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THE WHITE HOUSE 

WASHINGTON 

January 31, 1997 

MEMORANDUM FOR THE PRESIDENT 
, 

FROM: 	 Bruce Reed, Assistant to the President for Domestic Policy ~ . 
Patricia S. Fleming, Director, Office of National AIDS Polic~ 

SUBJECT: 	 Follow up to the December meeting of the Presidential HIVIAIDS Advisory 
Council 

We are pleased to transmit to you the most recent rceolnmentiations of the Presidential 
Advisory Council on HIV and AIDS following its meeting of December 15·17 . 

.A copy of the 	Council's recommendations is attached. These recommendations, in su.mmary. 
ask for 	the following: 

• 	 . Continued leadership by the Adminisll'ation for funding for AIDS researcb, 
prevention, treatment, and housing as well as protection of Medicare and Medicaid. 

• 	 Continued advocacy for funding for AIDS Drug Assistance Programs and HUD', 
Housing Opportunities for People with AIDS program. 

• 	 Greater focus by the Federal Bureau of Prisons on the needs and rights of federal 
. prisoners living with HIVIAIDS. . 

• 	 Greater support for AIDS treatment programs focused on Native American 
communities. 

• 	 Administration leadership in working with states and the private sector on reducing 
the cost of AIDS drugs. 

The Council also approved a resolution commending you aed the Office of National AIDS 
Policy for formulating the first-ever National AIDS Strategy, which you received from FoISy 
Fleming on December 17. The Council also Sent a letter to Secretary Shalala urging her to 
suppan Federal funding for needle exchange programs to reduce the spread of HIV among 
intravenous drug users, their sexual partners, and their children, 

The steps we 	wilI.take in the coming months to address these concerns are as foHows: 

• 	 Your fiscal 1998 budget includes across-the-board increases in funding for AIDS 
researcb. prevention, treatment. and housing, While these increases are smaller than 
in previous years, they a're significant in the context of your balanced budget 
proposal. . 



• 	 Your budget maintains the Federal guarantee of Medicare and Medicaid <;overage for 
people with disabilities including people living with HIVIAIDS, However, the 
proposed per capita cap concerns many AIDS advocates because of its potential to 
reduce benefits to costly patients, 

• 	 The Federal Bureau of Prisons and the Department of Defense are working on 
addressing the inclusion of HIVIAIDS issues in all services of the Federal BUreau of 
prisons and Department of Defense prisons and brigs (including D,C, jails), 

" 

• 	 'The Office of National AIDS Policy is <;onveDing a roundtable discussion of AIDS 
issues related to the Native American comniunity on February II, 

• 	 The Department of Health and Human Services is working with the states and others 
to find ways to reduce the cost of AIDS drugs to government programs, 

• 	 The Department of Health and Human Services will repon to Congress on or about 
February 15 on Federally-sponsored researcb into the effecliveness of needle 
exchange programs to reduce HIV transmission without encouraging use of illegal 
drugs, ' 



Presidential Advisory Council on mvIAIDS 

Fifth Full Council Meeting 


December 15 - 17, 1996 


REPORT FOUR 

. RECOMMENDATIONS 

•National AIDS Strategy Resolution 

The Council commends the President and the Office of National AIDS Policy for 

demoostrating leadership in developing the Federal Government's forst national 

comprehensive strategy for dealing with the HIVIAIDS epidemic. While there are clearly 

significant issues regarding the epidemlc which still must he addressed, the National . 

AIDS Strategy provides a foundation for the Federal Government's response to 

HlVIAIDS in the year ahead. Specific implementation tactics and strategies must he 

developed. 


. 

The Council·believes that in order to have any realistic chance of achieving the 

President's stated goals of fmding a cure, developing a vaccine, and reducing ann'l"l 

new infections to zero. other important issues such as how to decrease infections 


" among intravenous drug users must be addressed more comprehensively. 

The Council intends to continue to ensure that all crucial issues are dealt with and to 

ensure that the actionS of relevant Federal Agencies. are consistent with the National 

AIDS Strategy and with the recommendations of this Council. 


lV.A, Leadership Recommendation 

Background 
During.the debate over the FYl997 budget, President Clinton exercised leadership critieal to 
the lives of people living with HIV and at risk for HIV by protecting Medicaid and 
Medicare, holding out for increases in funding for research. prevention and care, and by 
seeking budget amendments for tile AIDS Drug AsSistance Program and HOPW A as the need 
for increased funding became apparent. 

The FY 1998 budget deba~ will require the same level of leadership from the President and 
his Administration. Our nation faces the continuing challenge of assuring access to new and 
promising treatments for HIV, !he opportunity that new avenues of treatment and vaccine 
research offer, the need to expand prevention efforts to more Americans at risk, and the need 
to assure that people with HIV have housing tbat addresses their needs.. . 
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Recommendation IV.A.l. 

That in his FY 1998 budget request, the President continue 10 protect Medicaid and 
-Medicare, and seek increases in funding for research, prevention, care and services 
including the Ryan White Care Act and HOPWA. In particular, because ofth. availability 
of new drug ther"pies, ADAP fundiilg must be increased, and not in competition with 
funding for the care system. Increased funding will be essential' until new financing systems 
ean be developed among. private and public health payers to cover the cost of the new 
therapies. 

In the international arena, the President sbould seek increases in funding for USAID 

programs relatipg to the global epidemic. . 


Recommendation IV.A.2. 

That the Vice-President continue the dialogue which be bas established with the major 
manufacturers of HN/ AIDS drugs und that the issue of international provision of basic 
medications for the prevention and treatment of opportunistic infections and other HIV/ AIDS 
associated medieal conditions be added 10 their agenda .. 

IV.B. AIDSlPrison Issues 

Background 
Citizens incarcerated in Ibe United States prisons system have a constitutional right 10 quality 
health care appropriated social services, and humane living conditions. 
This issue was first addressed in Ibe 1991 NCOA report in Ibe Federal Bureau of Prisons. 
In 1995 the ONAP revisited this issue so thai the needs of the HIV·infected prison popUlation 
were not neglected. . 

"HIV infected prisoners who are not provided adequate medieal care while incarCerated 

become sicker and can impose an unnecessary burden on the heallb care delivery system 

upon release. ~oreover, without proper preveotinn education, prisoners and formerly 

incarcerated persOns will continue to engage in risky behavior and thereby increase the 

possibility of new transmissions. People of Color have been particularly hard hit by the· 

expanding HIVIAIDS epideotic and·they also experience higb rates of incarceration' 


"For prisoners with HlV/AIDS locked away in federal, state, and local prisons "and jails. a 
short prison term can become a death sentence because of lack of medieal care, little 

1 19%. Policy Statement,. NORA Working Group on Incarcerated PopUlations. 
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psychosocial support, discrimination, stigmatization, and baras~iment from both corrections 
staff and other prisoners. Studies have shown that prisoners with HNIAIDS live balf as 
long as similar IDU populations on the outside. Women prisoners with HIV/AIDS are the 
fastest growing and most medically under served prison population. Compassionate release 
or medical parole is out of reach fur most prisoners with full-blown AIDS (and other life 
threatening illnesses).' 

Historically, prison" infirmaries have not been equipped to deal with the specialized needs of 
inmates with HIV/AIDS and infections associated with HN disease sucb as multiple-drug
resistant tuberculosis, In an effon to address these Concerns, we recommend the following; 

Recommendation IV.B.t. 

The Council requests a comprehensive and specifiC repon be from the Federal Bureau of 
Prisons, and the Departmenl of Defense. within 90 days, addressing the inclusion of 
HNIAIDS issues in all services of the Federal Bureau of Prisons and DoD prisons and brigs 
(including D. C. Jails). This should minimally include the fonowing;". 
•. 	 Content and frequency of prison staff educational effons' paying particular attention 10 

isSues of; women at-risk for HN, substance use, prevention, and the medical 
management of HN disease. ' 

b. 	 Accessihility of all FDA approved HIV/AIDS therapeutic modalities for prison inmates 
with HN/AIDS, and numbers of prisoners availing themselves of these therapies. 

c. 	 Availability of mainstream clinical drug trials for prison inmates, the nature of any 
access barriers - and means to remove such barriers, and numbers, sites and principal 
investigators of these programs. 

d. 	 The status of quality assurance criteria and certifications, (including noudiscrimination 
guidelines) with a demonstrable high level of compassionate care available for the ill and 
dying. 

e. 	 Description of case management for prison inmates with HNIAlDS. 

f. 	 Availability of voluntary pcer education opportunities for HIV + inmates. (Please 
include curriculum pantclpadon, site, and frequency statistics,) 

g. 	 Accessibility of coudoms and barrier protection against HN transmission to prison 

, 1996, HIVIAIDS in Prison Project, Catholic Charities, Judy Greenspan. author. 



• 	 Your budget mailWlins the Federal guarantee of Medicare and Medicaid coverage for 
people with disabilities including people living with HIVIAIDS. However. the 
proposed per capita cap concerns many AIDS advocates because of its potential to 
reduce beneflls to costly patients. 

• 	 The Federal Bureau of Prisons and the Department of Defense are working on 
addressing the inclusion of HIVIAIDS issues in all services of the Federal Bureau of 
prisons and Department of Defense prisons and brigs (including D.C. jails) . ., 

• 	 'The Office of National AIDS Policy is "".verung a roundtable discussion of AIDS 
issues 	related to the Native American cornrriunity on February 11. 

• 	 The Department of Health and HUlI1l!'l Services is working with the ,!lUes and others 
to find ways to reduce the cost of AIDS druga to government programs. 

• 	 The Department of Health and Human Services will report to Congress on or about 
February 15 on Federally-apensored research in¥' the effectiveness of needle 
exchange programs to reduce HIV trnnsmission without encouraging use of illegal 
drugs. • 

, ". 



Presidential Advisory Council on HIVI AIDS 

Fifth Full Council Meeting 


December 15 - 17~ 1996 


REPORT FOUR 

. RECOMMENDATIONS 

.National AiDS Strategy Resolution 

The Council commends the President and the Office of National AIDS Policy for 

demonstrating leadersbip in developing the Federal Government's first national 

comprehensive strategy for dealing with the HIV / AIDS epidemic. While there are clearly 

significant issues regarding the epiderilic which sliD must be addressed, the National . 

AIDS Strategy provides a foundation for the Federal Government's response to 

HfVIAIDS in the year ahead. Specific implementation tactics and strategies must be 

develoPed· 


The Council believes that in order to have any realistic chance of achieving the 

President's stated go.tsof finding a cure, developing a vaccine, and reducing annual 

new infections to zero l other important.issues such as how to decrease infections 


. among intravenous drug users must be ad<!ressed more comprehensively. 

The Council intends to continue to ensure that all crucial issues are dealt with and to 

ensure that the actions of relevant Federal Agencies. are consistent with the National 

AIDS Strategy and with the recommendations of this Council. . 


IV.A. Leadership Recommendation 

Background 
During.the debate over the FY1997 budget, President Clinton exerCised leadership crirical to 
the lives of people living with HIV and at risk for HIV by protecting Medicald and 
Medicare, holding out for increases in funding for research, prevention and care, and by 
seeking budget amendments for the AIDS Drug Assistance Program and'HOPWA as the need 
for increased funding became apparent. 

The FY 1998 budget debate will require the same level of leadership from the President and 
his Administration. Our nation faces the continuing challenge of assuring access to new and 
promising treatments for HIV, \he opportUnitY that new avenues of treatment and vaccine 
research offer, the need to expand prevention efforts to more Americans at risk, and the need 
to assure that people with HIV have housing that addresses their needs.
.' . 
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Recommendation IV.A.I: 

That in his FY 1998 budget requesi. the President continue to protect Medicaid and 
Medicare. and seek increases in funding for research. prevention. care and services 
including the Ryan White Care Act and HOPWA. In particular, because of the availability 
of new drug therapies, ADAP funding must be increased. and not in competition with 
funding for the care system. Increased funding will be essential tintil new financing systems 
can be developed among private and public health payers to cover the cost of the new 
therapies. 

In the international arena. the President should seek increases in funding fur USAID 
programs relating to the global epidemic. . . 
Recommendation IV .A.2. 

That the Vice-President continue the dialogue which be has established with the major 
manufacturersof HIV/AIDS drugs and that the issue of international provision of basic 
medications for the prevention and treatment of opportunistic infections and other HIV/AIDS 
associated medical conditions be added to their agenda.. 

IV.B. AlDSlPrison Issues 

Background 

Citizens incarcemted in the United States prisons system have a constitutional rigb! to quality 

health care appropriated social services, and humane living conditioRa. 

This issue was fIrst addressed in the 1991 NCOA report in the Federal Bureau of Prisons. 

In 1995 the ONAP revisited this issue so that .the needs of the HIV-infected prison population 

were oot neglected. . 


"HIV infected prisoners who are not provided adequate medical care while iJicarcerated 
become sicker and can impose an unnecessary burden on iII. health care delivery system 
upon release. MoreoVer, without proper prevention education. prisoners imd formerly 
incarcerated persons will continue to efigage in risky behavior and thereby increase the 
possibility of new transmissions. People of Color have beeo particularly hard bit by the· . 
expanding HIV/AIDS epidemic and they also experience high rates of incarceration.' 

"for prisoners with HIV/AIDS locked away in federal, state, and local prisons ·and jails, a 

short prison term can become a death senteoce because of lack of medical care, little 


., 1996. Poliey Statement,.NORA Working Group on Incarcerated Populations. 
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psychosocial support. discrimination. stigmatization. and harassment from both corrections 
staff and other prisoners. Studies have shown that prisoners with HIV/AIDS live half as, 
long as similar IDU populations on the outside. Women prisoners with HIV/AIDS are the 
fastest growing and most medically under served prison population, Compassionate release 
or medical parole is out of reach for most prisoners with full-blown AIDS (and other life 
threatening illnesses).' 

Historically, prison'infl1'lllllries have not been equipped to deal with the specializad needs of 
inmates with HlY / AIDS and infections associated with HIV disease such as multiple.drug
resistant ruberculosis. In an effort to address these eoncerns. we recommend the following: 

Recommendation IV .B.I. 

