ¢arrics with it the potential for increased rigk of death, the s0-

called “donble eff2
legitimate medical de

" The threat of criminal investigation and prosccution for fully
ixions iy wnaccepmble to the AMA,

Thus, we are very pl¢ased to note that your bill would recognize the “dopble effect” as 3
potential consequence of the legitizate and nocessary use of controlled substances in pain

- managerment, and explicilly inclnde this as a provision of the Con Substances Act.
This is a vital clement in creating & legal epvironment in which physicians may administer
sppropriatc pain carg for patients and we appreciate its inclusion.

Under the terrns of the bifl, in determining the “'pablic interest,” the A y General

¢ ar effect” to any state law authorizing or permitting assisted saicids,

A registrants. We do not view this a8 an expanzion|of DEA anthority.

uﬁu the correct approach in addressing assisted syicide Primm'ly as

a question of the “pyblic interest,” rather than as a Jaw enforcement evaluation of
gecision-making. )

We heve some concprn regarding the language of Scction 102 of the bil}, regarding

g programs for Jaw enforcement personnel. We balicve this Janguage
to make explicit that lew enforceinent investigstive and enforcement
guired to recognize and abide by the language of Section 101

ate usc of controlled substances for pain management, even if such

activities would be ¢

NOILIWTSIOIT HITYHH

attempts to cantro] such activities to be an unaccfpnble inttusion ;-
) .ul. )
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iuse may hasten death. | We look forward to working with you and your staff o srengthen

and clarify this provisipn and, further, to assure that devclopment of thesc|programs
inclode input from physicians regularly engaged in 2 pain management p ctice.

We gready appreciate he time and care you have demonstrated in crafting a bill that

ynakes a strong statement against assisted snicide, while minimmzing the pprcatial for
ineppropriute federal ipibausion into patient cars decisions.

E. Ratcliffe Anderson) Jr., MD
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The Honorable Tom Bliley
Chairman, Committeec on Commerce
House of Representatives
Washington, D.C. 20515-6115

Dear Chairman Bliley,

I am writing to provide you with additional information pertaining to Oregon’s
compliance with the Assisted Suicide Funding Restriction Act of 1997 (ASFRA).
Secretary Shalala and I remain committed to ensuring that Oregon complies with Federal
law and that no Federal funds are spent on physician assisted suicide-related services.
The Health Care Financing Administration (HCFA) has performed a review in Oregon to
ensure the State’s compliance with ASFRA. We expect to complete a similar review next
year to ensure continued compliance.

As 1 indicated in my letter on April 6, Oregon identified $99 that had been
inappropriately spent on physician assisted suicide-related services in 1998, and I
immediately required Oregon to refund the $61 in Federal expenditures. Further, in order
to ensure that Oregon was in full compliance with ASFRA, T also directed my staff to
verify Oregon’s assertion that only $99 had been spent for physician assisted suicide. To
that end, HCFA staff performed an on-site, comprehensive audit of Oregon’s procedures
for processing claims for physician assisted suicide-related services. Ihave enclosed a
copy of the results of that review for your information.

In the course of completing this work, HCFA staff identified $2,334 in Medicaid
administrative expenditures for physician assisted suicide-related services beyond the
original $99, Specifically, these expenditures were for salary and payroll costs in
addition to the rental of a post office box. Upon learning of these unallowable claims, I
immediately directed Oregon to refund $1,167 in Federal funds through an adjustment to
their Federal expenditures for Spring 1999. The State has already refunded this money.
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Page 2 - The Honorable Tom Bliley

HCFA will continue to closely monitor Oregon’s compliance with ASFRA. As a result of
our review, we have identified additional safeguards that the State must adopt to ensure
that the State does not claim Federal funds for physician assisted suicide-related services.
These additional steps include earlier physician reporting to the State of persons intending
to utilize these services as well as clearer pharmacy billing instructions. In addition,
Oregon will conduct an annual analysis of Medicaid claims to ensure that no Federal
funds are claimed for physician assisted suicide-related services. We will work with
Oregon to ensure that these steps are implemented.

The President and Congress have been clear that no Federal funds should be used to pay
for physician assisted suicide. I am committed to ensuring that this direction is carried
out. As noted in the enclosure on page 3, one aspect of our review remains ongoing, If
any additional inappropriate claims exist, HCFA will contact the Committee immediately,
and I will direct the State to refund funds as needed. Also, as indicated at the beginning
of the letter, I have directed my staff to complete a comprehensive review of Oregon’s
process and expenditures for physician assisted suicide next year in order to monitor and
maintain the State's compliance with ASFRA.

I'hope that this information is helpful. Please contact Bonnie Washington of my staff at
(202) 690-5960 if you have any additional questions.

Sincerely,

Nancy-Ann Min DeParle
Administrator

Enclosure
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State refunds $1,167 to feds for assisted suicide costs
By BRAD CAIN

The Associated Press

06/08/99 3:47 AM Eastern

SALEM, Ore. (AP) -- Continuing its close scrutiny of Oregon's Death with Dignity Act, a
federal agency says the state mistakenly spent $1,167 in federal money on assisted suicide, not just $60
as the state first reported.

The federal Health Care Financing Administration has been keeping watch on Oregon to make
sure the state doesn't violate a congressional ban on using federal dollars for assisted suicides.

Oregon is the only state that allows terminally ill people who are deemed to have six months
or less to live to ask their doctors for lethal prescriptions.

In March, Oregon health officials refunded $60 in federal money that had apparently been spent
to help two people commit suicide.

Last Friday, the federal health care agency told a congressional committee that Oregon
apparently violated the ban by spending an additional $2,334 in Medicaid money to administer the
Death with Dignity Act.

The state was directed to refund $1,167 -- which represents the share of Medicaid covered by
the federal government.

"The President and Congress have been clear that no federal funds should be used to pay for
physician assisted suicide. I am committed to ensuring that this direction is carried out," said
Nancy-Ann Min DeParle, head of the federal health care agency.

Oregon's Medicaid Director, Hersh Crawford, said state officials have set up safeguards to
separate federal and state funds so only state money is used on assisted suicide.

"We recognize that Congress and President Clinton have taken a very strong line," he said. "We
are trying to be as careful as possible not to spend federal dollars on Death with Dignity services."

State Sen, Fileen Qutub, a key lawmaker who opposes assisted suicide, said she thinks both
state and federal officials need to step up their scrutiny to make sure federal dollars aren't being
improperly spent. -

"They really need to obey the law," said Qutub, a Beaverton Republican who is head of a Joint
Ways and Means subcommittee.

After the state issued a report showing that 15 people used the law to end their lives last year,

the Health Care Financing Administration asked the state to double-check to see if any federal dollars
were involved.

TOTAL P.B4
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The Honorable Tom Bliley
Chairman, Committee on Commerce
House of Representatives
Washington, D.C. 20515-6115

Dear Chairman Bliley,

This is a second response to your request to Secretary Shalala for information pertaining
to Oregon’s compliance with the Assisted Suicide Funding Restriction Act of 1997
(ASFRA). Iremain personally committed to ensuring that Oregon complies with Federal
law and that no Federal funds are spent on physician assisted suicide-related services.
The Health Care Financing Administration (HCFA) has performed a review in Oregon to
ensure the State’s compliance with ASFRA and expects to complete a similar review next
year.

As I indicated previously in my letter on April 6, Oregon identified a total of $99.33 that
had been inappropriately spent on physician assisted suicide-related services in 1998, and
I immediately required Oregon to refund the $61 in Federal expenditures. Further, in
order to ensure that Oregon was in full compliance with ASFRA, I also directed my staff
to verify Oregon’s assertion that only $99.33 had been spent for physician assisted
suicide. They performed an on-site, comprehensive audit of Oregon’s procedures for
processing claims for physician assisted suicide-related services. [ have enclosed a copy
of the results of that review for your information.

In the course of completing this review, HCFA staff identified $2,334 in Medicaid
administrative expenditures for physician assisted suicide-related services, Specifically,
these expenditures were for salary and payroll costs in addition to the rental of a post
office box. Upon learning of these unallowable claims, I immediately directed Oregon to
refund $1,167 in Federal funds through an adjustment to their Federal expenditures for
Spring 1999. The state has already refunded this money.
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HCFA will continue to closely monitor Oregon’s compliance with ASFRA. As a result of
our review, we have identified additional safeguards to ensure that the state does not
claim Federal funds for physician assisted suicide-related services. These additional
steps include earlier physician reporting to the gfate of persons intending to utilize these
services as well as clearer pharmacy billing instructions, In addition, Oregon will
conduct an annual analysis of Medicaid claims to ensure that no Federal funds are
claimed for physician assisted suicide-related services. We will work with Oregon to
ensure that these steps are implemented. -

I am committed to ensuring that no Federal funds are spent on physician assisted suicide. -
As indicated above, 1 have directed my staff to complete a comprehensive review of
Oregon’s process and expenditures for physician assisted suicide next year to maintain

the State’s comphance with ASFRA. '

I hope that this information satisfies your request. Please contact Bonnie Washington of
my staff at (202) 690-5960 if you have any additional questions.

sta7 Sincerely,
' Nancy-Ann Min DeParle
Enclosure

TOTAL P.@3
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INTRODUCTION

On Octaber 27, 1997 physician-assisted suicide became a legal medical option for terminally ill
Oregonians. The Oregon Death with Dignity Act requires that the Oregon Health Division
(OHD) monitor compliance with the law, collect information about the patients and physicians
who participate in legal physician-assisted suicide, and publish an annual statistical report.1
This report describes the monitoting and dats collection system that was implemented under the
law, and summarizes the informatien collected on patients and physicians who had participated
in the Act through December 31, 1998, To better understand the impact of physician-nssisted
suicide on the care of and decisions made by terminally-ill Oregonians, we also present the
results of two studies conducted by the OHD. Each study compared the characteristics of
physician-assisted suicide participants-with eseatpie ofGregon patients yPphysicians who did—
not participate in the Death with Dignity Act.

THE OREGON DEATH WITH DIGNITY ACT

The Oregon Death with Dignity Act, a citizens’ initiative, was first passed by Oregon voters in
November 1994 by a margin of 51% in favor and 49% opposed. Immediate irnplementation of
the Act was delayed by a legal injunction. After multiple legal proceedings, including a petition
that was denied by the United States Supreme Court, the Ninth Circuit Court of Appeals lifted
the injunction on October 27, 1997 and physician-assisted suicide then became a legal option for
terminally ill patients in Orcgon.. In November 1997, Measure 51 (authorized by Oregon House
Bill 2954) was placed on the general election ballot and asked Qregon votcrs to repeal the Death
with Dignity Act. Voters chose to retain the Act by & margin of 60% to 40%.