'The Councll requests a comprehensive and specific report be from the Federal Bureau of 

Prisons. and the l)epartment of Defense, within 90 days, addressing the inclusion of 

HIV/AIDS issues in all services of the Federal Bureau of Prisons and DoD prisons and brigs , 

(inclJ1ding D. C. Jails). This should minimally include the following:, ", 


a. 	 Content and frequency of prison staff educational efforts' paying particular attention to 
issues of; women at-risk for HIV, substance use. prevention, and the medical 
management of HIV dise.... ' 

b. 	 Accessibility of all FDA approved HIVIAIDS therapeutic modalities for prison inmates 
with HIVIAIDS, and numbers of prisoners availing themselves of these therapies. 

c. 	 Availability of mainstream clinical drug trials for prison inmates, the nature of any , 
access barriers --,and mearu.·to remove such barriers. and numbers, sites and principal 
investigators of these programs. 

d. 	 The status of quality assurance criteria and certifications. (inclnding nondiscrimination 
guidelines) with a demonstrable high level of compassionate care available for the ill and, 
dying. 

e. 	 Description of case management for prison inmates with HIVIAIDS. 

f. 	 Availability of voluntsry peer education opportunities for'HIV+ inmates: (please 

include curriculum participstion. site, ind frequency statistics.) 


g. 	 Accessibility of condoms and harrier protection againstHIY transmission to prison 

2' 19%, HlY/AIDS in Prison Project, Catholic Charities, Jndy Greenspan, author. 
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inmates. 

h. 	 Specific delaU. conceming the availability of ongoing (at least every 6 monihs) 
educational programs for incarcerated individuals regarding all aspects of HIV. including 
substance abuse issues aad sexuality. 

1. 	 Definition of the limits of jurisdiction which differentiate the authority of the federal 
government in'a11 correctional facilities; District of Columbia. military. federal, state. 
aad local correctional institutions. including federal funding streams. 

j. 	 The scope of implementation of the seven major recommendations of the National 
Commission.on AIDS (March, 1991). 

Recommendation IV .B.2. 

The Adntinistration should direct the Secretary of Health aad Humao Services to develop 
oversigbtlangualle appropriate for discbarne planning (including accessing benefits) for ex
offenders with HIV / AIDS designed'. to assure their continuity of care througb Prob.tion 
Departments in vanous locales as well as the accessibility of appropriate linkages within the 
community. . 

IV.C. AIDStNative American Issues 

Background 
During 1994 - 1995. extensive efforts were made in the public aad private sector to insure 
aad preserve HRSA assistance to special populations. Under the reauthorization. it appears to 
be discretionary for the Secrelaly to determine allocations to specifiC communities and 
projects. 	 . 

Recommendation IV.C.1. 

Therefore, the Council requests that the President instruct the Secrela!y of Health and 
Human Services to reassess the legislative intent of the reauthorized Ryan White CARE Act 
regarding needs of the Native American community to insure appropriate support for Native 
American care, infrastructure development, and coordination on a natlonellevel. . 	 . 

Background 
Agreements ensuring the fulflliment of. Native American health care needs are part of the 
traditional govenunent-tribal relationship. In the instance of alcohol and substance abuse 
programs. IHS was instructed to develop memoraadums of agreement with tribal 

http:Commission.on
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governments and the BIA 10 ensure that these three entities work together 10 reduce the 
effects of addiction in tribal communities. Memorandums of agreement include a specific 
tribal plan describing needs. availability of sONices. and prevention efforts. Similar 
memorandums are needed in dealing with HIVIAIDS. Local tribes bave need to have 
ownership of direct client services for HIV case management on their Reservations; Native 
Case Management Programs need a commitment from IHS thot they will work cooperatively 
with these'progr~. which are located on and off Reservations.· 

Recommendation IV.C.2. 

Therefore. the Council requestS thot the Secretary of Hcalth and Human Services instruct the . 
Director of Indian Health Services to demol!'itrate within nine!y-<lays the adequacy of HIV 
prevention. care, and treatment including access 10 needed drugs. for American Indians and 
Alaska Natives livmg on or near reservations. This should include documenlation of needs 
assessments completed. barriers. and gaps identified and proposed solutions. It should also 
include a discussion of how rus plans to Work with the private nOll-profit sector 10 improve 
AIDS-related services. 

Background . . 
Programs providing Case Management Services to Native Americans need to ensure thot the 
services are cultuIally relevant for this population. Criteria to evaluate the eultural relevancy 
of services may include such things as: Native Americans seated on the governing or policy
making body, insuring that 50% of the stiff are native Americans, insuring thot traditional 
tribal healing services are available ensite by referral.. IHS needs to commit to complying 
with the Buy Indian Act for traIning rus personnel in HIV/AIDS Case Management Services. 

Recommendation IV.C.3. 

Therefore. the Council requests that the Secretary of Health and Human Services instruct the 
Director of IHS to develop Case Management oversight guidelines which are appropriately 

. oriented to the specific needs of Native American people with HIV IAIDS and assure the 
provision of health care.and in a safe and culturally appropriate manner. 

IV.D. AIDS/Service Issues 

Recommendation IV.D.l 

That the Administration Uke leadership in working with the states and the private sector to 
reduce the cost of phannaceuticals to ADAP and Medicaid progratns. 
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Recommendation IV.D.Z' 

, 

ThaI the federal gevenunent working with the stales expedetiously finance, and evaluate new 
demonstration projects that I) enable funds 10 be used for very early access to HIV care 
services, and 2) assess the resulting impact on health status, tife expectancy, client return to 
work and earned income, and net health care costs (new expenditures offset by lowered 
costs), on a lifetune and annual cosl-of-care basis, ,These demonstrations should be fInanced 
with new funds, so; as not to diminish access to care and treatment ,under current funding. 

Recommendation IV.D.3 .' 

That the Office of National AIDS Policy create a mechanism for the public sector, the 
private sector, and the community to engage in a formal, facUitated dialogue process on bow 

, to set priorities for HIV care and services that assures the besfuse of resources and 
recognizes a context of sitifting demands for services. Tbis dialogue should he completed 
within six to eigbt months. 

Recommendation IV.D.4, 

That the Office of Natioual AIDS Policy work with the Secretary of HHS and the Secretary 
of Labor. the co-chairs of the Advisory Council on Consumer Protection and Quality in 
Health. to assure inclusion of the conccfll!' of people living with HIV and their 
reconunendations, 
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THE WHITE HOUSE 

WASHINGTON 

March 12, 1997 

MEMORANDUM FOR THE PRESIDENT 

FROM; Bruce Reed, Assisumt to the President for Domestic Policy 
Eric Goosby, Interim Director, ONAP 

'RE: Update on Status of Needle Excbange Programs 

There Ilav. been a number of recent events involving needle exchange programs, On 
February 13, • National Institutes of Health Consensus Conference Statement recommeeded 
lifting the ban on use of federal funds for needle exchange programs, On February 18, HHS 
sent a Congressionally requested report to the Senate Appropriations Committee reviewing the 
scientific data on needle exchaoge programs to date. This memo provides background to put 
the issue in context. with a disCussion of these recent events, , 

CIItTe1lt Statute. There are three statutory reslrictions on the use of federal funds for needle 
exchaoge programs. (I) The Substance Abuse sod Mental Health (SAMHSA) block grant 
prohibits use of federal funds for needle e:';change unless the Surgeon General determines that 
they are effective in reducing the spread of HIV ilIll1 the use of illegal drugs. The statute does 
permit federal research and evaluation of exlstiog needle exchaoge programs. (2) The 1996 
Ryan White CARE Aet reauthorization places a fl.t probibition on the use of Ryan White 
funds for needle exchange, (3) The LaberlHHS Appropriations bill prohibits funding of 
needle exchange unless the Secretary determtaes that sueb programs are effective in preventing 
the spread of HIV sod do not encourage the use of illegal drugs. 

Epidemiology of mv Infection. Thirty six percent of AIDS cases are directly or itslirectly 
caused by IV drug use, Up to fi'rIY percent of new HIV infections may be related to IV drug 
use, The effects of IV drug use ,Ilave become. driving force in the HIV epidemic, 

Number of Needle Exchange Programs, There are over 100 needle exchaoge programs in 
the US, with most programs distributing through two or more sites, As of 1996. twenty-eight 
States Ilad local needle exchaoge programs. 

Fed.fUny Sponsored Research, The National Institute on Drug Abuse (NIDA) at NtH b.as 
funded 15 demonstration projects to evaluate the OOp.ct of needle excbenge programs on rates 

.of HIV infection and patterns of drug use (including the effectiveness of these programs as 
gateways to subsumce .buse treatment), Only two of the 15 studies are completed at this tOOe. 
There b.as also been a significant amount of privately funded research on needle excbenge 
programs through foundations and other nonprofit groups. 

.. 




, ... . , 

Slate and Local Government. At their recent winter meeting, the National Governors 
Association passed a resolution stating: 'Federal restrictions Or requirements on the use of 
avail.ble funding interfere with the ability of SillIeS to develop comprehensive prevention· 
strategies." The Association of State and Territorial Health Officers (ASTHO) passed the 
following resolution in December 1995: "The federal government should repeal the ban on the 
use of federal funds for needle exchange services to allow interested States and localities the 
fmancial fleXibility to support successful prevention and treatment initiatives within their 
jurisdictions." The US Conference of Mayors also supports lifting the ban on use of federal 
funds for needle exchange. 

HHS Report to Senate Appropriations, Report tanguage was included in the September 
1996 Senate UHHS Appropriations bill requesting that HHS provide a report on the status of 
current research projects, an itemizatio!l of previously funded research, and findings-to-<late 
regarding the efficacy of needle exchange programs for reducing HIV transmission and not 
encouragi!lg illegal drug lISe. The report prepated by HHS reviewed all published studies of 
US needle exebange programs, including one by the Institute of Medicine; It did not attempt to 
determine If the Co!lgfessional standard bas been met for lifting the han on federal funding. 
The summary section of the report contalns the following: "Overall these studies indicate thaI 
needle exchange programs can have an impact on bringing difficult to reach populations into 
systems of care thai offer drug dependency services, mental health, medieal and rupport 
services. These studies also indicate that needle exchange programs can be an effective 
component of a comprehensive strategy to prevent HIV and other blond borne infectious 
diseases in communities that choose to include them. " 

NIH Consensus Conference. A NIH Consensus Development Conference on Interventions to 
Prevent HlV Risk Behaviors was held Pebronry 11-13, 1997. This conference was developed 
and directed by a non-Federal panel of experts, predating the Co!lgftSSIonal request for an 
HHS report. The resulting Consensus Conference Statement is an indepeudent report of an ' 
expert panel, not a policy statement of the NIH. This Statement. released on February 13, 
concluded that needle exchange programs are effective in ~ucing both HIV transmission and 
IV drug uSe and recommended lifting the legislative restrictions on needle exchange programs. 

Analysis of Evidence on Needle Exchange Programs and IV Drug Use. The preponderance 
of data collected so far suggests a stable or declining level of drug use amo!lg needle exchange 
participants. About balf of the studies on the effects of needle exchange show a decline in 
drug use. Two studies show an increase in drug use, but these studies have been discounted 
by expert panel as ontiler.. In additiOn, aItnost all studies indicate that needle exchange 
program participants tend to be older· (median age 33 to 41 years old) and tend to be long-term 
users (duration of lISe 7 to 20 years). There is no data to·suggest needle exchange programs 
increase new initiates into drug USf'f. and ~e age of partiCipants often increases over time. 

It is important ~ note. however, that most studieS have m~thodological weaknesses. inherent 
to the population and subject, that are nearly impossible to. overcome. These methodological 
problems include: I) reliance upon individuals' self-reporting of drug use; 2) the difficulties of 
creating a control group that does not receive clean needles yet continues parti~ipating in the 
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study; and 3) the difficulties of isolating the effects of needle exchange programs from the 
many other factors that may influence drug use in a given population., ' 

The Administration's Response, HHS. ONDCP. and the White House jointly developed a 
response to questions about the HHS report and NIH Conference Statement, This response 
states that data on the effect of needle exchange programs in reducing HIV seroprevalence is 
solid, but that data on the effect of these programs on drug use patterns is less clear. The 
response further states that HHS will continue research efforts to evaluate new data on needle 
exchange programs and will work with the Congress on effective IIIV prevention strategies. 
General McCnffrey strongly believes that the Administration should not chaUenge or raise 
questions about the current legislative restrictions on needle exchange programs. 

Next Steps for HHS ba Evaluatbag Effects on Drug Use. HHS will conduct a scientific 
review of the data presented .t the NIH Consensus Conference. The data bas not yet been 
through the peer review process required for publication aoo needs close eJ(.mination. A ' 
second step will be an oinaIysiS of data already collected through the NIDA demonstration 
projects, which bave not yet been specifically studied for· effect on drug utilization patterns. 

Congressional Climate and CommuDity Expectations. The HIlS report was released durbag 
the Congressional recess, and Hill reaction bas 'been muted to date. Harold Varmus, Director 
of the NIH, received direct questions on needle exchange from Reps. Dickey (R·AR) and 
Wicker (R·MS) during an NIH Appropriations hearing. Secretary Shalala also received one 
question on lifting the federal funding han'prior to release of the report. 

Both the House and Senate generally have punted the issue of needle exchange programs to 
HHS. The exception is last year's prohibition on use of Ryan Whlte treatment funds for 
needle exchange programs, which passed unanimously. The Congressional response to any 
attempt to lift restrictions on funding likely would be hostile. The climate, however, may be 
softening somewhat. Senator Specter. Chair of the UHHS Appropriatiollll Subcommittee, bas 
COme to support needle exchange programs (Philadelphia bas one of the largest); Rep. Rangel, 
once adamantly opposed to needle exchange programs, is reported to be shifting in bis stance; 
and the state flexibility arguments advanced by NGA and ASTHO may also start to have an 
effect. 