The Death with Dignity Act allows terminally-ill Oregon residents to obtain from their
physicians and use prescriptions for self-administered, lethal medications. The Act states that
ending one’s lifc in accordance with the law does not constitute guicide.] However, we have
used the term “physician-assisted suicide” rather than “Death with Dignity” to describe the
provisions of this law because physician-assisted suicide is the term used by the public, and by
the medical literature, to describe ending life through the voluntary self-administration of lethal
medications, expressly prescribed by a physician for that purpose, The Death with Dignity Act
legalizes physician-assisted suicide, but specificelly prohibits euthanasia, where a physician or
other person directly administors a medication to end another’s life. 1

To request a prescription for lethal medications, the Death with Dignity Act requires that a
patient must be:l _
. An adult (18.years of'age or older);

® A resident of Oregon;
] Capable (defined as able to make and communicate health-care decisions);
] Diagnosed with a terminal illness that will lead to death within 6 months.

Patients.who meet these requirements are eligible to request 2 prescription for lethal medication
from a licensed Oregon physician. To receive a prescription for lethal medication, the following
steps must be fulfilled:1 ‘
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L The paticnt must make two verbal requests to their physician, separated by at lezl.«':;a 15
_ va
. The patient must provide a written request to their physician
. The prescribing physician and a consulting physician must confirm the diagnosis and
prognosis. The prescribing physician and a consulting physician must determmine whether
the patient is capable. If either physician believes the patient’s judgment is impaired by a
psychiatric or psychological disorder, such as depression, the paticnt must be referred for
counseling
U The prescribing physician must inform the petient of feasible alternatives to assisted
suicide including comfort care, hospice care, and pain control
reme @< enPFhepreseribing physiciansmst request, but may ot require, the patient to notify mety™—
nexi-of-Kin of the prescription request.

To comply with the law, physicians must report the writing of all preseriptions for lethal
medications to the OHD.1,2 Reporting is not required if patients begin the request process, but
never receive a prescription. Physicians and patients who adhere to the requirements of the Act
are protacted from criminal prosecution, and the choice of legal physician-assisted suicide canuot
effect the status of a patient’s health or life insurance policies. Physicians and health care
systems are under no obligation to participate in the Death with Dignity Act.1

THE REFPORTING SYSTEM

The Death with Dignity Act requires that the OHD develop a reporting system to monitor and
collect information on physician-assisted suicide.1 To fulfill this mandate, the OHD
implemented a reporting and data collection system with two components. The first involves
physician prescription reports. When a lethal prescription is written, the physician must submit
specific information to the OHD that documents compliance with the law.2  We review all
physician reports and contact reporting physicians regarding missing or discrepant data,

The second component of the reporting system involves death certificate review. All ngon’
death certificates are screened by the OHD Vital Records staff, Death certificates of all lethal
prescription recipients are reviewed by the OHD State Registrar and matched ta the preseribing
physician reports. In addition, OHD Vital Records files are searched periodically for death
ceitificates that correspond to physician reports, but that may have been missed by initial death
certificate screening. '

For 1998, we enlarged the scops of our data collection system to include in-person or telephone
interviews with all prescribing physicians after receipt of their patients’ death certificate.
Physicians were asked to confinn whether the patient took the lethal medications, and were then
asked a series of questions ta collect data not available from physician reports or death
certificates (e.g.. insurance status, end-of-life care, end-of-life concerns, medications prescribed,
and medical and functional status at the time of death). In instances where the patient took the
lethal medication, we collected information on the rapidity of the medication’s effect and on any
unexpected adverse reactions. Many terminally-ill patients have more than one physician
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providing care at the end of life. ; To maintain consistency in data collection and to pratect the
privacy of the patient and the prescribing physicien, interview data were only collected from
preseribing physicians. All physician interviews were performed afer the patients’ death, We
did not interview or collect any information from patients prior to their death, nor did we collect
data from patients’ families at any time. Reporting forms and the physician interview
questionnaire are available at www.ohd br.state.or.us/cdpe/chs/pas/pas.htm.

DATA COLLECTION

Data on all prescription recipicnfs were collected from physician reports, death certificates, and
prescribing physician interviews ising the reporting system just described. We collected
informatisa on request dates and-cunsultations from the prescription Teporissabmitted to the
OHD. Demographic data (e.g., dge, place of residence, level of education) were abtained from
death certificats reviews. Using physician interviews, we collected additional information about
prescription recipients that wes not available from either physician reports or death certificates as
well as information about prescribing physician characteristics such as age, sex, nurnber of years
in practice, and medical specialty.

COMPARISON STUDIES

We collected information on all patients who received a prescription for lethal medications and
died in 1998. Prescription recipients died either by ingesting their Jethal medications or from
theit underlying illnesses. Bccau'lse there may be differences in the characteristics of patients
who completed the physician-agsisted suicide process and those who received lethal medications
but never used them, we did not ¢lassify or analyze the prescription recipients as a single group.
Instcad, our comparison studies focus only on those persons Who chose plysician-assisted
suicide and died after taking their lethal medications, We did not conduct similar analyses of
persons who received lethal medications, but chose not to use them, because of the small number
of patients (six) in this group.

For our comparison studies, we included all persons who died between January 1. 1998 and
December 31, 1998 after ingesting a lethal dose of medication prescribed under the Death with
Dignity Act (no prescriptions for:lethal medications were written under the Act in 1997), We
compared persans who chose physician-assisted suicide with two contro! groups. First, we
compared persons who choge physician-assisted suicide with all Oregonians who died from
similar underlying ilinesses (¢.g., lung cancer, evarian cancer, congestive heart failure) in 1996
(the most rocent year that finalized Oregon mortality data are available). Next, we compared
persons wWho chose physician-assisted suicide with a sample of matched confrol patients,
Oregonians who died in 1998 and were similar with respect to age, underlying iliness, and date
of death. Matched control patients who would not have met the requirements of the Death with
Dignity Act were excluded from the study (e.g., control patients who were not Oregon residents,
or who were not capable of making health care decisions). Finally, we compared the
characteristics of physicians for patients who chose physician-assisted suicide with the
characteristics of the physicians for the matched control patients.
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RESULTS

Results of our data collection and comparison studies are presented in two formats. In addition
to this report, the resuls are alsopresented in & menuscript published in the New England
Journal of Medicine (Title: "Legalized physician-assisted suicide in Oregon: The first year’s
experience”) on Rebruary 18, 1999.3 Thege data are published in 2 peer reviewed medical
journal for two reasons, First, 1e§ﬂiz=d physician-assisted suicide is unique to Oregon. As such,
the reporting system implemented by the OHD under the Death with Dignity Acthasno
precedent. We believe that a new reporting system which is responsible for collecting data on a
controversial issue, such as the Death with Dignify Act, should be subject to the scrutiny of peer
review in the medical literature. Such critique may lead to future improvements in the way data
-are collected. Second, the data and qnalyses presented in these repozs-will be of interest ahd
nsed by parties on al! sides of this issue, Again, we believe that the methods, results, and
analyses that we present can only benefit from the critique offercd by the peer review process.

Characteristics of Prescription Recipients

Twenty-three persons who received legal, lethal prescriptions in 1998 were reported to the
Oregon Health Division. Of these twenty-three persons, fifteen died after taking their lethal
medications, six died from their ynderlying iliness, and two were alive as of January 1, 1999.
Table 1 presents information on the 21 preseription recipients who died in 1998 and further
subdivides this information into two categories: patients who took their lethal medications, and
prescrption recipients who died of their underlying illnesses. The median age of the 21
prescription recipients was 69 years and ranged from the third to the tenth decade of life. All21
paticnts were white, 11 (52%) were male, and 11 (52%) lived in the Portland Tn-county area. Of

_ the 21 recipients, 20 had been residents of Oregon for longer than 6 months when they received
their prescriptions. One paticnt had moved o Oregon 4 months prior to death to be cared for by
her family and not because of legalized assisted sujcide, Four of the twenty-one prescription
recipients had a psychiatric or psychological consultation and all patients were ultimately
determined to be capable in the centext of the Death with Dignity Act, All physician reports
were in full compliance with the law.

Twenty (95%) of the twenty-one prescription recipients who died in 1998 were prescribed nine
grarns of a fast-acting barbiturate,i either secobarbital or pentobarbital. One patient was
prescribed one gram of secobarbital to be taken with an oral narcotic, Most patients also
received a number of nonlethal medications to be taken in copjunction with the Jethal

medications. These included mcdicaﬁom to increase stomach emptying and to prevent nausea
and vomiting.

The Physician-Assisted Suicide Process
Fifteen prescription recipients chose physician-asgisted suicide and died after taking their lethal

medications. The median time frém medication ingestion to unconsciousness (available for 11
patients) was S minutes (range 3-20 minutes), The median time from medication ingestion to
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death (available for 14 patients) \f:vas 26 minutes (range 1S minutes to 11.5 hours), For eight of
the 15 persons who chose physicjan-assisted suicide, the prescribing physician was at the bedside
when they took the lethal medications. For 6 or the 15 patients, the physician was also at the
bedside when they died. In instances wherc the physician was not present for the medication
ingestion or death, times to unconsciousness and death, as well as reports of complications, were
provided to the physician by peréons present at the bedside. No complications, such as vomiting
or seizures were reported by any physician.

Comparison Studies

We first compared the 15 persons Who choso physician-assisted suicide with all deaths in Oregon
in 1996, the Iutest year for whichr finalized fortality data are avaitable. The 15 persons who R
chose physician-assisted suicide aceounted for § of every 10,000 deaths m Oregon, based on the
28,900 deaths that occurred in 1996.4 The 13 persons with cancer who chose physician-assisted
suicide accounted for 19 of cvary; 10,000 cancer deaths, based on the 6,784 persons who died of
cancer in Oregon in 1996.4 Next, we corapared the 15 persons who chose physician-assisted
snicide with the 5,604 Oregonians who died in 1996 from similar underlying illnesses. Age,
race, sex, and Portland Tri-county residence statug did not predict participation in
physician-assisted suicide (Table2). Twelve of the fificen persons who chose physician-assisted
sujcide had at least & high school diploma, Four of these twelve had graduated from college.