The AIDS comtllunity is united in seeking an eDd to the ban On federal funding of ru;edle 
exchange programs. With 'some exceptions, bowever, lhe national AIDS organizations 
understand the dowlllIide of demanding that lhe han be lifted before the necessary educational 
and political groundwork is laid. What the community wants from the Adminisll'ation at this 
point is not so much an immediate lifting of the restrictions as a strong indication that the 
Administration generally wUllet science guide policy in combating HlV transmission. 
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THE WHITE HOUSE 

WASHINGTON 

May 6. 1997 

IEMORANDUM FOR THE PRESIDENT 

ROM: Bruce Reed, Assistant to the President for Domestic Policy 
Dr. Eric Goosby, Acting Director, Office of National AIDS Policy, 

UBJECl': ,Follow up to the April meeting ofthe Presidential HIVIAIDS Advisory Council 

Ve are pleased to transmit to you the most receot re(O!llIIlendations of the Presidential 
,dvisory Council on HIV lIDd AIDS follOWing ilS meeting of AprilS - 8_ ' 

• copy of the Council's recommendations is attached. These recommendations, in summary, 
$k for the following: 

Opposition of the HIV Prevention Act of 1997; , 

Work to eliminate all regnlations and requirements for mandated reviews by citizen 
review pnnels of the content ofHIV prevention materials; 

Continued leadership and highest priority by our government on development of • 
successful HIVI AIDS vaccine within a decadO; 

• Encourage scientif.c research "n,the pOtential'benefits andlor risks of medical 
marijuana and pending results of such research, the government refrain from any 
efforts to prosecute doctors, who in good failh, discuss !he use of medical' marijuaoa or 
recommend it for their patients; 

• Co.tinned advocacy fur prison issues relating to compassionate release, discbarge 
planning, standards of care, protective barriers, and substance use; and 

• Continued leadership by the AdnUuistration on providing the science in a report to 
Congress on the effi~cy of syringe exchange programs to reduce the transmission of 
HfV and the certification of sueb syringe ~change PfQgrams as effective in reducing 

. the incidence of new HIV infections w~ile not increasing substance abuse. 

The Council also sent a letter to you regarding the'elimination of discrimination against those 
infected with HIV by certain Federal agencies (copyattached)_ , 
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THE WHITE HOUSE 

WASHINGTON 

MEMORANDUM FOR TIlE PRESIDENT 

FROM: 	 Bruce Reed, Assistant \0 the President for Domestic Policy 
Sandra Thurman, Coordinator fur National AIDS Policy 

SUBJECT: 	 International Studies on Reducing Maternal·Infant mv Tranmission 

, 

'Ibis memomndum will provide bacl<ground on the controversy over an ongoing gtllUp of 
,U,S"supported intmlational clinical trials studyingoptiOllS to reduce maternal transmission of 
mv in develIlping countries, A brief overview of CUIreDt knowledge, the mtionale fur further 
researeh, the World Health Osganintion positiOl1, ootlCeIJl!l ofdomestic public interest groups, 
and the Departmeot ofHealth and Human SeMl;es' position will be eovenx!. Attached 
separately ate talking points and Q&:A'. prepared by mrs all the isone. . 

Periwitl1l Transmission The World Health O!ganization (WHO) estimales over 1,000 mv+ 
infants are born each day. Women with mv disease have a 15%-40% risk of transmitting 
mv to their baby with each p.n:gnancy. The National Institules ofHealth demonsttatcd !bat 
!his transmission riskean be lowered to 8.3% by the ad";niottation of the drug AZTto '. 
women 0tllI1y doring pregnancy and intraveiloosl,y dnring labor, and to !heir newborn infants 
orally fur 6 weeks. 'Ibis NIH study, kiIownas ACTG 076· coroparing AXf with a placebo • 
was balled and pnblisbed m1994 when !bose dramatic re8Ults were evident. It bas become !he 
staJJ.<!ard of can> to offer all mv+ pregnant women AXf thetapy in lb. U,S. . 

An importsnt Unanswered research question is at what puint during pregnancy or birth do 
women IJ:lIJlS.!nit mv to !heir.babies - and if It is ne.:easary to admini.lter AXf over many 
IllOIIIhs to pn:wem mv infection in infants. llecau.Ie many. developing countries cannot afford 
expensive drug tbempieol fur their citizens, pinpuinting the crlti.<:al period In wbich to 
administer AXf to pn:wem perinatal tranamlsrion is important So !bat the greatest number of 
womon could be offered In!atmcnt. ' 

_ Study DesIgn Issues The public healllt leadenrup of seveJal WHO member' 
coUntries collaborntcd with the NIH and CentolS for Disease Control and Prevention (CDC) to 
design and develop research studieol to prevent perinatlll mv transmission in 
countries with Iio>itod health care infra.stnrotnre and resources. Each research study included 
an infonued consent document outlining the research qu".titm, the randomization 10 an AZT 
or placebo group, and a detailed description of potential rub study participants may incur. 
All study protocols were reviewed and approved by the NIH and CDC Institutional Review 
Board& (IRBi) and the host countries. The politica11oadersbip of each host country were also 
fully infomtod of the study methodologies and concunnd with their bnplementation, ' 
The first studieol proposed by this,international collaborative group began in 1993 with funding 
support from the U.S. (NIH, CDC) and Prance. 

http:llecau.Ie
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World Health Organization Activity In June 1994, the WHO hosted a meeting of 
research... and public bealth ptactitioners from the U.S., Europe, and countries in Africa, 
Asia and the Carribean wbich have. high incidence of HlV disease. The pwpose of the 
meeting was to exantine the results of the NIlI ACTG 076 trial in terms of their applicability 
internationally. The foUowing recommendations were issued from this meeting: 

1) Eucournge the use of AZf as outlined by the NIlI ACTG 076 study in 
industrialized COWltriea; and 

2) Immediate exploration of altemative regimens that could be used to acbk:ve prevention 
of perinatal HlV prevention in the developing world. 

WHO participants esIlIhliahed pu:rameIerS for the conduct of research smdies in developing 
countries. The smdies supported by the U.S. and Ftailce Were consistent with these 
parnmeters. 

Concerns of Some U.S. Public Interest Groups Dr. Sidney Wolfe of the Public Citizen 
Health Research Group wrote a long critique of U.S. involvement and support for these 
intereationsi perinatal HlV prevention stod1es in a letter to 'Secretary Shalala. The letter was 
broadly distributed to the media. Key concerns .-aised were: 

() Sume research designs include a placebu ann when AZf has proven benefit. Such. 
research design would never b. aUowed in the U.S. 

, 	 , 

o 	 The stodies violate major international ethical guidelines, specifically: the World 
Medical Association's 1975 Decl.a!:ation of Helsinki; fuur of the Nun::mburg codes for 
bumao experimenllltion; and the Intemational EIhical Guidelines for Biomedical 
Researcb Involving Human Subjects desigued ,to ilddress dhicalissiles in develOping 
countries 

o 	 There is no guarantee that women an,d infants in host countries will benefit frOm the 
research knowledge ped 

o 	 The lack of appropriate care in host countries does not justify stody designs with 
placebo arms that have no benefit, The Standard of care in many countries does not 
include access to prenatal care, medications, hospital births or intravenous infusions 

o 	 Camp,orison of these stodies to th. Tuskeegee syphilis study; oliticism that IRlls 
should ensure that risks to subjects are minimized and subjects are not unnecessarily 
exposed to risk; this is eolonislism at its worst 
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Seru\Cor Carol Moseley-Braun (D-IL) has also voiced her concern reganling study design' with 
a placebo arm when there Is a known effective treatment for mv prevention. She is alanned 
that such studies are supported with U.S. funds, and thinks it is inappropriate to continue such 
funding in face of the apology being offered to the Tuskeegee survivors this Friday. 

Department or Health and Human Services The Department of Health and Human Services 
has cooducted a review of the U.S.-funde<l studies in question and continues to support both 
the study designs and public bealth importance of completing them. They are ongoing as of 
this date. HHS testified to this effect before the HOuse Government Reform and Oversight 
Committee last week:. There was very little discussion of the issue among Represenlatives 
present. 

In brief, the HBS poSition maintains: 

o 	The studies address a pressing need in tho global control of the spread of BIV, 
defitting interventions that will result in reductions in maternal-infant transm.ission whicb 

can be safely and routinely Impli:mented in the developing wodd; 

n 	The studies are based on the assumption that the NIH ACrG 076 regimen is not a 
feasible therapeutic intervention in developing COWlIries due to lack of medical 

infmstructure and cost conslraints; the resean:b design examines options fur treatment 
which are viable and affordable within the medical' care delivery system. of the study 
~es 	 " 

o 	AU ongning studies are in full compllance with U.S. and in-countiy regulations and 
laws, have gone I.Im:luIIh extee.sivo'in-countty and U.S. ethieal review processes imd an 

international ethieal review, and all studies haVe strong in.counlly ;rupport; an ' 
independent Dala and Safety Monitoring Board continues to provide oversight of research 
findings .t mgnlar intorvili 

o 	Broadly o.coepted ethical principles for international resean:b recognize a role for the 

Ineal standard of care wheil testing the effectiveness of a new intervention. In the case 


, 	 , 

of developing bost counuies, th.local standard is minimal to no health care access. 
Studying new research options of AZT administration at specific times during pregnancy 
offers a new benef'1I. to individuals who would not otherwise bave had it, while defining 

resean:b knowledge that may allow many individuals to benefit if shorter courses of 
AIr prove effective for BIV prevention. The placebo arm is equivalent to the Incal 

standard of cam. 	 . 

Attachod are Q&As and talking points wbleh support the HHS position on this issues. 
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THE WHITE HOUSE 

WASHINGTON 

QUESTIONS AND ANSWERS 

Q. Did you know about the NIH supported clinical trials using AZI and plaeebos in HIV 

infe<:ted pregnant women in developing countries? 


A. I 'am aware that Nlll is funding some rescarob into how to improve prevention of mother 
to infant tr:lll$nllssion of HIV in some developing countries. I understand that AZI is tha'drug 
that is being used in these studies. 

I have as!red the Secretary of Health and Huinan Services to provide me with a report on lhese 
Nlli studies. I also as!red for an evaluation of how 1hese 'Indies will help the women and 
infants involved and how the studies are helping to curb maternal'transmission ofHIV in these 

, countries. 

Q. Some of the women in these studies are not recciving AZI, they are getting a placebo. 
How does this compare with the U.S. position that all HIV infe<:ted pregnant women and their 
infants should bo offered AZT? 

A. That question will be addressed in Secretary Sbala1a's report. lust let me say that in ' 
many developing countries no HIV treatment at all is available for pregnant women or their 
infants .. It is IOtaIly different situation 1han what we have in this countrY where AZT is readily 
available. 

Q. Some critics are saying tIiat:ihe NIH funded AZT studies in developing countries are 
not different from what happened in the Tus~ study wbere treatment was withbeld from 
some of,the participants. How do you answer that? 

A. Well, I will need to see the report from HHS before I cait fully address that. But I 
must emphasize that in the Tuskegee study, treatment that was widely available in this country 
was deliber.ltely withheld from some of the participants. In the AZI studies oversees, the 
only AZl' treatment available is the treatment provided to participants in the study. 

Q. Some critics lirc saying that there is an issue of violation of international ethical codes 

in the AZI studies. Is this true? " 


A. I will know more about the studies and the specific coueeras surrounding it when I 

review Secretary Shalal.'s's report. Until then, I can't say anything further on this. I can 

assure you that we will not support any studies where sneh violations neeur. 
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.. 	 OUR GOAL IN SUPPORTING THESE. STUDIES IS TO FIND" 
EFFECTIVE WAYS TO PREVENT MOTHER-TO-CHILD 
TRANSMISSION OF HIV THAT CAN BE USED IN DEVELO.PING 
COUNTRIES.' THAT MEANS FINDING A REGIMEN THAT IS 
EFFECTIVE FOR THE SPECIFIC POPULATION AND 
AFFORDABLE IN THAT COUNTRY. 

.. 	 THE FULL AZT..(JT6 REGIMEN. WHICH IS THE STANDARD OF 
CARE IN THE UNITED STATES, IS NOT FEASmLE FOR THESE 
COUNTRIES. IT IS EXPENSIVE AND REQUIRES SOPHISTICATED 
MEDICAL MONITORING. 

.. 	 WE HAVE WORKED WITH THE WORLD HEALTH 
ORGANIZATION. UNAIDS AND THE HOST GOVERNMENTS TO 
DESIGN THESE TRIALS. THEY ARE FULLY SUPPORTED iw 
THE INTERNATIONAL BODIES AND BY THE HOST 
GOVERNMENTS 

.. 	 THESE TRIALS HAVE BEEN REVIEWED FROM AN ETHICAL . 
STANDPOINT BY THE CDC'AND NIH INSTITUTIONAL REVIEW 
BOARDS, AND BY REVIEW BOARDS IN THE HOST COUNTRIES. 
WE AGREE THAT THESE ARE DlFFICmT AND COMPLEX 
ISSUES, BUT THAT IS EXACTLY WHY WE WENT TO SOME . 
LENGTHS TO ACHIEVE MEDICAL AND ETHICAL CONSENSUS 
ON THE RESEARCH NOT ONLY WITHIN HRS. BUT WITH 
INTERNATIONAL ORGANIZATIONS AND THE HOST COUNTRIES 
THEMSELVES. 

.. 	 WE ARE DEDICATED TO FINDING AN EFFECTIVE 
THERAPEUTIC INTERVENTION THAT CAN REALISTICALLY BE 
ADMINISTERED IN THE HOST COUNTRIES AND IS 
AFFORDABLE. 

.; . 
\ 
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THE WHITE HOUSE 

WASHINGTON 

June 20, 1997 

MEMORANDUM FOR THE PRESIDENT 

FROM, 	 Bruce Reed 
Sandra Thurman 

SUBJECT, 	 U.S Conference of MaYors Meedle ExehanBe Resolution. 	 . 

This memorandum will provide you. quick overview oftlte U.S. Conference ofMal"'T' 
molurioo on needle exchange progrmns, and the poUties of this issue in Congress, pubfic health 
community and AIDS advocacy Sroups. 

Mayon Resolution The FY 1991 APpropriations bill maintains the prolubition on federa! 
funding ofneedle exchange unless the Secretary ofllHS detennines that such progmrns are 
effective in preventing the spread ofHIV and do not encourage the use of illegal drugs. Mayor 
Wdfie Brown of San Francisco is sponsorieg a resolution at the Mayors .-ing (see attached) 
calling 00 Se<:retary Shelal. to exercise her waiver authority and penni! state and local public 
health officials to use federal funds for needle exchange as one component ofa comprehensive 
HIV prevention strategy. . 

Other mainstream public health and state government groups (Nation Governor', Associstion, 
Association ofState and Territorial Health Officers, National Black Caucus of State Legislatures) 
support removing the federal titndieg reStrictions in favor ofstatellocal flexibility to design HIV 
prevention strategies ihat respood to the'characteristics of the mY epideralc in their jurisdiction, 

Departmtnt of Healtb and Human Services HHS sent a report to Congress in February 1997 
concluding these needle exchange programs can have an impact on bringing difficult to reseb 
pOpulstions into syStems ofcare that offer drug dependency services, mental health, medical and 
support services. These studies also iodioate that ncedie exchange programs csn be an effective 
component ofa comprehensive strategy to prevent H1V and other blood borne infectious diseases 
in communities that choose to include them. The Department bss not acted on the funding 
restrictiollll, bot is internally movieg towards a position that would allow grsnte.s to use federal 
funds ifcertain conditions are met. 

Office orNational Drug Controll'olley General McClIflTey remains "'eptical that ncedi. 
exchange programs will not increase drug use. He bss stated, however, that he remains open to 
reviewing the scientific findingS for that issue. In that vein, he pians on talking witli 
represen!stives from NIH on this issue next week. It remains clear, though, thst in tbe absence of 
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o.m.ral McCaffity, congressional support for the program would be impossible to obtain. (Even 
with his support, it wiD be extremely difficult to achieve congressio"!ll support fur the authority to 
use federal fueds for needle exclmnge programs.) 

C.ng..... Si. Republican members ofthe House J:.aborlHHS Appropriations Subcommittee 
have indicated their intent to offer an amendment repealing the authority ofSecretary Shalala to 
waive the prohibition on federal funding for oeedle exchange. The House mark-up is scheduled 
for the week ofluly 7. Subcommittee Chair Porter (R-IL) has high regard for NlH's scientific 
position, but cIeorly would need tangible support from HHS and the public health community to 
defeat such an amendment. On the Senate side, sen. Specter chairs thel1HHS Subcommittee 
oed be has come to generally support needle exchange programs- Philadelphia has one ofthe 
largest. Both he and Sen. Harkin (ranking Member) would be inclined to leave the waiver 
hmguage as is and avoid difficult votes on this issue. IfHHS were to lift the ban, staff are not 
sure how the voros would fall. 

community .The AIDS advocacy community is pushing vigorously to have the federal ban on 
needle exchange funding lifted. The community has recognized that a lotofpolitieal work·oeeds 
to be don. in Congress prior to removing the funding restrictions, so that • worse outcome is not 
realized with a flat ban on funding in lieu ofthe Secretary's waiver authority, Now that there's a 
clear sign that the House Subcommittee will consider an amendment for a ftat han, there is 
heiginened interest in having HHS remove the funding restrictions and aggressively defend the 
sciene<> behind its action on the Hill. 

To that end, some groups are trying to place press questions on needle eKchange to you in 
conjunction with the USCM resolution on needle exchange. 

Reeommendatlon In the next month, we will give you an options memo that explores these 
issues in greater depth. You should not announce any new position at this time. 

Ifyau are asked about the issue in San Francisco, we recommeod that you indicate support for 
local tlexthility, oed say that you have asked Secretary Shalala to review the sciene<> and make 
recommendations to you about how best to counter the dominant role intravenous drug use is 
playing in lb. transmission ofmV. 

2 
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FROM: Bruce Reed 

SUBJECT: Tobacco Settlement Review Process 

This memo sets forth the process we will use to evaluate the proposed tobacco settlement and to 
present r.",,,nmend.tions to the President. Our goal is to prepare an analysis for the President by 
late 1uly that defines our public health and poblic interest objectives; weighs the settlements 
strengths and weaknesses against those objectives; summarizes the views of the puhlic health 
community, Congress, and other affected parties; and lays out positions the President could take 
on the settlement proposal. 

Interagency Review 

The review will be carried out by four major workgroups which have already begun to meet: , 

Regulatory Issue. (convened by Elena Kagan). This group will look at: (a) FDA 
regulation of product content, including nicotine; (b) FDA regulation ofaccess, 
advertising. and labeling; and (e) restrictions on environmental tobacco smoke in public 
buildings and workplace settings. Participating White House offices are DPC, OMB, 
OVP, NEC, and OSTP. Participating agencies are HHS, DOl, DOL, GSA, EPA, and 
Treasury. 

D, 	 Program and Budget Issues (convened by Chris 1ennings). This group will ""amine 
proposed uses of settlement funds, including prograntS to reduCe smoking and .""and 
children's health care coverage. In particular, the group will consider the use ofsettlement 
funds for: (a) children's health care; (h) education efforts (including grass roots 
programs); (c) smoking cessation programs; and (d) investments in health research, 
including nicotine research. White House offices are DPC, OMB, NEC, OW, and OSTP. 
Participating agencies are HHS, Treasury, DOL, USDA, Interior, V A, and DOD. 

DL 	 Legal Issues (convened by Elena Kagan). This group will review the settlement's 
provisions on liability, damages, and document disclosure, and will consider constitutional, 
antitrust, and other legal issues raised bY the settlement. White House offices are DPC, 
OW, NEC, and Counsel. Participating agencies are DOJ, HHS, Treasury, EPA, and 

. Interior. 



IV. 	 Industry Performance and AceountabBity (convened by Bruce Reed), This group will 
analyze the economic effects ofa settlement, The group will assess: (a) the economics of 
the indusuy and the settlement's effects on indusuy perfonnance, international markets, 
federal revenues, consumers, farmers, etc,; and (bl the set ofincentives and penalties in the 
settlement to reduce tob= use, especially by children, On a separate track, Dan Tamllo 
will oversee a lock at Administration policy on tobacco·related trade and international 
issues. which the settlement does not directly address, White House offices are DPC, 
NEC, CEA, OVP, OMB, and OSTP; participating agencies are: HHS, Treasury, DOL, 
USDA, USTR, State, and DOD, 

Public Out ....ch 

We will work with OPL and HHS on • tightly focused public outreach effort designed to 
demonstrate that the President is conducting a thoughtful, thorough review focused on public' 
health issues, Many groups covering. wide range ofinterests are affected by the propused 
settlement. We will emphasize Ihe President's foeus on health by hosting 6-S highly visible White 
House meetings with small. select groups ofhealth experts, Working with OPL, we will . 
encourage other interested groups (e,g" children's advocates, women's organizations, and 
filrmers) to share their views through written comments and, where appropriate, meetings with 
agency and White House staff. 

Donna and 1will host the White House meetings over the next three weeks, We will convene 
experts from national heahl! organizations; Koop-Kessler advisory group participants; experts on 
tobacco product' and nicotine addiction; local grass-roots advocates; state and local tobacco 
control officials; and children's health advocates, 

We will start by bringing in members of the Koop-Kes.ler advisory group, including the American 
Cancer Society, American Medieal Association, and American Heart Association, the week of 
July 7, Future meetings will include: Action on Smoking and Health; American Aeademy of 
Pediatrics; American Public Health Association; Americans for Nonsmokers' Rights; and National 
Center for Tobacco-Free lGds, Joe Calitimo, and leadiag academics, 

CongressionnlOutreach 

We will need to take into account Congressional views on the settlement proposal, Multiple 
committees in both the HOuse and Senate would have jurisdiction over legislation enacting an 
agreement. The goal ofour Congressional outreach process will be to ,strengthen relationships on 
the issue with key members and to keep the dehate bipartisan and balanced, We will consult witb 
tbe leadership, antj·tobacco advocates, and representatives oftohacco states. Today and 
tomorrow HHS is making calls to key Republican and Democratic members to seek their input on 
how best to consult with tbe Hill in the coming weeks, We are working with Legisl.tive Affairs 
and HHS on a detailed list ofCo.gression. 1 meetings to begin the week ofJuly 7, There are , 
many critical members, including Senators Lott, Daschle, Hatch, Kennedy, Laute.berg, Ford, and 

, Durbin; and Congressmen Gephardt, Gingrich, Bliley, Waxman, Dingell, Hansen, Mechan, 
Gordon and others, 
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P..... Plan 

This issue is certain to attract considerable press attention throughout our review, Major news 
organization. have assigned entire teams to cover the tobacco settlement. After devoting so 
much coverage to the negotiations, the networks are determined to keep this issue alive. We 
should take advantage of that heightened interest to advance our public bealtb message. 

On Friday, Donna and I are prepared to briefthe White House press corps on how we will 
conduct tbis review, wbo will be involved from within the Administration, and what groups and 
outside experts we plan to consult. 

During the week oOuly 7, while the President i. away, Donna and I will Conduct the public health 
.	and Congressional meetings described above. This will give tbe press something to write about, 
and show that we are running an open process. During the week ofJuly 14, we will continue 
public health and Congressional meetings and bring in two groups ofattorneys general -- the 
enthusiasts and the skeptic.. The Vice President is willing to hold a public hearing with us in mid-
July ifwe need one. . . 

Schedule 

W. have planned the following sobedule. Some do not believe the review can be completed 
within 30 days, as the President suggested. But we will work as quickly as pcssible to preserve 
that option and ensure a decision by early August at tbe latest. 

Weekoflune23: DPe convenes work groups and assigns analytic tasks to members, 
. Donna and Bruce briefpress on process and conduct. 

Week cflune 30: Groups provide preliminary assessments of key issues. 
Weak ofJuly 7: . Groups develop options for key issue•. 

Bruce, Donna and others hold further meetings with public health 
groups and begin meetings with members ofCongress. 

Week ofluJy 14: Principals review workgroup assessments and meet to discus. options. 
Possible public hearing with the Vice President. 

Week ofluly 21: .Initial meeting with the President. 
Late Julyi 

early August: > Presidential decision and announcement. 
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Whm)'Oll -... .... 8balola I11III1 will gi..,,.,. dcoai1cd.week, ~ 
iecommCll<lallouo 011 how topm:ocd. ontobacco. w.""<WocIWod to meet wIth)'OU •• l'rid.y. 
&rid you "'" od>cd.ulcd ... _ your ""sidon em Tut:!4a.y u.. 16th. ThIs memo '" • brier .. 
""""'"'Y o{what we "" llI:ely to """mmend on<! wllat'otratcaIc ..d po!icydocl,i ... you wiU 
need to make. . 

L Overvle'l!' 

Although thcind..,ny·was b<lpmg Co< qulcIt P"""IIO...m. P.epubUcan I_In bo1h 
"", , 

holl$os Galdlbis wed(tllot til. tobacco Sd_was ''''' <01I1PIiQalJOd (orCa_Io_ 
beforo tboy adjom in lato00I0b<r. lhtt would IliIllik.lD get it done t!tU yW. but with the 
1cg1s1a1i"" being I01'cm:d 10 m commiW:ell in lb. S","", o1o.......need to .t.dt. ou' jICIlti... 

Ihlt can hold up ovOr limo. 

Over the past two IIlOtIlb;, we l14vcl>d<l exr.mi"" disoussl.... willi 1110 public health 
""""";'Y, altoIIl<>yBJ1'!l«ILm<mbcnlofCou""",,, IUId _ Tho poblic health .ommunl~ 
WIUwe!CQmOO1lr "''''I1I11..adtn!_ on most ......., IIW'/IIIIlcdqlbJleUlhoriIY fur FDA Ii> 
q.wate ni<otino: impo.i.o& lolls!>:< jlOI1IItieo <Ill Ibclrulustiy ifk llIlIa to rcdw:o _1IIIIOIdng; . 
d_ll8 U1 tdditiolill SSO biIIloo fo oflilellho crcdlIln tho blldgat .,...,.II1II; IIIIIIIiDI it . 
SClII1<>Whal .......'" dllOlosoind..,ny ~ \ookill8 tlUllOt _ 1iutiI.... md '" 0!1. 
'Illcollly .......""or_ ol'J'OllC'll. that __eadiymeel "'" dnmatloally IncrcIilIng 
1be ovc:aII price tag (K......-fy......td w..", .... it dow!<li Co $700 bil/ioll) and domaRdj'l8lO 
... a1lthc __b.r_~ 1iabiliiy(l..o.ehy, W....... and Sklp Humpltmy"",pusIUaa; 
foe .... _I>'without CUSCI......."). 


Tho _tdl otmegic qoi<o1ion if how far we IVO.IItlD push 1110 indllSlly!'oradditional 
_iQ... at u.. lisk oflosl", t!>ls oppot!unity alfn,_. _ Undocy om! I h."" 
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... p ••".lIy ~ Ihc iII4IlIl1y "" !be most 1mpottanI!osoes - mA, penalties, IIIld documents 
will! onlylllOdestpm_ W._wifhlbomogoin 1O<Ioy,.ntt ..1ll "'1II1J1..10 P""" them next 
-.but p<:IIIIlIicII_accri... otum.1ing block. 

.. Broee boHove. we obould.,.'go _ unless WI! hav. U..ln<Iu.slI;y on bo...t, becau•• 
with.., OIIOgr=ntlll on ~!be indIIsIIywilt bo free to ... ill ~Ie iofIuonce in 
Congrou to undcmJinc ~ it deem"' tikc - (or ~S1JIIini Ihc fDA pro"'OIlS Ifil 
wi.. in1h.4cb Cimdl Sectewy SbalaIa~ IboV"'" __&IroDglybelievo we IbouldllOt 
~_antwith Ihc iodualry, b<>oaIJoo lilly deal wi'" _ 00I1Ip8IIlawill bo _~ am:! 
wqn" have CIIOll$h congressional blly-In to wlthltaad6-IZ ",.-or_ in (;oogress. 