The proportions of high school and college graduates were similar among persons who chose
assisted suicide and the S,604 controls. {In contrast, marital status was associated with
participation in physician-assisted suicide. Persons who were divorced and persons who had
never marricd were 6.8 times and 23.7 times, respectively, more likely to choosc
physician-ussisted suicide than persons who were marricd. ]

For our second comparison study), the case-control study, we identified control patients who had
not participated in the Death withj Dignity Act but who were similar 1o the persons who chiose
physician-assisted suicide with regard to age, underlying illness, and date of death. Using 1998
death certificates, we identified 81 potential contro] patients who met these critenia. Of these 81
persons, 17 were disqualified from the study because we could not contact the physician who
provided end of life care or because we could not identify an end of life carc provider. We were
able to obtain physician interviews for 64 potential control patients. Of these 64 persons, 21
were disqualified because they would not have been eligible fora prescription under the law: 10
were deemed incapable of making health care decisions by their physicians; 2 were not Oregon
residents; 2 could not take oral medications, and for 7 patients, the time between when the
physician determined that the patient had less than 6 months to live and death was less than the
15 day required waiting period. Ultimately, we collected data on 43 controls, 3 matched controls
for each of 14 case patients and 1 matched control for a single patient.

Results of the case-control study are similar to the comparison With 1996 Oregon dcaths just
described. Persons who chose physician-assisied suicide and 1998 matched controls did not
differ statistically by race, sex, Oregon resident status (greater than 6 months), Portland
Tri-county resident status, or education lovel (Table 3).@though not statistically significant,
there was 2 trend in that persons who chose physician-assisted suicide were more likely to be
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diverced than controls. Persons who chose physician-assisted suicide were more likely than
controls to have never married.

air physician about the financial impact of their ill_ues@ Both groups contained similar

proportions of patients insured through Medicare, Medicaid, or private insurance, or whe lacked

health insurance. One patient who chose physician-assisted suicide (7 %) and 1S (35 %) controls

expressed concern about end-of-life pain, slthough this differcnee was not statistically

significant. Patients who chose physician-assisted suicide and controls were equally likely to

have been enrolled in hospice, to have had advance medical directives, and to have died at home,

The praportion of patients in cach group who expressed concerns about being a physical or o
e emofional burden, or about tie inability to participate in activities thut pi2de life ehjoyable, were™=""

similar. However, patients who chose physician-assisted suicide were 7.3 times more likely than

controls to express concern to their physicians about loss of autonomy, and 9.0 time more likely

to express concem about loss of control of bodily functions (e.g., incontinciice, vomiting) due to

their illness. At death, patients who chase physician-assisted suicide were 10 times less likely

than controls to be completely disabled and bedridden.

@o patients who chose physician?assisted enicide or matched control patients voiced concern to

Physician Characteristics

Fourteen physicians wrote prescriptions for lethal medications for the 15 patients who chose
physician-assisted suicide. Fortyi;physiciam wete the end-of-life providers for the 43
contral-patients. The two groups:of physicians were similar with respect to age, sex, specialty,
and years-in-practice, although theere was a rend for prescribing physicians to have been older
and in practice longer (Table 4).

!
For some physicians, the process of participating in physician-agsisted suicide had a great
emotional impact, ln response to;geneml. open-ended inquiries, prescribing physicians offered
comments such as, "It was an excruciating thing to do...it made me rethink life’s priorities",
“This was really hard on me, especially being there when he took the pills,” and “this had a
tremendous emotional impact.”

Not all Orcgon physicians were Willing to participate in physician-assisted sujeide in 1998, Six
patients who chose assisted suicide had requested lethal medications from one or more providers
before finding a physician wha would begin the prescription process. Physicians for 67%
(29/43) of control-patients wouldhave refused ta write a prescription for lethal medications had
the paticnt asked; physicians for 21% (9/43) of control patients would have provided
prescriptions; and physicians for 12% (5/43) of contral patients were unsure. Six
control-patients (14%) had discussed physician-agsisted suicide with the physician we
interviewed, but none had begun the formal request process.

DISCUSSION / CONCLUSIONS

E
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Currently, Oregon is the only plsice in the world where physician-assisted suicide is legal.
Physician-assisted suicide was briefly legalizad in the Northem Territory of Australia betwegn
July, 1996 and March, 1997.5 fn the Netherlands, physician-assisted suicide has been practiced
for many years; although technically illegal, it has been rarely prosecuted.6

The Death with Dignity Act continues to be the focus of highly charged ethical, legal, and
medical debates,7-13  The role of the Oregon Health Division is neither to take sides nor to
settle these controversies; however, we believe that the data collected on 1998 participants in the
Death with Dignity Act and on patients who chose physician-gssisted suicide are important to
partics on all sides of these debates. Among the important findings from our 1998 data
collection and comparisan studies are:

PIEE S cara - - e

® ' Physician-assisted suicide accounted for approximately 5 of every 10,000 deaths in
Oregon in 1998. Paticntsé with cancer who chose physician assisted suicide accounted for
19 of every 10,000 cancer deaths in Oregon in 1998.

. Patients who chose pf;-lysician-assisted suicide in 1998 were similar to all Oregonians
who died of similar underlying illnesses with respect to age, race, sex, and Portland
residence.

® Patients who chose ptixysician-assisted suicide were not disproportionately poor (as
measured by Medicaid status), less educated, lacking in insurance coverage, or lacking in
access to hospice care.

e Fear of intractable pain and concem about the financial impact of their illnesscs were
not disproportionately associated with the decisian to choose physician-assisted suicide.

° The choice of physicigan-assistad suicide was most strongly associated with concerns
about loss of autonomy and personal control of bodily functions.

{
. In 1998, many hospitals and physicians in Oregon were unable or unwilling to
participate in physiciama&sisted suicide.
L Physicians who wmté lethal prescriptions for patients who chose physician-assisted
suicide represented a wids rangs of specialties, ages, and ycars in practice.

Considerable debate has focusedion the characteristics of terminally-ill patients who choose
physician-assisted suicide. Some feared that patients who were minerities, poor, or uneducated
would more likely be coerced info choosing physician-assisted suicide, Others feared thar
terminally-ill persans would feel pressured, either intemally or through external forces (eg.,
family members or health care systems), to choose assisted sujcide because of the financial
impact of their illnesses.9, 11, 14, 15 To date, the Oregonians who have chosen
physician-assisted suicide have riot had these characteristics. Patients who chose
physician-assisted suicide and oyr two comparison groups were similar with respect to age, sex,
race, cducation levcl, and health insurance coverage. No person who chose physician-assisted
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suicide expressed a concern to their physician about the financial impact of their illness. The
proportion of patients with private insurance and medicaid were similar among those who chose
physician-assisted suicide and among contrals, This pravides some evidence that socioeconomic
status Was not associated with the decision to talke lethal medications.

End-of-life care has made great strides in Oregon in recent years, Oregon ranks third, nationally,
in the rate of hospice admissions.1§ More than two thirds of the patients who chose
physician-assisted suicide were enrolled in a hospice program when they died. A similar
proportion of control patients were also enrolled in hospice. Of the four patients who chose
physician-assisted suicide, but who were not receiving hospice care, three had repeatedly refused
envollment offers. To date, lack of aceess to haspice care has not been associated with the

decision-totake lethal medications. -®ear of intractable pain was also an end of life care issueEyiot -

associated with physician-assisted suicide. Only one person who chose physiejan-assisted
suicide expressed concern to her:physician about inadequate pain control at the end of life
(compared with 15 of 43 confrol patients). This may reflect confidence in one’s end of life care.
Alternatively, recipients of lethal medications may not have been concerned about end-of-life
pain because physician-assisted suicide offered them the option of avoiding intractable pain.

@m primary factor distinguishing persons in Oregon selecting physician-assisted smcide 15
Telated to the importance of autanomy and personal control. Patients who chose
physician-assisted suicide were seven times more likely to be concerned about loss of autonomy
and nine times more likely to be concernad abont loss of control of bodily functions than conftrol
patients. Autonomy was a prominent patient characteristic in physicians’ aoswers to open-ended
questions about their patients’ end-of-life concerns,| Many prescribing physicians reported that
their patients decision to request a lethal prescriftion was consistent with a long-standing
philosophy about controlling the manner in which they died. The fact that 79% of persons who
chose physician-assisted suicide did not wait unti! they were bedridden to take their lethal
medication provides further evidence that controlling the manner and time of death were
important issues to these patients. @2 in Oregon the decision to request and use a prescription
for lethal medications in 1998 appears to be mare associated with attifudes about autenomy and
dying, and less with fcars about intractable pain or ﬁnancial@

Therc are several limitations that are important to consider when interpreting these results. First,
the number of patients who chose physician-assisted suicide in 1998 was relatively small. This
liruits our ability to detect, from a statistical standpoint, small differences between the '
characteristics of persons who chose physician-assisted suicide and control patients. Second, the
possibility of physician bias must be considered. Prescribing physicians may have spent more
time exploring end of life concerns and eare options with patients who requested lethal
medications. Because of the unique nature of lethal prescription requests, prescribing physicians
may have recalled their canversations and interactions with requesting patients in greater detail
than physicians of terminally ill patients who did not request such prescriptions. Finally, the
Death with Dignity Act requires the OHD to collect data on patients and physicians who
participate in the Act.1,2 However, the OHD must also report any noncompliance with the law
to the Qregon Board of Medical Examiners for further investigation. 16, 17 Because of this
obligation, we cannot detect or collect date on issues of noncompliance with any accuracy. A




APR-G7-19393 15:47 HCFA LEGISLATION 418 285 5157 P.13/20

1995 anonymous survey of Oreéun physiciang found that 7% of surveyed physicians had
provided lethal preseriptions to patients prior to legalization.18 We do not know if covert
physician-assisted suicide continued to be practiced in Oregorn in 1998.

Considerable debate has also surrounded the interpretation of very limited data on the
medications prescribed for physician-assisted sujcide and the rapidity of their effects.19-22
With one exception, all of the lethal prescriptions were similar. This may reflect information
available from Oregon physician-assisted snicide advocacy groups. Although all patients were
unconscious within 20 minutes of medication ingestion, the time from ingestion to death ranged
froro 15 minutes to 11.5 hours, In four instances, patients died more than 3 hours after taking the
medications, inclnding the one patient who died 11. 5 hours afterward, The last patient fell

-~ asleep S minufos<after taking all 9 grams of barbifurate, the same prescription given tv°14 of the
1S persons who chose physician-assisted suicide. Physicians, patients, and their families should
be awarc that the time from medication ingestion to death is not always rapid or predictable.