This _ may bcl:Gme moot, it .... -"SOtIho IDdustry to...". around by next week 
011 qur _ ....lla.; ioou... In Ibal cue, I bell....... 1l1!0IIld be both WU&h and~'" by_.<Ii.,...." tb:m Iho In<Iuo:try em _ right .... (on l'I)A end P"""ll!..~ but.o, """" 
Ibai!!hoy CIIlI possibly swalI.w in lIIe _ I tharo Bruce'. concom. aOqUl the indUJtry'. cletU 
and ~ ftlrnWdlle!; butaliUlelcllSiOllbe\Ween UI and Ibo induslly mlglu actually help '" 
<Iloriq. _..,ut ~_ Ifwo_tbh. fish! over ","gil... p<rut!uos to 
nod_ .... IImOIdus (l'lIIIla thAI! ..... 1DlJCb maa"Y ...........1. _ (or capping Iilbilily).1 
bell_we_ beat tho induaIIy"". 6.w poillls. ..... i.1M c.mg.... - copccWly hi.. . 
ekioIi.. ,....• 

. 
A. I1DA Aalboril1 

ne/im, priori1yoftho~."~ ""l'tob""", lqislalion obowd 110 
to ocmllmtand praIOCt th.jarlsdiclion oftll.roAlorosutot< "'I>aooo~ Th.mA_t 
bo ohio I<> _Jato tobto<» produm, ino!udint by...:letin& Lbo _OIl or .limination or 
nicotine arolboreonolilllettts, tbnrugb itll.otmaI procc<!ureoln fho ~ ofpubtin Iw:aIth . 
1_.;. wlfhont8I\Y .......1~met'" ""Iuimnettla. We lhocld uaIl on Con,!lr<ss to 

._1.'I.~o..pooifleally~ tIl.FDA 10 ""I.... thotmodi!icatloa 0[_ pmdac:to 
baoed 011 a l'indlng that 1McIwIge .... uld mIuoo fho risk orUte prodnct to Iho public awl i. 
'......8inaI!r c.iWc. 

The i11dust!y<lin .....11 to put """ blnllle in 11m! of FDA, by uying!be FDA may 1lC' g,;
Il>fwaId ifAJiIArtY _y~ tI1ot!be dOC! WOIIId cl'COlc. dgnifioant 
_11__ hi lOb""", prod_ Bat ....boti..... ""'l'I)A obould only 11... 10 00""""" 
_!nIbaod .._ "fmacy roIovast -",11IC!udint lItenumbctof_ tobaoc:o ...... ODd 
IhnvallabUiIy ofa11Om11livt> ~ w. woaIiI eIiminm two otllcrwoaknoss.. in "'" 
settlemm-1lIe 12.yar WIIdng pedod boIbro FDA could bill! n1<lOdne, ODd !he special 
pmeedw.llrunll...ucb .. fozmal ",Imakings. 

. , 
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For "-""s, the _lruIusay IwI filled II) disci......enIia1 fiI<:ta mil> p.,.....;on 
about tho cIqcn told addlcti_ .f101Ioooo prod.....md oid ~ privi!oso to 
.Iook ..i..tific rescarob. told lind/ng1 told ,"",,",Iy.ru.!d evidmlceofWulnI1 Of fraudulellt_vi.,.., It Is tborcl\lre •..,....". to..w.Jiah on eft'eod", and lIpCCdy~sm 10 pi""'" 
frtudulenl or otltc<wise improper claims ofprivileg. &lUI 10 lb!<:o'" diiolaaure orWbnuatioD 
'1tW will ad_public hoallb ~ 'I'I.,,!ocum_ i.... lI.abooomo. ndl)lin3.." for the 
mOSl_ opponenIs of. £01!IcmCllt, 10<1 by Sldp HIIIlIpbrey, 

The••ttlemmlcalls ror._doown_••itory &lUI. -.iud.se pa!!<!\ w 
proridc ...,.,.lital ntlings on 'Wh<Ibord"""","1lI chouId.....m privileged. w._ 
~8 thedoowneotprov_ by I) lII.wIng Il1I...U10 CiIlaIl«1ppri~eIai"", in 
iCdividua! lawsuil1l. ..... iflila I!noojosdge paItI!l Iud aJrea4y riIled, II1II2) providing lite FDA 
with """",to all ~doown_lItlIwItbslluldU>smyclalm.oofpri.... ThaI will 
enablo!ho'f'DA to put Iilaiuduotry'. _I."'I""Iise.. nlcodno to 1I00'I- " 

, E""" lhescotepl wiD oat 80 IilrCl101l8b toplouo Leahy, Wumm, I!Ild Humph"'!', w!Jo 
to Im\Ik lila _Ies'lIl!Onloy-<llicnl privilcgc II1II ilWt IIlat the tobecoo ""'"1'_ 

~1i:' 4Isclo...1l pri'll1op1_Wore IllY Cl>llSl<l.enuio. ofallOlllcoment. Blltthelusllce
A£ It 1h Oot>lI11IneI>t'" ~ sc:ri(IW ,-abwlony blood sbnlglt1onoflho privilege, arguing"""''ii~ '\ Ibat.suoh an opproodt .....uld tmde:!miaelltoprlvilcgeJOD"'llilyand mIghI_le._
I~ ".~ <0•.' ~ oJIiclal cIlqed with criminal,conduct tl> '"'"" • violati<m cfltlJ Sixth Ammdmenl 

'~~\:'.::..-.-' 
The ..__ ambiliov£ tIIQ\CtlI to red_ youth lIIloldns by 30% In 5 yeaD, SO% In 

1yem, 111146O'lf>w 10 yom.Dadwouhi noqulto......,.,.... tx'l •• ySSO million 1Or_ 
~ pointliltoy mn.bQtt. Publio boalth _ hove PIllt.04lbc ideo oft.qct:s.!lld 
pmoItlt:s.butcomplainltWlho __doct ....gt.. .........,t.....fllciA¢laacontiv.ro 
Jtop II.ooIoing10-. Our amiD "",_willi the _ pcuaUjeo ....1Ilat \boy .... ta,t_.to, ababl>lo, c:apped at $2 blWon...,4 (00 omIIII 10 ......... dot......,.. 

We.... J\xI:ngthcnlb.oponolti.. in. vuielyofways-III ofwhich the Iodustryhas oo/llr 
...iated - but .....,..ot...- opticm fa.-..S)'>I<n!. will> ....._ pcrw.Iti..1hol.goa 

.•dm:rlfthe indusayml....IhoWptsby. _1lmIial1lurg/n. The a..l1ierofpenalti.. .....wd 
noqulro ..,mponi.. 1<> pi,)' no millkin pet point iftboln4usay miSsed lho t.I<g<U by I... than S 
poinls io. year S.less than 10 polnm In,....? ""'leu than 1.1 pol... inyoar 10, Thl. penal\,)' 
woold be no_libl'; 0011\4 not be waled,. ..'ld _ ... _ ocompanY,·,lIItm<> o[lh. youth 
"""ket, Ir,be in4umy ml_by. _tor marsln, compani.. "",old pay the 1U1l1lroI.,ier 
penal\,)', ami lItm..ul....en1 _,W<luid be ;.~ by. penny. p .... foreacllllddlt •• na1 
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~poi:at by wblch they mis,cd th. IaJ'SOI. ,This .........s.Iict"""lIl!y......1d COOl 
compO!llO$ <Ibout $240 million. point, ow! w the addilional_ or!octlrl&!u.pen!WleIlt 
p.rice lncrcuelhalwiU help furtb.... ,..wc..smoldrIgbyyoo1h(1iIId _). UmI..dJi.~ 
if)'llutb anu'k!nlIw<!lI d<>wn by 30% ""'" 10,.,.,.. insl<ad o!~ tile indus!!yWllUld paySl.2 
blUlonin _II!ponaIlI.. and b. fOrocd I. roisc pne......k ... 15 ......pac}: entop .(that. 

D. lIannera 

w...... """'" door that10_fiIm>ai Ibould o:oeive I""leetion in my legislaUV<I 

..ItIomouI,1iIId that tho JldmiDiJlzolion wJl1wd< elo$ely wilb mcmbc!II orConst- fiIlm 

__I» flltp • ...,...".... Soc:o:tary GJidamm ..._ to tdbacco 1IIIllIo:ts in 

Vlrgblla UK! N<mh CoroJjna In ""l""" !hi'........mn.m dim;tly to fannot'$. 


F_"'" pdmoriJy inI=ofo4ln ....1imI&1ion of tho SO'~_.1""_ 
~purdwlelll ",,1oMIa .riob.."" crops by ";pron. COItlpani"'IIII~ GIlm. pmvislon 
Ibt buy ""I :and II1""U;"" In 011= crops, on • wJuutary basi.. Ilccousc Jionn SI'01lJIII mI _ 
_ members ..... lIlltyel~d ""und. ccnstIISlU prop<lsal, we don'lneadll> ......,,It to. 
~ pI"',.... TIle '""'" cIi_ plOp<lSd Is en....Ieased this monlh by SeMI.... Ford IIIld 
M.conn.lI tbatWllUld ""I1IimcompO!lles 10 buy. mimmwn ""'oWl! of_tic _ """ 
25 Y"*'IliIId"!"'"lId !nstaJI pmalties 011 OOIIlI>udcs thai do not ""'" Ill. _ SOOb Ibr tobuoo 
buying. The ptOjlOSIl would ma creato. '"r.bacco CommUllity RcM.llIlizaUou Fnud" 
Odm~byU5J)A.,butnotnbj... tolh.~_wblch_"I'01I'lupto$1 
billion a year Ibr 2' f"Il'" fill.. tho _I.timd tnd would "".........motnd to!he_ 
I""S- 1SIJch .. adml._and ""'P iesunmce. make supplemental ,_11 "rllp II> $$00 
million to;ptOdueen """'" ineo.., !lnm tobuoo drop. """"""tlaIIrbelow !he 1996 level.pay 
Up to $100 I1lillion in b ..... fits. ror 1IlIlp....... olgareue r..."y __ and pmvlde up II> $2S() 
milli<;n1. yeot rot1lIIOI ~ <I...toplllCllt gmau. 

E. Fruadlo,' 

AJlheugh tho_l!~ atS368.S lriIlion.8writ:l:jl"f~~II> 

loa... lIS with c:ons!dCl'llbly .... thm !bat 1<1 opcud on my _ initiaU-. TIle $l6B bRII... I•• 


, 2S.year nombat, IIIld must bo OIIjustod _ 11>"- • projooto<l drop 10 clprtu. 
eonllll.tUptiODofabout15%. Fono.dagp_OMB .djastslho....,untdawnliliU fUrthert. 
n:lleot lost _ .... tax _.and loat fied<mI excise !ox =_.ft'om d_'" """""""don. 
MO$I of!helUtoflhom<lllll)'lnlhe_l....... lsalloadyip<>1<enlbt. to pay fOrclYihuilll, 
.,..".u.,. __otnd,erti.ma, and tho.....' Medicaid oW"". Tho"';. cI.ccision)'<'u 
will n"'" to _ i.t bow ....... sp<nd!ho$2S billion __I fim4. which most ofus 
beli..,••hoW!! bo a 2J ot Century I\.......h F\md d«lieotnd 10.,...... and olh<r t~ 

"""""",, 
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Som.;,idle~(ptlmadlytheTteasuoy~) and inCoagt<:U (!<db)' 
Kenntdy) beUove Ih.lndwltryllhouhl be .._ fur $000.700 billion. This Ispmbably. 
0l<0i_ fur tho indusIty, bllt it would 1m:up addIt!ooa111mds fOr new inilla!ivcs. 

F: Other loa.. 

We wiD IlC«lIoPl"P"'" Unp""'II1",llllIin oClur,1eos Pl""Iincnt ......whioh .... w1Il 
Oetoll i'oryou _ woet. Tbeoela.ludolimiting Iho iru111S1ry"...tIIn>at..<mP!ion lX>pr<M:bt 
WMCOSituyeoll=on and removing a liltfe-notieed cap 0f1 puniUve3 for 1btU1e mtSCo/1dUd. 

w. will give you ...... dtUilccl Ill'''''' on iII_._=doli_".,a.week, and 
bring you up iodate_OIl! c!lttUso1ons with tbe industry. tho llill,ond th. pubJ.ic hoaItb 
ccmmunlty. . . 

r 
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" 	 THE: WHITE HOUSE: 
" 

WASHINGTON 

September II, 1997 
'97 SEP 12 A1111:19 

MEMORANDUM FOR THE PRESIDENT 

FROM: 	 Donna Shalala 
Bruce Reed 

SUBJECT: 


This memorandum (1) details the Admidistmtion process to review the proposed tobaooo 
settlement; (2) describes the cUlTCnt context regarding tobacco; and (3) analY7"S the substantive 
_ of the settlement and presents recommendations and options for an Administration 
proposal on tobaooo. 