L Y

In 1998, not all hospital systemsior physiciang in Oregon participated in physician-assisted
suicide. Federal law prohibits péarticipation by patients or physicians within federal Lealth care
systems such as Veterans Hospitals and Indian Health Service clinics,23  Some health care
systems, including at least one Catholic medical system in Oregon, have placed similar
restrictions on patients and staff within their facilities because of ethical concemns. Although
somc physicians are unable to participate in the Death with Dignity Act becausc of restrictions
by their employers, other physicians have chosen pot ta participate in physician-assisted suicide
because of other concerns. Six of the patients who chose physician-assisted suicide had to
approach more than one physician before finding one that would start the prescription process.
Two-thirds of otherwise eligiblercontrol patients, had they asked, would not have received lethal
prescriptions from the physician that we interviewed. Both findings provide evidence that a
substantial proportion of Oregon physicians are not willing to patticipate in legalized
physician-assisted suicide,

Physicians who wrote lethal preécriptions for the patients who chose physician-assisted suicide
represented a wide range of medical specizlties, ages, and years in practice and were similar to
physicians for control patients wiith respect to these characteristics. Several Oregon physicians
have publically aclnowledged thieir participation in the Death with Dignity Act, but the majority
of prescribing physicians have remained anonymous. Several physicians commented that despite
the emotional impact of participating in a physician-assisted suicide, they were unwilling to
share their experience with othegs because they feared repercussions from colleagues or patients
if they did not keep their identity as a Death with Dignity Act participant anonymous.

In publishing this repott, we recognize that the Death with Dignity Act has been and remains a
focal point for ethical, legal, anc? medical debate, As required by the Act, we will continne to
collect information regarding compliance with the statute, and we emphasize that our role is to
do so as a neurral party. In accordance with the Act, we will make available to the public an
annual statistical report of the information collected. Future Ieports may not, however, contain
the level of detail provided in this first study,

.
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Table 1: Characteristics of patients wixo received preseriptions for lethal medications and iming of events,

Demographics .‘
Age - median (years) ‘
Race - white ;
Sex - male

Oregon resident greater than 6 monﬂ')s

Residence - Portland-Metro

Legal Requirements
Paychiatric/psychological consultatlon
Full compliance

Underlying Iliness -
Cancer (all types) ' !
Lung, avarian, or breast cancer !
Acquired Immune Deficiency Syndiome
Congestive heart failure '
Chronic obstructive pulmonary discase
PAS Lethal Prescription
secobarbital 9 grams
phenobarbital 9 grams
secobarbital 1 gram/morphine 1 gram
ant-crmstic agent

gusinic pro-motility agent
chlorpromazine

beta blocker

Prescription Time-Line (days)
First and second oral requests e
First oral request and death
Prescripton receipt and death

Reprifited with permission; Now England Joumalrof Medicine, Vol 340(7):57783.3
Capywrite 1999 Massachusotts Medical Sosioty, all rights reserved,

Death after Lethal
Medication Ingestion
(N=15)
69
15 100%
8 53%
15 100%
| 7. A%
| 4 27%
15 100%
13 87%
| 9 60%
0 0%
1 7%
1 7%
13 87%
1 7%
1 7%
[ 93%
6 40%
1 7%
3 20%
median range
18 (15-65)
20 (15-75)
1 (0-22)

Death from
Terminal Iliness
(N=6)
47

] 100%
3 SO%
S 83%

4 67%
0 0%
6 100%
5 33%
3 50%
1 17%
0 0%
0 0%
6 100%

— o0 0%

0 0%
5 83%
5 831%
0 0%
3 S0%

media  range

n

30 (16-83)

93 (26-101)

28 (8B-66)

All Lethal
Prescription
Recipients
(N=21)

69

21 100%

11 2%
20 95%

1 2%,

4 19%

21 100%

18 86%

12 57%

1 5%

1 5%

1 5%

19 90%

1 5%

1 5%

19 90%

11 52%

l 5%

6 29%
median ranpe

20 (15-83)
26 (15-101
4 (0-66)
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Tablc 2: Characteristics of case patients and Orogon residents who died from similar jllnesses in 1996,

Rate
) Physician-Assists
N Physiclan-Assiste d Risk Ratio 2-talles
Demographic Characteristic " Deaths d Suicides (95% CIt) P valu
Sulcide Cases per 10,000 deaths
race® - non-white , 116 0 0.0 referent
white 5450 15 274 undefined 1.00
sex - female | 3026 7 23.1 referent
male ] 2878 g 30,9 1.3 (0.5-2.7) 0.57
—Rusxdmce rural T - [ 3582 8 22.3 referent
» urban (Portland-metro) ' [ 2022 7 34,5 1.6 (0.6-4.3) 0.39
Education®*
did not graduate high ©] 1540 -3 19.4 referent
school '
high school graduate | 3901 12 30.7 1.6 (0.5-5.6) | 0.58
collsgo graduate [ 614 4 64.7 33(08-14.8) (011
Marital Statys at Death*
married “ 2703 2 7.4 referent
widowed "1 1868 5 ] 26.7 3.6(0.7-18.6) [0.13
divorced [ 789 4 50.4 6.8(1.3-37.2) [ 0.03
never married ‘ 224 4 1754 23.7(4.4-128,9) <0,00:
1996 Oregon  Physiclan-assisted
Death Cohort Suicide Deaths
| (N=3604) (N=15) P value
median Age (years) - 74 69 0.40

*Of the 5,604 persons who died in 1996 from illnesses that matched the casc-patients’ underlying ilineases,
data on race were avatlable for 5, 566‘ data on education were available for 5,441; and data on marital status
were available for 9,584.

1CI denotes confidence intervals

Reprinted with permission: New England Joumi) of Mcdicine, Vo) 340(7):577-83.3
Copywnite 1999 Massachuseits Modica? Society, all rights reservad
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Table 3; Characteristics of case patients and matched controls

Case-Patiehts Control-Patients 95%
(N=15) (N=43) Matched  Cenfidenc
€

Demapraphles N Yo . N Yo Odds Intoerval

; Ratio
race - white 15 100% - 43 100%
sex - male g 53% 15 35% 4.5 0.6-32.1
Oregon resident >6 months 15 100% 43 100% .
Portlund-Metro resident 7 A7% 16 37% 14 0.4-4.9
Education® L e - o -
did not gfaduate high school 3 20% 11 27% referent
high school graduate 12 BO% 30 73% 14 0.3-5.7
college graduate 4 27% 7 17% undefined -
Marita] Statos at Denth :
married | 2 13% 20 47% referent
widowed ' 5 33% 14 33% 1.7 0.1-24.7
divorced 4 27% 7 16% 7.5 0.7-3545
never married 4 27% 2 5%  undefined B
Insurance Coverage at Death 11
Private Insurance 8 53% 28 65% referemt
Medicare only 4 27% 7 16% 6.0 0.3-2884
Oregon Medicaid 2 13% 7 16% 0.8 0.1-7.7
No Insurance 1 7% 0 0% undefined )
Unlmown ~ 0 0% 1 2%  undefinad ’
Hospice/Advance Directives at D'enth
Enrolled in Hospicet 10 1% 32 74% 0.8 024.2
Written Advanee Direotives} 11 79% 37 93% 0.4 0.1-3.3
Placc of Death
Private Home . 12 80% 29 67% 3.5 0.4-39.7
Patient End-of-Life Concerns* ¢
Financial cost of treating/prolonging 0 0% 0 0%
illness
Burden on ﬁnuly/munds/ca.rcgwe;s 2 13% 1S 35% 0.2 0.0-1.5
Inabulity to participate in activities 10 67% 26 60% 1.2 0.3-43
Inadequate pain control 1 % 15 35% 0.2 0.0-1.4
Loss of autonomy due to illness 12 80% 17 40% 7.3 1.5-35.9
Loss of control of bodily funetion - T ® 53% 8 19% 5.0 1.6-51.4
Functional Statns at Death -
completely disabled T3 2% T 32 B4% 0.1 0.0-0.4
Tuble 3 continued on next page
Tible 3 continucd fram previous page

_median _ range _rn_ze_di& range P value
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Table 4; Characteristics of physicians' who preseribed lethal medications and phyziciana wha provided care at

the end of life for controls,

Sex - male
Specialty - primary care® _

: -Medipn age - yeara (range) -
Mcdian ygars in practics - yoars (rango)

*primary care specialitics defined as fﬁnﬂly practice, intermal medicine, obstetrics and gynecology

HCFA LEGISLATION

Canse
Physiclans (N=14)
11 9%
9 64%
51 - @7-69)
18 (145)

Reprinted with permission: New England Joumni of Medicine, Vol 340(7):57783.3
Copywritc 1999 Massachusotts Medical Socicty, all rights reasrved.

418 205 5157

Control
Phyniclans (N=40)

r——-—
35
22

88%
55%

"OR.

0.5

1.5

P.13,20

95%
Confidoenc
e
Interval

0.1-34
0.4-6.6
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Age (years) ; : 69 74 0.70
Patienr-physician relationship (days) 69 15-3780 720 0.03
: 35.728
| 4

i
* aducgtion data were available for 1S case-patients and 41 coatrols
+ hospice data were available for 14 cfase -patients and 43 controls
1 advance directives data wero available for 14 caze-patients and 40 controls
§ Functional status dats were available for 14 case-patients and 38 coatrols
9 column totsls tay not sum to 100% due to multiple responses for a single paticnt

R:pn‘nlﬁ- ‘with, permission: New England Journt) of Medicine. Yal 340(7):57783.3
Copywrits 1999 Mossachuactts Medical Saciery, all rights reserved

TOTAL P.2@2




Assisted Suicide -- Priority of Senator Nickles and Congressman Hyde

The Republican Leadership has indicated that it may push for a version of the Nickles’ assisted suicide
legislation (S. 2151, the Lethal Drug Abuse Prevention Act), which would direct the Drug
Enforcement Agency (DEA) to use the Controlled Substances Act (CSA) to apply penalties to
physicians who used pain killer medications to assist in a suicide. This legislation was drafted to, in
effect, preempt an Oregon state law that permits assisted suicide. Although (like the President),
Senator Wyden opposes assisted suicide, he STRONGLY opposes any use of Federal law to preempt a
law supported via referendum by the citizens of Oregon.