I. ADMINISTRATION REVIEW OF SEmEMENT 

The Administration has engaged in an intensive review ofthe settlement on two fronts. 
Internally, four work groups were created and dozens ofofficials from across the Administnuion 
pnrticipated in their reviews. These work groups were: Regulatory Issues; Progmm and Budget 
Is.ues; Legal Issues; and, Industry Performance and AccountabilitY Issues, They condntsed a 
line-by-line analysis ofthe 68-page settlement document; in nddition, they sought to explore, 
alternative upproaches to proposals contained in the settlement. This has not been done in IU1 

attempt to "fix" the settlement but mther to assess the ndequacy of the settlement's provisions 
and to provide the Administration with the beals for articulating its positions and principles ifa 
decision is mnde to encourage a legislative initiative, 

Externally, the Vice President, Secretary Shalala and Bruce Reed met with individuals 
and groups representing a wide variety of views and interests to make certain that the 
Adroirustmtion i. aware ofdive"", viewpoints and has the benefit ofexpertise from outside the 
Admirustmtion. These consultations have been with public health and tobacco control 
orgarUzations, state attorneys generals, tobaooo industry lawyers, representatives of the 
smokeless and cigar industries, tobseco industry "whistle blowers," representatives ofthe retaiJ, 
vending and the advertising industries, egrioulmralleaders from the Southeastern 
tObaooo-growing states, and officials from !he Brooke Group ,(Liggett). This broad range of 
viewpoints has informed the Administration's rev.ewand lUU11ysis, These consultations have 
made clear that any legislative proposal will he buffeted from many sides, several ofwhlch were 
not included in the negotiations among thi! state attorneys generals. plaintiffs' attorneys. and the 
tobscco industry. 
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It EVENTS AND INTERESTS LIKELY TO SHAPE POLITICAL LANDSCAPE 

Wbile the proposed tobacco settlement presents !be President with an opportunity to 
exetcise again his leadmhip on this vital poblic hcaltb issue, tbere are many other fuctors beyond 
!be settlement that shape tbe eurtent landscape and will change it in the future. Some enhance 
the opportunity presented to the President; some limit it. 

--
A. Public Health Communily 

Since !be June announeement ofthe settlement, !be public health commWlity has become 
increasingly skeptical ofthe particular elements of the settlement and, mo.re important, has 
become increasingly unified in tbeir criticisms. At !be same time, !be public health community is 
willing to consider and back tbe possibility ofa legislative solution. It sbould aIsc be noted that 
the unity ofthe public health community can be easily liactuIed: WbiIe they generally agree on 
wIutt's wrong widt the settlement, they have different ideas on what good solutions would be. 

The principal public health criticisms ofthe settlement are: 

• 	 Restriuting fDA's authority in any fusbion 
• 	 Proposing ineffective "look backH penalties on companies for not reducing undemge 

smoking 
• 	 Limiting disclosure ofindustry documents 
• 	 Failing to increase !be price ofcigarettes sufficiently 
• 	 Preempting state and local restrictions that might be tongber !ben the settlement (tbe 

impact on additional state restrictions is unclear) 
• 	 Failing to address international tobacco control 
• -	 Limiting liability, i.e .. eliminating past punitive damages and capping future punitive 

damages and eliminating class actions (The public health community win always have a 
lingering concern aheut limiting liability as the basis for a settlement. It is not only a 
desire to "punisb" this industry, but also refleCts a belief that the threat oflitigation is _ 
needed to keep this industry in check.) 

Moreover, there is a small but significant portion (American Lung Association, Stan 
Glantz, grass roots tohacco control groups like the state GASPS. and Public Citizen) of the 
public health community that believes the settlement-should be scuttled entirely, not fixed. The 
public health community is well aware ofall these tensions, and in fact, this commWlity 
attempted to forge a consensus again in August Representatives of II groups met August 8, and 
worked over the next two weeks to present the Administration wiu> n CODSel1BUS document. 
However. lhis "consensus" statement ended up saying little more !ben that the public bealth 
community would like (0 see a settlement reached and would be willing to work for i~ !bey 
could not come to terms as to what the settlement should in faet look like. Also, this 
"consensus" statement does not preclude individual groups from identifying issues ofporticular 
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concern for them Illld actively seeking support in Congress for their viewpoint '. 

B. Lamllit, and Disclosure 

A number oflobru:co laWsuits an: proceeding: the second·band smoke lawsuil in Florida 
by the airline attcndarits; various private lawsuits. both individual suits and cl...·actions; and the 

- Medicaid lawsuits by the states.. most importantly those in Texas and Minnesota because oftheir 
thning. Any vemicl against the tobacco industry wiU be widely viewed as another reason either 
not to negotiale with the industry or 10 take a stmnger stance against the industry on sevend 
elements in the proposal. Oil the other hand, a veroiCl for the industry is likely 10 be seen as a 
reason 10 move forward with • legislative solution and weakening our position in any 
negotiations. 

Just as important as the impsel ofany veroict is the disclosure issue rilised by these 
. lawsuits. Especially in the Medicaid lawsuit in Minnesota. state attorneys hold out the prospect 
ofnew industry documents conting to ligbl that go far beyond any disc:losed to date. In Florida 
andMinnesota. preliminary findings offIlled and criminal activity were made by either judges or 
special masters, and previously privileged dooumeets an: now being reviewed fur pubUc 
disclosure (in Florida, documeets were disclosed in early August; in Minnesota, it i. expected . 
documents would become publi. by emy 1998 when the ease goes to trial). In addition, there is 
the possibility ofindictlnents and trials because ofongoing DOJ criminal investigations and the 
resulting disclosure ofsecret documents in that process. Because no one really knows what is in 
the atiU secret documents, one concern is that they reveal activity that would generate such pubUc 
outrage, thet any accommodation with the industry would be seen as ....Uing out" In addition, 
some tie the disclosure issue to consideration ofwhether the immunity provisions of the 
settlement arc edequate. Some Democrats, such as Sen Patrick Leahy, take the position that aoy 
consideration oflimiting liability has to be predicated on full disclosure of the documents. 

Another factor on the legal Iront is the industry challenge to the FDA rule. Oral 
arguments on the appeUatc case were mad.. in the Fourth Circuit on August II. and two of the 
OOe judges ""iced skepticism ofthe FDA rule. W. do not know whee the three.judge panel of 
the Fourth Circuit Court ofAppeals will rule. Appeal to the en baa. Fourth Cireuit and the 
Supreme Coun is available. 

C. Conguss 

The Congressional horizon is receding into 1998 verr quickly. In recent deys, several 
Congressional leaders have said that legislative action on the settlement is unlikely in 1997. The 
Senate Republican leadership has made tentative plans to consider any tobacco legislation 
piecemW1 with at least six different committees having jurisdiction over parts of the settlement: 
Commerce. Judiciary, Labor, Agriculture, Environment and Public Works, and Finance. The 
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House Republican leadel'llhip has not indicated how it wants to proceed, althoug.b Rep. Rlchard 
Anney has said he expects similar divided considennion iii the House. In the Senate II1Id Ho-. 
the Democratic leaderships are attempting to hold together tobacco-state and tobacco-<:olllIol 
Democrats and """,ent a united fronL The potential ofworking with Congressional DemOCl>lls " 
on this issue is very real and would give the Administration significant leverage in dealing with 
the GOP leadership. 

,II. Earmea 

With regard to the Hill, the approach the Administration takes toward the issue o(heIping 
tobacco farmers may be the most significant. The settlement's failure to deal with tobacco 
fanners provides n significant opening for the Administration. Even some GOP members who 
have traditionally been supportive ofthe industry - like Rep. Thomas BIDey - are"now saying 
their main concern will be helping their fann constitueney. The fanners who in the past heve 
provided substantial political cover to the industry cnn now be separated from the companies if 
they believe that will be in their best interesL 

Eo Affected Indy,'rI." 

In addition to the agricullurat interests, several other segments ofthe economy are going 
to watch any settlement closely, e.g, hospitalif.Y industry with regard to environmental tobacco 
smoke (ETS), advertising and randl industries with regard to advertising II1Id acceSs restrictions, 
the asbestos industry and trial lawyers with regard to immunif.Y. Each ofthese industries will 
heve to make decisions on how a settlement affects its interests and when it wants to weigh in on 
the Hill. Thm is every indication thet all of these industries will be very active and arc already 
seeking to line up SUPpOlt for their cause on the Hill. 

In. REVIEW OF SUBSTANTIVE ISSUES RAISED BY SElTLEMENT 

The rest ofthis memorandum analyzes key aspeets ofthe proposed settlement II1Id 
highlights strengths'nnd weaknesses. In providing this analysis, we do not mean to sUggeSt that 
you should propose "fixes" to the settlement when yoti discuss tobacco legislation next week. 
To the contrary, we believe (though there are some strong arguments to the contrury) that you 
should set forth your = principles and plan for tobacco legislation. Tho following analysis, 
however, helps to illuminate some of the questions you will have to answer in deciding what to 
propose and conunumcating your views to the public. 

One important note: This memorandwn contains numerous representations as to what the 
tobacco industry is. or is not. willing to accept These representations refer to what the tobacco 
industry is saying today, We have no reason to beli~ve that these, in fact, are bottom line 
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positions of the industry. 

A. FDA Aulhgrily 

The first priority ofthe Administration in considering tobacco legislation should be to 
confirm and protect the jurisdietion ofthe FDA to regulate tobacco products - including through 
the reduction or elimination ofnicotine or other constituents. 

Bven as written. the settlement's provision on FDA jurisdiction had certain virtw:s. Fits!. 
the provision specifically conferred jurisdi.etion to regula!<: tob"""" products on the FDA, thereby 
removing the legal uncertainty now attending the FDA rule. Second, the provision established a 

, "risk reduetiOD" stsndard to guide the regulation oftobacco products in place ofthe "safl:ty aod 
efficacy" stsndard applicable to other drugs IIIld devices. This ehange in stsnderd could faciliIate 
,the FDA'Slegulation oftObacco products. . 

This provision of the settlemeot, however, also contained several glBring weaknesses. 
rust. as you noted in your first comments on the settlement, the FDA would have to ptove a 
negative in order to reduce or eliminate nicotine - ~ that the action would not create a 
siguificant demI!Ild far contmhaod products. Second, the FDA could not eliminate nicotine for a 
period of 12 years. Third, the FDA could not take lillY aetian to modifY tobacco products without 
surmounting a number ofproceduml hurdles - =. foIma! rulemakings - not usually applicable 
to administrative action. 

The public health community will deml!lld - aod we believe the industry will grudgingly 
accept - a legislative proposal that correets these weaknesses. Any Administration proposal 
should eliminate the 12-year waiting period and the special proceduml hurdles in the current 
settlement It also should remove the necessity ofthe FDA's making a contmband finding. At 
ODC point, the industry proposed flipping the burden ofproof on the contmband issue, so that the 
FDA could not llIke actlon ifa party affirmatively demonslmted that doing so would create a 
siguificant contrabaod market. But even this approach puts too much weight on the contmband 
issue, which should be only one faetor in the FDA's regulatory decisionmaking. To maintain 
tIllIXimum flexibility, one approach is to authorize the FDA to order changes to tobacco products 
based on a consideration ofrelevant factont incloding relative risks to public health IIIld 
technical feasibility. 

Recommendation: Call for legislation preserving FDA authority over tobacco products, 
unencumbered by procedural or substlUltive criteria that may diminish that authority, and 
ensuring that FDA remains flexible to meet the future health challenges oftobacco. 

B. Lookback een81fics 

The settlement sets ambitious ta.rgets for reductions in teen smoking of 30% in 5 years. 
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50% in 7 years, nnd 60% in 10 years. The most recenl data show underage pre}'i\lcnce at 18.2% 
in 1996, which means approlCimately 3.5 million youtbs 8ged 13-17 are dally smolccrs. Because 
the settlement targets are based on youth prevalence over the past decade, which has averaged 
15.2%, the declines from CUITCO! levels necessary 10 comply with the agreement would ha"" 10 
be 42% over 5 years, 58% over 7, nnd 67% over 10. 

-
It is extremely difficult 10 predict how much teen smoking would decline under the 

settlement. While teen smokers are particularly sensitive 10 price - Treasury has WISUIlled that a- price increase of 10% will reduce youthpreva1ence by 1"h (compared 10 2.6% for adults), nnd 
some studies suggest youth smoking will drop as much as 12% for evet)' 10% increase in price
we have nevor hsd a price shock ofthis magnitude. The Treasury Department estimates that the 
combined price rise from the current settlement nnd the 15_=ise tax increase in the budget 
agreement would be a\><rut 80 cents by year 5, resulting in a 20% decrease from cu,m:nt youth 
smoking levels - still well short oCthe settlement targetS. Restrictions on access nnd advonising 
should reduce youth smoking still J\lrther, but no one can uuly estimate the combined etrect of 
price inereases, access and advertising restrictions, and whatever activity the industty might 
uodetlake to counter these changes. 

Under the settlement, companies would have to pay $80 million for each pet<:entage point 
they fall short, which is supposed to recapture the industty's projected profits from booking that 
many young smokers. (The Treasury Department says a more ac<:Um!e projection ofprofits . 
would be $60 million a point, which is roughly equal 10 S80 million after taxes.) Public hea1t11 

.groups have pmisad the idea oflSrgets nnd penalties, but complain that the settlement does not 
give companies sufficient incemive 10 stop hooking teenagers. The Imlior criticisms against the 
current penalties are that they are tax-deductible, abatable, capped at $2 billion in a given year, 
not company-specific, and too small to serve as a deterrent. 

The companies say that they could accept penalties ofS80 million a point that were not 
tax-deductible nnd could not be abated. They say they are unwilling to increase the price per 
point or to eliminate the 52 bilfion annuli! ""p. 

One alternative approach would be to measure the number ofteenagers who smoke a 
particular oompany's brands. and ...... a company-by-<:ompany surcllatge ofSl.OOO (about 2 Yo 
thees foregone profits) per teen smoker in excess of the youth reduction targets. A second 
approach would combine the company-by-company surcllatge with a system of graduated 
penalties that get stiffer the more the industry misses the lSrgets. For example, the industty oould 
be required to pay $200 million for each point missed between 0 and 30 percent, $400 million for 
each point missed between 30 and SO pet<:ent, and $600 million for each point missed between 
SO nnd 60 percent, Under this approach, the penalties could reach as high as $1 a pack by year 
10 ifyouth smoking failed to decline. 

Recommendation: Call for legislation holding each tobeceo company accountable for reducing 
the use oftobacco by youtbs and subjecting companies to serious· financial loss for failing to 



7 

.. ,~ 

.. -.". 

meet targets. 

Alternative penalty schemes are outlined further in the charts on funding options attached 
to this memorandum. 