Because of the serious concerns medical groups like the AMA (who also oppose assisted suicide) have
about the likely intimidating impact S. 2151 could have on physicians prescribing pain management
medications for terminally ill patients, the AMA, the American Nurses Association, the American
College of Physicians and numerous other national health care organizations strongly oppose the
Nickles/Hatch/Hyde bill. They believe such legislation would exacerbate a long-documented problem
of physicians under prescribing pain medications for the appropriate management of terminally ill
patients. While we have repeatedly underscored the President’s longstanding position against assisted
suicide and our willingness to work on this legislation in the future (see attached letter to Judiciary
Chairman Hatch), we have advised the Committee that their current bill is flawed and premature
because it does not adequately address health care professionals’ legitimate concerns in this area.

Senator Nickles’ may be pushing for an alternative to his original bill or his most recent amendment,
which attempted to codify a DEA letter on this issue that indicated DEA had the authority to this under
current law -- a position which DoJ subsequently rejected. The latest rumor is that he has an
alternative that DPC, White House Counsel, and Dol has never seen. Altering our position on this
issue would be vehemently attacked by Senator Wyden, the health care interest groups we have worked
with for years, and the media elite who have consistently chastised the Nickles’ approach.

Suggested Talking Points:

. As you know, the President strongly opposes assisted suicide. He reiterated this position when
he signed the Assisted Suicide Funding Restriction Act just last year. :

. However, as the Justice Department made clear in a letter to the Senate Judiciary Committee
less than a month ago, we cannot support the Nickles/Hatch/Hyde bill -- or something that
resembles it -- because we believe it has great potential to exacerbate the current problem of
under prescribing pain medications designed to appropriately alleviate the suffering of the
terminally ill.

. Our opposition to this bill is shared by many respected national health organizations, many of
which also oppose assisted suicide, including the AMA, the Nurses Association, the American
College of Physicians and numerous other national health care groups.

. As we have repeatedly said, we are willing to spend the time necessary to determine if
appropriate legislation or other interventions can be designed. But this is the wrong policy, on
the wrong vehicle, at the wrong time.

* Staff Contact: Chris J./6-5560



U.S. Department of Justice
Office of Legislative Affairs

OfTice of the Assistant Atorney General Rashingion, D.C. 20530

September 16, 1998

The Honorable Orrin G. Hatch

Chairman

Committee on the Judiciary

United States Senate

Washington, D.C. 20510-6275 -

Dear Mr. Chairman:

We are responding to your letter of September 9, 1998, to Mr. Joseph Onek,
Principal Deputy Associate Attorney General, regarding S. 2151, the “Lethal Drug Abuse
Prevention Act of 1998.” We regret the delay in responding.

The President is committed to working with you, Senator Leahy, and Members on
and off the Judiciary Committee to help develop approaches to curtail assisted suicide.
As you know, this position is consistent with his longstanding opposition to assisted
suicide and his support for the Assisted Suicide Funding Restriction Act last year. As
such, he has requested that the Justice Department and the Department of Health and

Human Services work collaboratively with you and other Members of Congress on this
issue.

The President, however, is concemed that S. 2151 will have unintended adverse
consequences, which cannot adequately be remedied in the limited time remaining in this
Congress. The negative impact S. 2151 could have on the provision of pain relief
medications for our nation’s terminally ill is of particular concern to the Administration,

“as it is to virtually every major medical organization in the nation. These organizations
share the President’s abhorrence and opposition to assisted suicide, but, with very few
cxceptions, oppose the Lethal Drug Abuse Prevention Act.

There is broad consensus that the American medical system does a poor job of
providing palliative care to terminally ill patients and, in particular, that it fails to provide
effective pain management. As a result, many patients unnecessarily suffer excruciating
pain and some patients — in pain or fearing future pain - seriously consider suicide
(physician assisted or otherwise).




Health care experts in this field strongty believe that S. 2151 exacerbates this
problem. The legislation authorizes the DEA to impose serious civil penalties against
physicians who dispensc controlled substances to assist a patient suicide. The legislation
may also authorize the imposition of criminal penalties on such physicians. Virtually all
potent pain medications are controlled substances. Thus, physicians who dispense these
medications to ease the pain of terminally ill patients could well fear that they could be

the subject of a DEA investigation whenever a patient’s death can be linked to the use of
a controlled substance.

The Lethal Drug Abuse Prevention Act is designed to address physicians’ fears by
prohibiting sanctions as long as physxcxans do not dispense the controlled substance with
the intent of causing death. However, the issue of intent would not necessarily be
resolved simply by asking physicians about their intent. To establish intent, the DEA
might also need to investigate the details of the physician’s prescribing practices and of
the physician's relationships with the patient and the patient’s family.

It is precisely the fear of 2 DEA investigation that creates the potential to inhibit
physicians from providing adequate pain medication to terminally ill patients. In
response, physicians may undermedicate patients, patients may suffer unnecessary pain
and, as a result of increased incidence of great pain amongst the terminally ill, patient
suicides — physician assisted or not — may increase. Such an outcome would be far more
than ironic; it would be tragic. Understanding this, the American Medical Assoc1auon,
the American Nurses Association, the National Hospice Organization and many other
respected national health organizations strongly oppose S. 2151.

We believe that the better way to avoid assisted suicides is to develop consensus
guidelines on the appropriate use of controlled substances for terminally ill patients.
Such guidelines would be designed to be sufficiently clear that a physician who followed
them would be free from any fear of sanctions. The board charged with developing these
guidelines would have representatives of doctors, nurses, consumers, theologians,
ethicists, and law enforcement officials and would report back to the Congress and the
Administration in a specified period of time. The board also could provide
recommendations on the most appropriate entity to enforce these guidelines, as well as
the authority and responsibility such an entity should have.

Clearly, any board charged with developing guidelines for this area should be
carefully chosen: If we pursued this approach, we would want to determine a mutually
‘acceptable appointment process. If you find this advisory board concept acceptable,
which would be one way of coming closer to a consensus approach, we would be pleased
to work with you to establish - through legislation or, if legal and appropriate, by
Executive Action -- any such entity.



The Administration believes that working together we can develop an appropriate
way to address this important issue. We look forward to working with you in the future.
The Office of Management and Budget has advised that there is no objection from the
standpoint of the Administration’s program to the presentation of this report. If we may
be of additional assistance, we trust that you will not hesitate to call upon us.

Sinetrel

L. Anthony Sutin -_

Acting Assistant Attorney General

cc: The Honorable Patrick J. Leahy
Ranking Minority Member
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Office of Nicholas M. Geas
Agsociate Deputy Attorney General

950 Pennsylvania Avenue, N.W.
Room 4210
Washington, D¢ 20530
Telephona: (202) 514~-0835

TO: Chris Jennings, DPC \

OFFICE NUMBER:
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106tTH CONGRESS
1ST SESSION S.

IN THE SENATE OF THE UNITED STATES

Mr. NICKLES introdnced the following bil; which was read twice and referred
to the Comimittee on

A BILL

To amend the Controlled Substances Act to promote pain
management and palliative care without permitting as-
sisted suicide and euthanasia, and for other purposes.

1 Be it enacted by the Senate and House of Representa- -
tives of the United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Pain Relief Promotion
Act of 19997,

thh W N
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TITLE I—-USE OF CONTROLLED
SUBSTANCES CONSISTENT
WITH THE CONTROLLED SUB-
STANCES ACT

SEC. 101. REINFORCING EXISTING STANDARD FOR LEGITI-
MATE USE OF CONTROLLED SUBSTANCES.

Section 303 of the Controlled Substances Act (21
U.S.C. 823) is amended by adding at the end the follow-
ing:

“(i)(1) For purposes of this Act and any regul;,ti&;s
to implement this Aect, alleviating pain or discomfort in
the usnal course of professional practice is a legitimate
medical purpose for the dispensing, distributing, or admin-
istering of a controlled substance that is consistent with
public health and safety, even if the use of such a sub-
stance may increase the risk of death. Nothing in this sec-
tion authorizes intentionally dispensing, distributing, or
administering a controlled substance for the purpose of
causing death or assisting another person in causing
death.

“(2) Notwithstanding any other provision of this Act,
in determining whether a registration is consistent with
the public interest under this Act, the Attorney General
shall give no force and effect to State law authorizing or

permitting assisted suicide or euthanasia.

] VYV Y
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1 “(3) Paragraph (2) applies only to conduct occurring
2 affer the date of enactment of this subsection.”.
3 SEC. 102, EDUCATION AND TRAINING PROGRAMS.
4 Section 502(a) of the Controlled Substances Aect (21
5 U.S.C. 872(a)) is amended—

6 (1) by striking “and” at the end of paragraph
7 5¢)

8 (2) by striking the period at the end of para-
9 graph (6) and inserting “; and”’; and

10 (3) by adding at the end the following:

11 “(7) educational and training prograins for
12 local, State, and Federal personnel, incorporating
13 recommendations by the Secretary of Health and
14 Human Services, on the necessary and legitimate
15 use of controlled substances in pain management
16 and palliative care, and means by which investiga-
17 tion and enforcement actions by law enforcement
18 personnel may accommodate such use.”.

19 TITLE II—-PROMOTING

20 PALLIATIVE CARE

21 SEC. 201. ACTIVITIES OF AGENCY FOR HEALTH CARE POL-
22 ICY AND RESEARCH.

23 Part A of title IX of the Public Health Service Aect

24 (42 U.8.C. 299 et seq.) is amended by adding at the end

25 the following:

R V2
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-1 “SEC. 906. PROGRAM FOR PALLIATIVE CARE RESEARCH
2 AND QUALITY.
3 “(a) IN GENERAL.—The Administrator shall carry
4 out a program to accomplish the following:
5 “(1) Develop and advance scientific understand-.
6 ing of palliative care.
7 “(2) Collect and disseminate protocols and evi-
8 dence-Based practices regarding palliative care, with
9 priority given to pain management for terminally ill
10 patients, and make such information availal')l'é""fo
11 public and private health care programs and provid-
12 ers, health professions schools, and hospices, and to
13 the general publie.
14 ‘() DEFINITION.—For purposes of this section, the
15 term ‘palliative care’ means the active total care of pa-
16 tients whose prognosis is limited due to progressive, far-
17 advanced disease. The purpose of such care is to alleviate
18 pain and other distressing symptoms and to enhance the
19 quality of lifé, not to hasten or postpone death.”.
20 SEC. 202. ACTIVITIES OF HEALTH RESOURCES AND SERV-
21 ICES ADMINISTRATION.
22 (a) IN GENERAL.—Part D of title VII of the Public
23 Health Serviee Act (42 U.S.C. 294 et seq.), as amended
24 by section 103 of Public Law 105-392. (112 Stat. 3541),
25 is amended— |
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(1) by redesignating sections 754 through 757
as seetions 755 through 758, respectively; and |

(2) by inserting after section 753 the following
section:

“SEC, 754. PROGRAM FOR EDUCATION AND TRAINING IN
PALLIATIVE CARE.

“(a) IN GENERAL.—The Secretary, in eonsultation
with the Administrator for Health Care Policy and Re-
search, may .maké awards of granté, cooperative agree-
ments, and contracts to health professions schools; hos-
pices, and other public and private entities for the develop-

ment and implementation of programs to provide edu-

cation and training to health care professionals in pallia~ -

tive care.

“(b) PRIORITIES.—In making awards under sub-

"section (a), the Secretary shall give priority to awards for

the implementation of programs under such subsection.
“(c) CERTAIN TOPICS.—An award may be made
under subsection (a) only if the applicant for the award
agrees that the program carried out with the award will
include information and education on—
“(1) means for alleviating pain and discomfort
of patients, especially terminally ill patients, includ-
ing the medically appropriate use of controlled sub-

stances;

) VWV
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“(2) applicablé laws on controlled substances,
including laws permitting health care professionals
to dispense or administer controlled substances as
needed to relieve pain even in cases where such ef-
forts may umntentionally increase the risk of death;
and

“(3) recent findings, developments, and im-
provements in the provision of palliative care.

“(d) PrROGRAM SITES;——Education and training
under subsection (a) may be provided at or through ﬁeél'\‘;h
professions schools, residency training programs and other
graduate programs in the health professions, entities that
provide continuing medical education, hospices, and such
other programs or sites as the Secretary determines to be
appropriate.

“(¢) EVALUATION OF PrOGRaMS.—The Secretary
shall (directly or through grants or contracts) provide for
the evaluation of programs implemented under subsection
(a) in order to determine the effect of such programs on
knowledge and practice regarding palliative care.

“(f) PEER REVIEW GROUPS.—In carrying out section
T99(f) with respect to this section, the Secretary shall en-
sure that the membership of each peer review group in-
volved includes one or more individuals with expertise and

experience in palliative care.
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“(g) DEFINITION.—For purposes of this section, the

term ‘palliative care’ means the active total care of pa-
tients whose prognosis is limited due to progressive, far-

advanced disease. The purpose of such care is to alleviate

1
2
3
4
5 pain and other distressing symptoms and to enhance the
6 quality of life, not to hasten or postpone death.”.

4 (b) AU_THORIZATION OF APPROPRIATIONS; ALLOCA-
8 TION.—

9

(1) IN GENERAL.—Section 758 of the Public

10 Health Service Act (as redesignated by subséction
11 (a)(1) of this section) is amended in subsection
12 (b)(1)(C) by striking “sections 753, 754, and 755"
13 and inserting “section 753, 754, 755, and 756’.

14 (2) AMOUNT.—With respect to section 758 of
15 the Public Health Service Act (as.redesignated by
16 subsection (a)(1) of this section), the dollar amount
17 ~ specified in subsection (b)(1)(C).of such section is
18 deemed to be increased by $5,000,000.

19 SEC. 203. EFFECTIVE DATE.
20 The amendments made by this title take effect Octo-
21 ber 1, 1999, or on the date of the enactment of this Act,

22 whichever occurs later.



L

VUL cw 4223  LWrOf uI'iB/ LD/ LW 282 395 6148 P.B3/|ag'.:,!-;~__f

——y

| US. Department of Justice

m - Office of Legialative Affairs
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Offico of the Asdstan Atorasy Cunanil Neskingeom, DC. 20530
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Honorable Henry Hyde Ws %
U

Chairman
Committee on the Judiciary N
U.S. House of Representatives (oo Sed. Uy CLéo

Washington, D.C. 20515
Dear Mr, Chairman;

This letter presents the views of the Department of Justice on H.R. 2260, the “Pain
Relief Promotion Act of 1999.”

H.R. 2260 makes two changes to federal drug policy as it relates to the use of
controlled substances by terminally ill patients, First, the bill makes it olear that
controlled substances may be used to alleviate pain in the course of providing palliative
care to tegminally ill patients. The bill complements this authorization by fanding
research and education on the appropriate use of controlled snbstances for this purpose.
The Department supports these provisions of H.R. 2260. .

Second, H.R. 2260 strongly implies — but does not explicitly state — that the use
of controlled substances to assist a terminally ill person in committing suicide is not
authorized by federal law. The Department is concerned about this aspect of the bill in
two respects — its impact on the Attomey General’s discretion in regulating controlled
substances and its use of the Controlled Substances Act as the instrument of federal
policy wilh respect to physiviun wssisted suicide.

We will address these aspects of the bill separately.
Palliative Care
Section 101 of H.R. 2260 amends section 303 of the Controlled Substances Act,

21 U.S.C. § 823, to specify that the use of controlled substances to “alleviat{c] pain or
discomfort in the usual course of professional practice” is a “legitimate medical purpose”
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under the Controlled Suhstances Act, 21 U.S.C. § 841 ¢t seq.. “even if the use of such s
substance may inerease the risk of death.” Because a physician who acts with a
“legitimate medical purpose” is acting in compliunce with the Act,' H.R. 2260 effoctively
creates a “safe harbor” against administrative and criminal sanctions when controlled
substances are used for pallietive care. Scctions 102, 201 and 202 amend the Controlied
Substances Act und (he Public Health Service Act (42 U.S.C. § 299 ot 5eq.) to authorize
the Attomey General, the Administrator of the Agency for Health Care Policy and
Reeesrch, and the Secretary of the Health and Human Services Department to conduct
rescarch on palliative care, collect and distribute guidelines for the administration of
palliative care, and to award grants, cooperative agreements, and contracts to health
schools and other institutions to provide education and training on palliative care.

The Department fully supports these messures. Ambiguity about the legality of
using controlled substances to alleviate the pain and suffering of the terminally ill can
inhibit physicians from prescribing adequate pain medication for these patients. H.R.
2260 would eliminate this ambiguity and remove the threat of administrative and criminai
sanctions in this context, This will allow physicians to act according (o (e professional
judgment in caring for the terminally ifl. who are often in the most extreme pain.

We understand that (he American Medical Association is advocating an

amendrment to section 102 of the bill thst would curtail the Department’s discretion in
| enforcing the Controlled Substances Act by requiring the Drug Enforcement Agency
‘ (DEA), the Department’s primary enforccment agency in such matters, by making that

discretion subject to any guidelines that the Heglth and Human Services Department
promulgates on the proper use of controlled substances for palliative care purposes.
Whilc we agree that clear, easy-to-follow guidelines are important, we do not think it is
good policy to have an agency not charged with the administration of the Controlled
Substances Act tic the hands of the agency that is charged with enforcing the Act. Nor is
such ¢ provision necessary since DEA agents would already be required by H.R. 2260 to
take HHS guidelines into accoumt in deciding whether to proceed. Accerdingly, we
would oppose such an amendment to section 102.

As currently written, however, the portions of H.R, 2260 addressing palliative care
have the Department’s support. '

Phvsician Assisted Suicid

1 , 8.9,, 21 C.F.R. § 1306.04({a) (autheriging

See
prescriptions only for "legitimate medical purposes"); 21 U.S.C.
§ 802(21) (dafining "legitimate medical purpose™ for purposes of
the Contrelled Subhgtances Act). '

® ’
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Section 101 amends scction 303 of the Controlled Substances Act fo pravide that
“{n]othing in this scction anthorizes intentionally dispensing, distributing, or
administering & controlied substance for the purpost of causing death or assisting another
person in causing death.”?

- This language could be read to curtafl the Artorney General's authority under the
Controlled Substances Act and to subject physicians to administrative and criminat
s2=1¥o2s5 in the event they prescribe controlled substances to assist & suicide. Because
the proposed wncudincat refers to “this scotion” — and not merely to the newly addcd
subsection (i) - the amendment would apply more broadly to all of section 303, which is
the scction that directs the Attorney General to register individuals to authorize them to
manufacturc and dispense controlled substances under certain circumstances. By
modifying the entire section, H.R. 2260 would restrict the scope of the registration
granted by the Attomney General under section 303 of the Controlled Substances Act, by
providing that go registration sllows a physician to dispense controlled substances for the
purpose of assisting in a suicide. _ .

Because the DEA’s power to revake a physician's registration under 21 V).S.C. §
824 relies in part upon “[c]ompliance with applicable State, Federal, or local laws relating
to controlled substances,” H.R. 2260 would alse appear to give the Attomey General the
power to revoke or suspend registrations of physicians who have prescribed controlled
substances for the purpose of assisting in suicides. H.R. 2260 might also aythorize
criminal prosecution besause the Controlled Substunces Act makes it 8 crime “for any
person knowingly or intentionally” to dispense a controlled substances “[elxcept as
authorized by this subchapter.” If a physician’s registration did not permit dispensing
for the purpose of assisting a suicide (as it would not under IL.R. 2260), then such
dispensing would not be “authorized by this subchapter,™

2 21 U.S.C. § 823 (emphasis added).

3 21 U.8.C. & B4l(a); see also 21 U.S.C. §
822(b) ("Persons registered by the Attorney Ganeral under thig
subchapter . . . are authorized to . . ., dispense such substances

. s . and in
conformity with the ather provisiona of this subchaptaer.")

(emphasis added).

! The net effect of this amendment iz essentially to
checkmate state lavws, such as Oregon's Death with Digmiey Act,
that authorize physitian-assisted suicide, bescause physicians vho
comply with mandated state procedures may neverthelese lose their
DFA ragistrations or be subject to federal eriminal prosecution.
Physicians under an Oregon-like scheme cannot preascribe

3
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H.R. 2260 further provides that the policies of the States on physician assisted
suicide would be of no consequence when the DEA assesses whether to bring
administrative actions against a physician for agsisting a suicide using controlled
substances. Section 101 would add a new subsection (i)(2) to section 303 of the
Controlled Substances Act, which would provide that “in determining whether a
registrution is vunsistent with the public interess under this Act, the Attorncy Gencral
shall give no force and effect to State law autharizing or permitting assisted suicide or
~uthanggia™ The “public interest™ is a touchstone inquiry in a registration revocation
proceeding under 21 U.S.C. § 824(a). H.R. 2260 would therefore undemming the
Attorney General’s prior position thet the Controlled Substances Act did not authorize
administrative action against 8 physician who assisted a suicide pursuant to a state law
authorizing such assistance, such 8s Oregon's Death with Dignity Act.