C. Marketinc. Advertising. and Labeling 

The advertising and marketing restrictions in the scttiement arc very strong. They include 
all the restrictions in the FDA rule - most notably, requm:ments ofblack-on-white advertising 
and bans on tobocco bnmd names in non-tobocco metcllandise. The district court stnu:k down 
these restrictions as inconsistent with the FDA's statutory authority, lIDd the issue is not likely to 
be resolved quickly in court. The settlement also includes restrictions on advertising and 
mar:keting going far beyond the FDA rule, such as restrictions on point-<>f-salc advertising lIDd . 
bans on outdoor advertising. 1nternct advertising. the ..., of human images and cartoon 
ebanictets, and payments for tobocco peoduct placement in movies and other mediB. The lusm:e 
Department believes that all ofthese rcstrictions are highly vulnerable to constitUtional challenge 
and thai some flatly viointe the First Amendment 

The Department ofInstice believes thai these additional restrictions on advertising should 
not be part ofany legislatlon.. but only ofthe consent decrees or other contracts entered into by. 
the industIy and Atmmeys Generul. To the extent the restrictions are part of the legislalion - or 
seen as a condition ofthe legislalion - serious constinrtional issues wiU arise.. To the extent the 
restrictions are part only of the settlement agreements. their chDDce ofbeing upheld would be 
signifieandy increased. (Larry Tribe, among others. believes that so long as the advertising 
restrictions are a function only ofconsent decrees and private agreements. they raise no 
constitutional issues. The lustice Depanmen4 by contrast, thinks thai" colUt might strike down 
these advertising restrictions, even if included only in consent deerees or contracts. on the ground. 
the! the government coerced the comparties to enter into these contracts in an effort to 
accomplish ind.ireetly what it could not do d.ireetly.) 

Assuming the advertising restrictions are included in consent decrees and agreements. 
serious questions relatiug to enforcement ofthe advertising restrictions arise. Each Attorney 
General settling. suit by consent would be able to enforce the restrictions in his or her SUIte. But 
what ofstates in which there is no consent decree? Or what ofstates with inattentive Attorneys 
Generul? The proposed settlement agreement makes reference to a binding "national protocol" 
• contract designed to enhance enforcement of the advertising restrictions (and other provisions) 
in the consent decrees. But there is no consensus on precisely who will sign the protocol or how 
it will work in pmctice. As the legisl.tive process unfolds, we must keep a close eye on this 
scheme - and especially on any legislative references to it - to ensure that it provides an 
effective mechanism for enforcing the advertising restrictions while not increasing the 
vulnerability ofthe restrictions to constitutional challenge (by making their enforcement 
something other than a matter of simple contract law). 
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We also should insist on statutory confitmation ofFDA authority over tlJe advertising and 
marketing oftobacco products, as part ofour broader effort to secure legislation conferring full 
regulatory authority on the FDA. This grant ofauthority is valuable even though the settiOlllent 
agreements will go further thao the FDA could, precisely because tho FDA probably will l10t 
baveauthority to enfo,,", the contraets between the industry and the sIIltes. With a specific grant 
ofauthority, the FDA itself could enforce the....mctions contsined in its 19% rule, as Well as 
any other constitutionally permissible restrictions it rulght wiolt to impose in the future. --

In addition to including restrictions on advertising, tho settlement contsins provisions to 
require "Canadian-style" warning labels - i&.. stIengthenad warnings (such as "cigarettes cause 
cancer" and "smoking can kill you'~ that appear on 15% ofthe front or display panel oftobaeoo 
products, printed in alternating black-on-white or white-on-black type. These provisions would 
strengthen sigoificantly the existing wareing labels, both in the starkness oftho message and In 
its size and pi=ment on tobaeoo products. 

Recommendation: Call for legislation making explicit FDA authority to regulate the advertising 
oftobaeoo products and toughening warning labels On cigarcrte products. (Make limited 
reCezence to tho tobacco industry's agreement to ....met advertising and do not say anything to 
suggest that this agreement is .. condition of legislation.) 

D. Access Rnd Licensing 

The access and licensing provisions of tho settlement sigoificantly enhance the ability of 
the goveroment to prevent youth access to tobacco products. The current FDA rule establisbes 
18 as tho federal minimum age ofsale, requires retailers to check photo identification ofanyone 
under 27. bans vending machines and self-service displays from actual establislunents accessible 
to children, and eliminates free samples and the sale ofsingle cigarettes. The proposed 
settlement Incorporates these access restrictions while also banning all cigarcrte vending 
machines and requiring tobacco products to be placed out of reach ofconsumers in any fucilily 
that children may enter. Even more important, the settlement would establish a retail licensing 
scheme to enforce these access ....mctions: FDA and Treasury agree that such a system will 
significantly further your goal ofreducing youth access to tobacco. Assuming adeqWltC funding, 
legislation creating a licensing system could count as one of the principal virtues ofthe 
settlement agreement. 

, As written, however, the licensing provision of the settlement contains some important 
ambiguities. Most critically, the settlement is vague as to who - state authorities, fedew 
authoriti~ or some combination of the two - will administer the licensing scheme. We are not 
yet in a position to make a fmal recommendation on this question. FDA's current inclination is 
to give responsibility for running the scheme to the states, but to retain the power to revoke 
licenses. We are not yet sure whether such an approach would work as a practicai matter; neither 
are we certain whether it could be accomplished consisteatly with tho Constitution. Ratherthan 
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recommending a specific scheme, we should commit only to working with Coll8=S and the 
Attorneys Oeneral on lhis question. 

The settlement's licensing provision also now contains an inadequate penalty st:rucWre. 
Most troublesome, the settlement provides for permanent license revocation only after a 
licensee's tenth offense wilhin two years. Because licensing officials are unlikely to conduct ten 
compliance checks on a single relailer in a two-year time frame, this provision is essential.ly 
meaningless. We sbould insist on sttengthening the penalty scheme - including by making 
numdatory revocation a real weapon - without getting into a level ofdetail unsuitable at this 
stage ofthe process. 

These provisions are not particularly higb'profile. They have not atlIM!<:d mucl> 
attention, and nolhing we say about them wiil alter the politics ofthe deal in either.direclion. But 
the provisions, ifstn:ngthened and clarified along the lines suggested, could prove one ofthe 
virtnes ofenacting tobacco legislation. . 

Reeommendation: Call for legislation imposing strong access restrictions and est.abIWling an 
effective retail licensing scheme with tough penalties. 

E. Documents 

For decades, the tooo_ industry hns failed to disclose essential tai::ts in its possession 
about the dangers and addictiveness oftooo_ products. In particular, the industry hns used 
both the attorney-euent and the work product privileges to cloak scientific research and findings 
- and possibly to shield evidence ofcriminal or fraudulent behavior. The Attorneys Oeneral 
attempted to address thi$ issue through creation ofa special court to resolve all privilege ciaIms 
made by the industry. Although the proposed system bas certain vinues, it also suffets from 
serious defects. The industry is willing to make certain minor changes in the proposed scheme, 
but will not accept changes recommended by the Justice Department and FDA. Even these 
changes will not satisty the harshest critics of the settlement, such as Skip Humphrey. 

The settlement calls for a national document depository and a three·judge panel 
(appointed by tbe Judicial Conference ofthe United States) to provide expedited rulings on 
whether documents should remain privileged. The Attorneys General fought bard for this 
provision for two essential reasons. First, anyone - not just • litigant, but any member ofthe 
public (including the New York Times or David Kessler) - could ark the panel to review 
allegedly privileged documents. In this sense, the settlement establishns a Freedom of 
Information Act for tobacco documents. Second, ille requester would nOI have to make the 
normal showing required in litigation for in camera review ofa document: a. prima/ade case 
that the document is not privileged - because, for example, it advanced a scheme ofcrime or 
fmud. 

http:essential.ly
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Th. Justice Depanmen~ however, believ .. that this scheme. adopted without change, 
would pose serious dangers. DO] points out !hat no one knows whether or how this panel will 
work - whether tbe judges (or special masters appointed by them) will be competent; wbetbcr 
they will be so swamped with document requests as to create an cnollllOUS baeklog; wbetbcr they 
will mvor one side over the other. DOl also notes !hat tllls panel will bave ~ authority to rule 
on clabos of privilege. WhlIe under the current system many courts may adjudicate a claim of 
privilege (with a fmding ofprivilege in on. court often not prc<:luding the opposite finding in 

':. 	 another), the special !hn:e·judge panel's decisions would be binding in all courts in all litigation 
in the United States. On top ofthese Justice Department concerns, the FDA should have access 
to lI1l documents - even shose rightfully privileged •• to determine whether they contsin 
seieotific or other hca1lh-related information (for example, refleeting the industty's extensive 
research on nicotine addiction) relevant to lhe regniation of tobacco products. 

To meet these agency concerns, the Administmtion could.offcr alternative dlsclosure 
provisions. First, we could make any administrative disclosure process non-cxclusivc, so !hata 
litigant couid .balleage .. privilege claim in litigation even Ifthe special panel had not completed 
review oflhe document in question or had ruled in favor ofthe company. (By contrast,. finding 
by the special panel that • document is IIQl privileged would bind the company mall other. 
proccedings.) Second. we could provide the FDA with access to aU health·related documents, 
notwithstanding any claims of privilege. 

Tho industry claims that it will not accept either of1hcse changes, lhough it will accept a 
scheme allowing courts to rule on a privilage claim if the special panel has not yet done so. Tho 

. industry also proposes adding a provision to the settlement to require each company to identify 
and disclose aU heallh·related information contained in privileged documents, williout tuniing 
over the docUments themselves. Under this proposal. the special panel could find that a company 
had failed to disclose such infurmation and levy substantial penalties. Finally. the industry has 
ex:pressed a willingness to consider a different scheme for selecting the people to sit on the 
special panel. 

On the other side, some in Congress and the public health community will fmd even the 
alternative provisions described above to be inadequate. These changas do not broadly abrogate 
the industry's altOmey-clieril or work-product privileges. The Justice Department h\IS ex:pressed . 
serious concerns about any such breach ofthe privilege, arguing that such an approach would 
undermine the privilege generally and would enable a tobacco company official charged with 
criminal conduct to assert a violation ofhis Sixth Amendment right to effective ..sistance of 
counsel. But some will demand the complete abrogation ofthe companies' altOmey-<:lient 
privilege as a term ofthe settlement - or, even more broadly, insist (as Sen. Leahy, Rep. 
Waxman, and Attorney General Skip Humphrey already have done) that the tobacco companies 
disclose all privileged documents ~ any consideration of. settlement takes place. 

Recommendation: Call for legislation ensuring broad disclosure oftlJbacco industry documents. 
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Options: 

A. Call for legislation creating exclusive document depository system 11m! compelling release of 
scientific and other health-related infotmation in allegedly privileged documents (but not 
documents themselves). 

B. Call for legislation creating rum-exclusive document depository system, compelling release 

ofscientific and other health-related infotmation in allegedly privileged documents, DIld 

providing the FDA with access to all.uch documents. 


C. Call for legislation n:quiring full public disclosure ofall allegedly privileged documents. 

E Environmental Tgba'cco.BmQkc 

, The best available scientific evidence indicates that environmental tobacco smoke (BTS) 
causes disease and death in non-smokers. The Environmental ProleCtion Agency (EPA) 
classifies ETS as a Class A carcinogen and estimates that it is responsible for about 3,000 lung 
caocer deaths each year in non-smoking adults. The EPA also has found that ETS threatens the 
health ofhundreds of thousands ofchildren with asthma and other respiratory illnesses. Serious 
ETS restrictions, which ban smoking in public places or at work except in enclosed areas , ' 
exirausted direcdy to the outside, tednce expo""'" to ETS and the harm it CljUSes.. At the same . 
lime, such restrictions lead many smokers to quit smoking entirely and many more to cut down. 
Indeed, among the many smoking cessation tools - including substantial price ~ - ETS 
restrictions may well be the most effective. 

All agree that the setdement's provision on ETS is extremely valuable. The proposed 
legislation would broadly prohibit smoking in public places, without preempting even strieter 
state or loeallaWll. A remaining question is whether to exempt restaurants (but not fast food 
restaunmts); bars. private clubs, hotel guest rooms, casinos. bingo parlors, and tobacco men;hants 
from a broad ETS restriction. H.R. 3434, which the Administtation supported, exempts 
restaurants (including fast,food restaurants) and barn. The proposed rule on ETS that OSHA 
issued in 1994 does not include any exemption for the hospitality industry. HHS would prefer to 

. cut back on the exception in the settlement, noting that many ofthe exempted work pi..,.. pose 
the greatest threat to non-smokers. The Department ofLabor (OSHA) would keep the exemption 
essentially as is on the ground that trying to include restaurants, casinOs, etc. would make the 
whole provision politically unsiu.ble. ' 

Recommend.lion: Call for legislation imposing strict restrictions on smoking in public places. 

Option: Include exception for some or all the hospitality industry (restaurants, casinos. etc.) 
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G. Liability and Oth~r Lopi I"ue. 

The price ofeverything in the settlement agn:emenl is, ofcourse, protection from civil 
liability. The settlement limits total liability to $5 billion each year (with any unspent portion of 
a base $4 billion fund reverting to the government). prohibits class aQUon and other joinder and 
consolidation devices, and "eliminates punitive damage claims (but requires a payment ofbillions 
ofdollars in punitive damages directly payable to the public). There is little doubt about the 
value ofthese provisions 10 the tobsceo compruries. 

On the other band, there is some debote about whether these provisions Iuum public 
health interests. The tort system, ofcourse. geocrally serves to deter conduct that causes injury 
to health and safety .. Many in the public health community believe that imposing caps on 
damages. eliminati!lg punitive damages and barring elass actions will diminish ~ deteacnt 
elfeet and encourage the industry to cause still further harm. Olbers believe that these changes 
will not reduce dele!Tcnee (teeall that $5 billion in annual compensatory damages is $5 billion 
mnre than the industry bns ever paid before) - or at least that they am more !han outweighed by 
provisions putting into elfeet a comprehensive rcgulatory aeheme to regulate future behavior. 
They also argne that making the companies pay a punitive damage award for past misconduct Ill. 
the public (for use in health research, etc.) makes far more sense from a public health perspective 

, than allowing such funds to go as windfalls 10 individual plaintiffs. 