Like the section 101 amendment discussed above, however, this amendment does
not affirmstively prahibit physician-assisted suicide. Tt is a nentral statement that state
policies should not influence federal policy. If the goal of these two amendments is to
establish a clear federal policy against physician-assisted suicide, they serve this goal
poorly.

More findamentally, the Department dues not believe that the Coatrolled
Substances Act is an effective or appropriate vehicle for establishing a federal policy on
physician.assisted suicide. The Act is a complex regulatory system, supported by
criminal, civil and administrative penalties, designed to keep lcgally availablc controllcd
substances within lawful channels of distribution and use, and to prevent their diversion
to illicit channels. See S. Rep. No. 91-613, at 3 (1969). The particular drug abuse that
Congress intended to prevent in the Act was the abuse detiving from “stimulant,
depressant, or hallucinogenic effect on the central nervous system™ of controlled

controlled substances to assist suicide under the guise of
alleviating pain because the state lav requires a paper trial
documenting the intent to assist in the requested suilcide. gSee.
a.g. O.R.S. § 127.855 (specifically requiring a physician in
Oregon to "document[] or file{]" evidence of compliance with the
Oregon Act's notice and waiting period requirements in the
patient's medical retord, and "indicat[e] that all reguirements
under [the Oregon law] have been met"). A physician who does not
leave such a trall risks criminal presecution by the State. See,
e.g.. 4. § 127.R85 (axampting phxsicians from criminal
prosecution only if they comply with the Act).

s letter from Attorney General Janet Reno to Sen. Orrin
Hatch (June 5, 1998).
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substances.® The Controlled Substances Act is therefore ill-suited to he the platform for

. the articulation of national policy on physician-assisted suicide becanse physician-

" assisted suicide does not involve either the issue of diversion of drugs to illicit chanpels
or the issue of drmg abuse for psychoactive effects. Nor does it make sense to charge the
DEA with interpreting federal policy regarding the “earnest and profound debate about
the moralfty, legality, and practicality of physicim-ussisicd suicide,™’ simply becausc
such suicide may involve the use of controlled substances. Furthermore, addressing an
icns ac rharged as physician-assisted suicide in this way obfuscates the importance of
discussion and debate about the wisdom of such a policy, and mey hinder Cougrcssmnal
accountability for the policy, which is a valued aspest of our system of govenment.*

The Controlled Substances Act is also an ineffective tool for banning physician-
assisted suicide, Itis our understanding that in the most cammon “prescription” for
death, controlled and non-controlled substarces are used in combination; in such cases,
the controlled substance is used as a sedative while the non-controlled substances is the
actual cause of death. Because H.R. 2260 bans only the use of controlled substances, it is
probable that at least some patients and physicians in states with authorized physician-
assisted suicide procedures would forego the controlled substance sedative, resulting in
more painful deaths for the patients,

We are not, however, suggesting a federal law prohibiting physician-assisted
suicide. We are not convineed that this would be a wise policy at this ime, While we
. support legistarion that bans federal funding of physiciuu-ussisted suicide,” 8 federal
policy on physician-assisted suicide would raise serious federalism concems, Such a law
would, for example, clearly overturn the judgments of Oregon voters that physician-
assisted suicide is appropriate under certain conditions and after ocrtain procedures have
been met.

The moral and ethical issues surrounding the propriety of physician-assisted
suicide are difficult and are currently being debated in State legislatures all across the
nation. The Supreme Court in Washington v, Glucksburg declined to cut short this

8 21 U.5.C, § 811i(h).

’ wWashington v, Glucksburg, 117 S. Ct. 2288, 2275 (1997).

°  Sea New York v. United States, 505 U.S., 144, 182-83
(1992) (etriking down federal law shifting political
accountability for deciding where toxic dumps should be located
from Congrescs to State legislatures).

® Sca Assisted Suicide Punding Restriction Act (1997).

i 5
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dehate by precluding States from bamning physician-assisted suicide, and we think it may
‘ be similarly advisable not to curtail the debate by precluding States from authorizing
: physicianeassisicd suicide. As many Justices noted in Glucksbyrg, this is the type of
issue best left to the laboratory of the States in the first instance.'

[For these reasons, we think the time is not yet ripe for federal intervention.
Thank you for this opportunity to present our views. The Office of Management
and Budget has advised use that from the standpoint of the Administration’s program,

there is no objection to submission of this letter. Please do not hesitate to call upon us if
we may be of further assistance. '

Sincerely,

Jon P. Jennings
Acting Assistant Attorney Genersl

¢c:  Honorable John Conyers, Jr.
. Ranking Minority Member

10

Slucksburg, 117 S. Ct., 2258, 2274 (noting that debate
over physician-assisted suicide is underway in the States, "as it
should in a democratic soclety"); id. at 2303 (O'Conmnor, Je,
concurring) (endersing majority's result, which left "the ., . .
challenging task of drafting appropriate procedures for
safequarding . . . liberty interests . . . to the ‘laboratory' ot
the States”); 14, at 2293 (Souter, J., concurring) (emphasizing
that, in light of current state experimentation, “[t]he Court
should stay its hand to alleow reasonable legislative
congideration [of this difficult igsue)").

6
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By The Associated Press

WASHINGTON (AP) -- Senior Republican lawmakers proposed W\m vC

legislation Thursday to promote the use of restricted drugs to ease
pain among the gravely ill while rejecting the use of those drugs to
help patients commit suicide.

@/‘; The measure could directly affect doctors in Oregon, the first and
7b§V\/\ . gD/Lt 0"17 only state to legalize physician-assisted suicide. /\-W y\/{ VX

@(/ Alleviating pain for those with advanced and terminal diseases rﬁ/
should be a public health priority, said Sen. Don Nickles, R-Okla. w

M{ the-set nked Senate Republican, who is sponsoring the bill M b?\,ﬁ"
W 1 useJudiciary Committee Chairman Henry Hyde, R-I11.
\/ “*But we want to make sure we don't subsidize suicide," Nickles M
@Na* said. o }'Y\Ag@
'/D The measure, first introduced last year with Oregon's legalized 5
assisted suicide in mind, affirms that doctors may use federally
controlled substances to alleviate pain, even if the use of the
M medication increases the likelihood of death. -

But it also makes clear that the use of controlled drugs for the U\)
purpose of assisting in suicide is not allowed.

The legislation would not overturn the Oregon assisted-suicide law, :
but it would bar doctors from using drugs listed under the federal : ‘ y\/

Controlled Substances Act to help a patient die. Under Oregon's
law, a doctor must state his intent when writing a prescription.

While modified this year to meet some objections to last year's bill, W\ M | f&
Sen. Ron Wyden, D-Ore., said he would again vigorously oppose it. M

The bill, he said, is "clearly aimed at overturning Oregon's law."
Wyden said he voted against that law twice but "I think it is wrong

1of2 6/17/99 5:51 PM
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for a member of Congress, thousands of miles from the state of
Oregon, to substitute his own personal judgment on a matter like
this."

The measure gives the Drug Enforcement Agency no new
regulatory authority, unlike the Nickles-Hyde bill last year that
allowed the DEA the right to deny doctors registrations to prescribe
controlled drugs if they participate in assisted suicides.

A proposed medical advisory board to review assisted suicide cases
was also taken out of this year's bill.

David Simpson, board chairman of the National Hospice
Organization, said the elimination of the oversight board, which he
said would have a ““chilling effect" on medical practice, was a major
reason his group, which opposed last year's bill, now supports it.

But Barbara Coombs Lee, the sponsor of Oregon's initiative law,
said in a prepared statement issued in Salem that Nickles' bill would
allow the federal government for the first time to define a legitimate
medical practice and permit law enforcers to investigate the intent of
doctors in furnishing pain drugs to terminally ill patients.

In 1997 Congress overwhelmingly passed and President Clinton
signed into law a bill barring the use of federal funds to assist in
suicide or euthanasia.
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To clarify Federal law to prohibit the dispensing or distribution of a controlled

Mr

substance for the purpose of causing. or assisting i causing. the suicide
or euthanasia of any individual.

IN THE HOUSE OF REPRESENTATIVES
JUNE 5, 1998
Hype (for himself and Mr. OBERSTAR) mitroduced the following hill:
which was referred to the Committee on the Judiciary, and in addition
to the Committee on Commierce. for a period to be subsequently deter-
mined by the Speaker. i cach case for consideration of such provisions
as fall within the jurisdiction of the committee coneerned

A BILL

To clarify Federal law to prolubit the dispensing or distribu-

RN (] (RS

(W}

tion of a controlied substance for the purpose of causing,
or assisting in causing, the swerde or euthanasia of
any mdividual.

De it enacted by the Senate and House of Representa-
Lives of the United States of dmerviea in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Lethal Drug Abuse

Prevention Act of 19937,
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1 SEC. 2. LETHAL DRUG ABUSE PREVENTION.

2 (a) DENXLAL OF REGISTRATION.—Scction 303 of the

3 Controlled Substances Act (21 U.S.C. 823) is amended

4 by adding at the end the following:

5 - *“(1) DENLAL OF REGISTRATION.—The Attorney Gen-

6 cral shall determine that registration of an applicant

7 under this section is inconsistent with the public interest

8 if—

9 *“(1) during the d-vear period immo-(liate]y pre-
10 ceding the date on whieh the application is submit-
11 ted under this section, the registration of the appli-
12 cant under this seetion was revoked under seetion
13 304(a)(4): or
14 *(2) the Attorney General determines, based on
15 clear and convineing evidence, that the applicant is
16 applying for the registration with the intention of
17 using the registration to take any action that would
18 constitute a violation of seetion 304(a)(4).”.

19 (b) SUSPENSION OR REVOCATION OF REGISTRA-
20 TION.—

21 - . (1) IN GENERAL.—Scction 304(a) of the Con-
22 trolled Substances Act (21 U.S.C. 824(a)) is amend-
23 ed—

24 (A) by redesignating paragraphs (4) and
25 (5) as paragraphs (5) and (6), respectively; and

*HR 4006 IH

Ny, S
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1 (B) by inserting after paragraph (3) the
2 following:
3 “(4) has mtentionallv dispensed or distributed a
4 controlled substanece with a purpose of causing, or
5 assisting in causing, the suicide or euthanasia of any
-6 individual, exeept that this pamm'aph does not apply
7 to the dispensing or distribution of a controlled sub-
8 stanee for the purpose of alleviating pamn or discom-
9 tort (even if the use of the controlled substance may
10 inerease the risk of death), so long as the controlled
11 substance 1s not also dispensed or distributed for the
12 ])111‘})6s0 of causing, or assigting In causing, the
13 death of an individual for any reason; ™.
14 (2) CONFORMING  AMENDMENT.—Section
15 304(a)(5) of the Controlled Substances Aet (21
16 U.S.C824(a)(5)) (as redesignated by paragraph (1)
17 . of this subseetion) 1s amended by imserting “other”
18 after “such™.
19 (¢) PaIx RELIEF.—SOCtiml. 304(¢) of the Controlled
20 Substances Aet (21 U.S.C. 824(¢)) is amended—
21 © (1) by striking “(¢) Before”™ and inserting the
22 following:
23 “(¢) PROCEDURES.—
24 (1) ORDER TO SHOW CAUSE.—After any hear-
25 mg under paragraph (2), and before™; and

*HR 4006 TH
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4

(2) by adding at the end the following:

“(2) MEDICAL REVIEW BOARD ON PAIN RE-

LIEF.—

“(A) IN GENERAL.—The Attorney General

shall by regulation establish -a board to be

known as the Medical Review Board on Pain

Relief (referred to i tlhas subsecetion as the

‘Board’).

“(B) MEMBERsIHIP.—The Attornev Gen-

eral shall appoint the members of the Board—

*HR 4006 IH

(1) from among individuals who, by
reason of speeialized education or substan-
tial relevant experience o pain manage-
ment. are chmeal experts with knowledee
regarding standards, practices, and emde-
lines concerning pain relief; and

*(11) after consultation with the Amer-
1can  Medical -Asmcintion. the American
Academy of Hospiee and Palliative Medi-
cine, the National Hospice Organization,
the American Geriatries Society, and such
other entities with relevant expertise con-
cerning pain relief, as the Attorney Gen-
eral determines to be appropriate.

“((") DUTIES OF BOARD.—




-

>
1 “(1) HEARING.—If an applicant or
2 registrant claims that any action (or. In
3 the case of a p;-oposod denial under seetion
4 303(1)(2), anyv potential action) that 1s a
5 basis of a proposed denial under secetion
-6 - 303(i'), or a proposed 1'0\'603ti011_01'_suspen-
7 sion under subsection (a)(d) of tllis see-
8 tion. is an appropriate meaus to relieve
9 pain that does not constitute a violation of
10 subsection (a)(4) of this seetion, the appli-
11 cant or registrant may seck a hearing be-
12 fore the Board on that issue.
13 “(i1) FINDINGSs.—Based on a hearing
14 under clause (1), the Board shall make
15 findings regarding whether the aetion at
16 Issue 1s an appropriate means to relieve
17 . pain that does not constitute a violation of
18 subsection” (a)(4). The findings . of the
19 Board under this clause shall be admissible
20 in any hearing pursuant to an order t(.>
21 show cause under paraeraph (1))
22 SEC. 3. CONSTRUCTION.
23 (a) IN GENERAL.—Nothing m this Act or the amend-

24 ments made by this Aet shall be construed to imply that

25 the dispensing or distribution of a controlled substance be-

*HR 4006 IH
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1 fore the date of enactment of this Act for the purpose of
causing. or assisting in causing, the suicide or cuthanaslia
of any individual is not a violation of the Controlled Sub-
stances Act (21 U.S.C. 801 et seq.).
(b) INCORPORATED DEFINITIONS.—In this section,
the terms “c,ontrplled substénce", “dispénsb", and ‘“‘dis-

tribute’” have the meanings given those terms in seetion

00 ~N A s W

102 of the Controlled Substances Act (21 U._S.C. S02).
@)

«HR 4006 1H




August 20, 1998
Dear Senator/Representatve:

The undersigned organizations are writing to express our opposition to HR 4006/S. 2151 the “Lethal
Drug Abuse Prevenuon Act”.

Thus legislation will serously harm patient care. Many patients with terminal illnesses suffer
debilitating pain every day. The foundation of good end of life care for these pauents includes
appropriate pain relief. Unfortunately, as recently noted by the Insutute of Medxcme, panis
currently undertreated, in part because of the existing laws and regulauons

We are concerned that the proposed bill will exacerbate this problem. Faced with the possibility of a
Drug Enforcement Admunistration investigation, physicians will be hesitant to prescribe, and
pharmacists will be hesitant 1o dispense, large doses of narcotics. Pauents who are in the most pan,
and therefore in need of the largest doses of narcotics, are the most likely to be affected.

An addiuonal concem is that the bill threatens a pauent’s nght to pnvacy since any government
review of a physician’s action will require the physician to disclose details of patient care that should
be held in confidence.

Improving end-of-life care 1s a prionty for all our organizauons. In its attempt to prevent certain
behavior, HR 4006/5.2151 will have the opposite effect. Rather than passing the proposed bill,
therefore, we urge the Congress 1o engage in 2 meaningful and thoughtful debate on this complex
issue. Our orgaruzauons stand ready to work with the Congress as it undertakes this task.

Thank you for your considerauon.
Sincerely,

Academy of Managed Care Pharmacy
American Associauon for Genatric Psychiatry
Amenican Association of Colleges of Pharmacy
Amencan College of Clinical Pharmacy
American College of Physicians—-Amercan Socnety of Internal Medicine
Amencan Genatncs Society

Amencan Medical Associauon

Amenican Pharmaceutical Assoctation
Amencans for Better Care of the Dying
Amenican Society of Clinical Oncology
Amencan Society of Consultant Pharmacists
Amencan Society of Health System Pharmacists
Choice In Dying -

Hospice and Palliauve Nurses Association
Nauonal Hospice Organization

Nauonal PACE Association
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The Honorable Tom Bliley
Chairman, Committee on Commerce
House of Representatives
Washington, D.C. 20515-6115

Dear Chairman Bliley,

This is a second response to your request to Secretary Shalala for information pertaining
to Oregon’s compliance with the Assisted Suicide Funding Restriction Act of 1997
(ASFRA). Iremain personally committed to ensuring that Oregon complies with Federal
law and that no Federal funds are spent on physician assisted suicide-related services.
The Health Care Financing Administration (HCFA) has performed a review in Oregon to
ensure the State’s comphance with ASFRA and expects to complete a similar review next
year. -

As I indicated previously in my letter on April 6, Oregon identified a total of $99.33 that
had been inappropriately spent on physician assisted suicide-related services in 1998, and
I immediately required Oregon to refund the $61 in Federal expenditures. Further, in
order to ensure that Oregon was in full compliance with ASFRA, I also directed my staff
to verify Oregon’s assertion that only $99.33 had been spent for physician assisted
suicide. They performed an on-site, comprehensive audit of Oregon’s procedures for
processing claims for physician assisted suicide-related services. I have enclosed a copy
of the results of that review for your information.

In the course of completing this review, HCFA staff identified $2,334 in Medicaid
administrative expenditures for physician assisted suicide-related services. Specifically,
these expenditures were for salary and payroll costs in addition to the rental of a post
office box. Upon learning of these unallowable claims, I immediately directed Oregon to
refund $1,167 in Federal funds through an adjustment to their Federal expenditures for
Spring 1999. The state has already refunded this money.
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HCFA will continue to closely monitor Oregon’s compliance with ASFRA. As a result of
our review, we have identified additional safeguards to ensure that the state does not
claim Federal funds for physician assisted suicide-related services. These additional
steps include earlier physician reporting to the gtate of persons intending to utilize these
services as well as clearer pharmacy billing instructions. In addition, Oregon will
conduct an annual analysis of Medicaid claims to ensure that no Federal funds are

claimed for physician assisted suicide-related services. We will work with Oregon to
ensure that these steps are implemented.

committed to ensuring that no Federal funds are spent on physician assisted suicide. -
"As indicated above, I have directed my staff to complete a comprehensive review of

Oregon’s process and expenditures for physician assisted suicide next year to maintain
the State’s compliance with ASFRA.

- Thope that this information satisfies your request. Please contact Bonnie Washington of
my staff at (202) 690-5960 if you have any additional questions.

staz Sincerely,

Nancy-Ann Min DeParle

Enclosure
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Mindy E. Myers

4 05/03/99 07:26:52 PM

Record Type: . 'Record

To: Christopher C. Jennings/OPD/EOP@EOQOP, Devorah R. Adler/OPD/EOP@EOP

cc:
Subject: Did you see this?

(Source: Congress Daily - 5/3/99)

HEALTH
Ganske's Top Health Policy Adviser Resigns After Fracas
The top healthcare policy adviser to Rep. Greg Ganske, R-lowa, has resigned
following last week's dispute with House Commerce Chairman Bliley overthe:
premature release of a managed;care draft bill. A Ganske spokeswoman dented that the
aide, Jon Traub, is leaving as a result of Ganske's surprising release of the discussion draft.
Traub, who has not yet lined up a new job, could not be reached for comment. "He felt that
after four and a half years [with Ganske] it was time to move on,” the spokeswoman said.
Traub's departure comes on the heels of Ganske's chief of staff, John Barnes, announcing
two weeks ago he is leaving to become legislative director of the American Academy of
Dermatology. Ganske already has hired a new chief of staff. Ganske last week infuriated
House GOP leaders when he released — without permission from Bliley — the draft of
managed care legislation being developed for the committee by Ganske and GOP Reps.
Tom Coburn of Oklahoma and Charles Norwood of Georgia. i
On another healthcare front, Sen. Ron Wyden, D-Ore., and Senate GOP

Conference Chairman Connie Mack of Florida today introduced legislation to increase
research and information about pain management for terminally iil patients. The bipartisan
bill, also sponsored by Sen. Gordon Smith, R-Ore., requires that HHS establish standards
for measuring the quality of pain mag@gement care, establish an Internet site to provide .
guidelines for pain treatment, and require all patients in federal health plans and Medicare to

receive information about pain management. Lhe bill directs the-surgeon general to issue a

Ieport on the Tegal and regulatory barriers to pain management, and calls for other

Q men impact of controlled substances laws on pain
management. Wyden said the bill would cost $18 million.

" " Itis the latter issue that sparked Wyden,-.Mack and Smith to author the bill. Last
Congress, Senate Majority Whip Nickles introduced legislation on controlled substances
that would have the effect of prohibiting physician-assisted suicide. Mack said advocates for
patient pain management are concerned the legislation could have the unintended effect of
curbing doctors' treatment of severe pain. Wyden praised Nickles for working with them on
the bill introduced today, but said they could not come to agreement on issues surrounding
physician-assisted suicide, which Wyden said he also opposes. Wyden said the demand for
physician-assisted suicide can be reduced if doctors can better manage pain for terminally ill
patients. — by Matthew Morrissey
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