The Justice Department believes that we would further advance public health interests by 
insisting on the removal ofany limits on punitive damages for iiIllIIl:i misconduct In DOJ's 
view, we should make .1_ that plaintiffs can seek. such awards. and that these awards sbalI not 
counl toward or be subject to yearly limits. The continued potential for unrestricted punitive. 
damages will,uppert the rcgulatory aspeets ofihe legislation in detening willful miscoaduct and . 
otherwise changing corporate bebsvior. At the same time, this change will enable the legal 
system to punish the industry, over and above compensatory damages, for MY future 
misbehavior. 

DOl also bss urged us to consider some changes to the prohibition on class actions, 

joinder, consolidation, and other aggregation devices. The first point 10 l1llIke about this 

prohibition is that there is a substantial risk that it would be invalidated as applied 10 state coW"is 

for violating the Tenth Amendment. Any provision of this kind thus would have to be 

accompanied by explicit severance language. In addition, DO! would like to defme the ban on 

aggregation more narrowly - in particular, 10 allow some consolidation ofcases prior to trial for 

purposes ofconducting discovery and adjudicating pre.trial motions. This change, which would 

enudl amendment ofthe current multidislrict litigation statute, would .now individual plaintiffs 

to share discovery materials and reduce discovery and other pre-triaJ costs. The industry 

apparently will resist any cbange to ihe provision on class actions, joinder, and consolidation. 

But given the cap on annual damages, il is hard to see why such cbanges matter so much to the 

industry. Moreover, the industry may see consolidation schemes of the kind DOl would like 10 

protect as less threatening than mechanisms (whether class actions or joinder rules) that 
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permanently tie many cases together. letting numerous "bad filets" ..-ride in the wab: ofa 
couple oC"good facts" cases all the way to judgment. 	 ' 

The FTC and Antitrust Division ofthe Justice Department arc both concemed abOot the 
breadth of the antitrust exemption cootained in the proposed settlement agreement. noting that It 
migbt protect such activities as price-fixing. mergers to monopoly. predatory pricing, and 
agreements not to pruduce reduced-risk products. The FTC aud Antitrust Division nole that.they 

-_ 	 presumptively dislltvor exemptions to the antitrust laws and that any exemption fur tobacco 
companies must be limited to what is strictly necessary to serve the pnrposes ofoor tobacco 
proposal. Thongb we do not have speolfic langunge. the general idea would be to allow collusion 
only where strictly necessary to accomplish the purpose ofreducing youth smoking. 

We also must insist that neither the settlement nor any eventnallegislation (including 
provisions relating to doenrneots) will apply to or have preclusive effect on federalSmndJnry 
investigations or criminal prosecutions. In particular, the settlements aud legislation should 
include. so-called "Halper provision," by which the participating companies waive any 
mgument that the civil penalties in the settlement constitute a bar onder the double jeopanly 
clause to crimincl prosecution. 

Finally, the preemption provisions ofthe proposOd settlement are among its most baflling 
aspects - muddled. intemnlly con1rndictory, and seemingly senseless. We should try to clarify, 
them so that they preserve corrent FDA authority, while enabling states in approprisle 
circumstances to go beyond the provisions ofthe settlement agreement More specifically, 
where existing law requires states to petition the FDA to regulate tobacco. states would n:main 
under that obligation and the FDA would retsin its cuneot authority; when: exiatiug law allows 
states to regulate tobacco on their own, slJ1teS could impose lillY regulations more stringent thI!ll 
the new federal standards. (t is very difficult to know how much (if at all) this scheme deviates 
from what the drafiers of the settlement intended. In any case, it is hard to imagine that the issue 
would drive any party from the table, 

Recommendation: Condition limits on liability aud aggn:gation (class actions, etc.) on complele 
satisfaction ofaU other demands, Make clear that federallegisl.tion cannot in any way affeCt 
criminal prosecutions Or more stringent state regulation, 

,R. 	Farmers 

We have made clear that tobacco furmers should receive protection in any legislative 
settlement, and that the Administration will war!:: closely with members of Congress from 
tobacco states to forge a consensus. Secretary Glickman has traveled to tobacco markets in 
Virginia and North Carolina to express this commitment directly to farmers. 

Fanners are interested in continuation of the governmental tobacco program, guaranteed 



14 

• 


-

purchase at set levels oftobacco crops by cigarette companies. and some provisipn for bny out 
and tIansition to other crops, on a voluntary basis. Farm groups and tobacco stale members have 
nol yet coalesced around a consensus proposal. One plan put forward this mouth by SenlItocs 
Ford and McConneU would require companies to buy a minimum amount ofdomestic tobacco 
over 2S years and would install penalties on companies tbat do not meel !he stated goals for 
tobacco buying. The proposal would also create. "Tobacco CommuniI)' Revitalization Fund"' 
administered by USDA. bitt not subject to the appropriation process, which could spend up to $1 
billion a year for 25 years from the settlement fund. This Revitali:mtion Fund would cover costs 
relatad to the tobacco progmm such as administration and crop insurance, make supplemenllll 
payments ofup to $500 million to producers whose income IIOm tobacco drops substantiaUy 
below !he 1996 level, pay up to $100 million in benefits for displaced cigarette fiIctory wotkm, 
and provide up to $250 million a year fur rural economic development gmnts. 

Recommendation: Vow to protect tobacco fanners and communities in tobacco legislation.' 

I. International Issues 

As you know, the settlement does not address international sale oftobacco products. 
Public health groups have criticized this aspect of!he settlement; more broadly. they are pushing 
for the United States to take a leadership role in fighting tobacco's mpid global growth. 
Worldwide, there are 3 mimon lobacco-related deaths annually, and the World Health 
Organization expects that number to rise to 10 million by 2025, with 75% ofannual deaths 
oocurring in developing countries. 

Some have suggested chsnges to nonnal trade policy as a response to the global spreed of 
lobacco. USTR's current policy is to fight discriminatorY harriers on heImifofall industries, 
including tobacco. One proposal is for USTR to .top providing such assistance to tobacco . 
companies, on the ground that the cnny ofU.S. tobacco companies inlO foreigo countries has 
arguably increased tobacco consumption. Your trade edvisors, however, do not believe tbat we 
should take such actinn at this time. 

As you noted just afier announcement of the settlement. the Unitad States can aet by 
example in .tbe area oftobacco control. That means, first and foremost, adopting policies to 
reduce smoking in lhiJi ccunny. In addition, it means strengthening the Administration's 
leadership role in global and bilateral efforts to reduce smoking, including by providing 
assistance to international organizations. Finally, and at the verY leasl, it means that U.S. 
embassies and missions act consistent \\1th domestic policies by curtailing their involvement in 
tobacco marketing and export promotion activities. HHS is working with the Departments of 
Slate and Commerce on new guidelines on this issue. 

Recommendation: Support efforts by other coWltries and international organizations to reduce 
smoking around the world. 
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J. Fundlne 

Allhough the settlement is advertised at S368.5 billion, a variety offaeton; conspire to 
leave us with considerably less than that to spend on any new initiatives. The S368 billion is a 
2S-year number. and must be adjUSted downwani to reflect a projected drop in cigarette 
consumption ofabout IS%. For scoring porpoSes. OMB adjusts the amount down still further to 

- reflect lost business talC revenue and lost redeml excise tax revenue from decreased consumption. 
Most ofthe rest ofthe money in the settlement is already spoken for, to pay for civil suits, 
cessation progmns. counteredvertising, and the staleS' Medicaid claims. No specific provision is 
made to rcimb= the fedem! government for its Medicaid or Medicare expenses. 

Options for How Much the Industry Sbould Pay 

The I!t'IOI:hed charts outlines options on how much fuod.ing to seek and how to spend it 
A chart attached to this memo suggests four options for how much the industry should pay: 

1. Current settlement: This option assumes repeal of the SSO billion tax credit in the 
budget agreement, restoring gross industry payments to the original level negotiated by the 
atromeys general - S368 billion over 25 years, with lookbnck pecaities ofup to S32 billion oVer 
thsl period. This option would raise cigarette prices by approximately 60 cents a pack (on top of 
the 15-cent increase in the budget agreement). 

2. Tough peJllllties, This option assumes the full level of base payments in Option 1 
(S368 billion). with dramatically tougher penalties on the industry if it fails to reduce _ 
smoking (which could raise up to $303 billion over 2S years). These penalties would include a 
company-bY-<:<lmpany surcharge, as well as stiffpenalties ofup to $1 a pack. The entire option 
would raise cigarette prices between 60 cents and SI.60 a pack, depending on the industry's 
success in reducing teen smoking. 

3. Restore promised investment revenues: This option assumes the amount of 
payments necessary to fund additional public health inveslments at • level that reflects what 
.ome supporterS of the original settlement said would be available. Under this option, the 
industry would make gross payments of $620 billion over 25 years: This option includes the 
company-by-eompany surcharge. but not the sleeper youth penalties •. This option would raise 
cigarette prices by $1 • pack. 

4. SI.50 per pack: This option assumes the level of industry payments necessary 10 
increase cigarette prices by $1.50 a pack right away, which David Kessler and Rep. Waxman 
have urged. Under this option, the industry would make gross payments of $943 billion over 25 
years. 
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Ways to Spend Additional Fultding 

The current settlement would fund a variety ofpublic hcalth initiatives. including a 
countemdvertising campaign; smoking cessation progmms; FDA enfon:ement; other toba= 
control efforts; and a $4.billion·a-year trust fund that could serve as II 21st Century Research 
Fund dedicated to biomedical and tobacco-related research, 

- A chart attached to'this memorandum outlines possible uses for edditional funds, ifany. 
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THE WHITE HOUSE 
'" WASHINGTON 

October 8. 1997 

MEMORANDUM TO THE PRESIDENT 

cCt Vice President, Ernkine Bowles, Bruce Reed, Gene Sperling 

FROM: Chris lennings 

RE: NEW YORK AND THE PROVIDER TAX ISSUE 

Tomorrow, DHHS will announce the results of its policy review ofMedicaid provider !axes and . . 
its policy changes reganling New Yark. Io brief, they will announCe (I) policy clarifications that 
include clarify that cerWn provider !axes previously in question, including New York's regionai 
tax, are peninssible; and (2) support for legislation tluit eXpedites identifying impermissible taxes 
and ending their use. This is the culmination ofan intensive process that involved HHS, OMB, 
DPClNEC, Legislative and Intergovernmental Aflhlrs, the Office of the Vice President and other 
senior stsff. This merna provides you with detsiled infurmation on the policy review, subsequent 
actions, and the roll am plans. 

BACKGROUND 
Financing ..heme and Ihelaw limitlng it During the late 1980., many States established 
financing scl!emes ilurt had the effect ofincreasing their Federal Medicaid funds withom using 
additionaiState resources. Typically, States would raise funds from health care providers 
(throngb provider !axes or "donatioos,,), then pay hack tho.e providers through increased 
Medicaid payments. Since the Fedeml government pays at least halfof Medicaid payments, the 
provider !axes or donations would be repaid in large part by FOdera! matebing payments. Using 
this meehanism, the State was left with • net gain because it only had to repay part ofthe 
provider !ax or donation it originally ""';ved. 

. ' 
Because provider !axes and donatioos were effectively siphoning off potentially billions of 
doll"", from the Federal Treasury. the Congress limited states' use of these schemes in. bill 
enacted by President Bush in 1991.- The subsequent regulatory inteJpretation ofthese limits was, 
as you know, negotiated with the states and the National Governors' Association in 1993. 

States· continued reliance on impermissible provider taxes and our en(otctment record. 
Despite the new law and the regulations, many states contlnued to use provider taxes that .!.least 
appeared to be out of eompliaace. To date, these possibly impermissible taxes total an estimated 
$2 to 4 billion nod, in the future, eould cost bUIions more. In response, HCFA issued letters and 
discussed its concerns about certain !axes with states, but - for a variety of reasons •• never took 
any final: action. Unfortunately, this has meant that a number of states eontinue using these taxes, 
believing that HCFA might never enforce the law, or that if they did, they could seek recourse 
through the White House or the Congress. . ' 
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ConscquenUy, we think that the best way 10 bring states 10 the negotiations is through reliance on 
a legislative strategy. By strengthening the Secretary's ability tG negotiate, we avoid th. 
uncedllinty inherent in an ordiruuy administrntive process. By stating what type of legislation we 
would support, we get abead of the rifle shots and possibly prevent them, as well as to get the 
Congress invested in developing a mutual solution to the provider tax mess. And by offering to 
elarilY our ways ofidentifying impermissible taxes, we may engege states that have C(Jneerns 
about our intetpre!ntion, thus possibly preventing suits. These incentives are reinforced by threat 
of a deadline for passeg. of such legisistion (August 1998) that triggers an aggressive 
enforcement action by HCFA. 

Reaelion from New York. DHHS's review produces good news for New York. One of New 
York's major concerns have been that Medicaid regulations have not grandfilthered the State's 
"regional" tax. Given evidence ofCongressional intent for this tax treatment, the Administrntion 
has published a clarifying smendment to the regulation in today', Fecleral Register. This action 
relieves New Yom of over $1 billion ofprovider tax liability. 

However, there will be no final resolntion on New Yom's other provider taxes. The New Yorl<: 
delngation has idrelidy put us on notice that nothing less thana "hold bannless" solution is.. 
acceptable. They define this as meaning that they want Us to waive all current taxes both 
retrospectively and prospectively; in other words, they want the provisions we line-item vetoed. 
Thus, even ~lOUgh there is good news for the state, it will almost eertainIy be viewed as 
insufficient. . 

Reaction from other states. Although cine other stales benefit from the new policy 
clarifications, it is neWS of our support for legisistion that will catch stales' attention. The dozen 
or"" states that have widely used provider taxes may view this positively. It is these states ther . 
we want to engage in discussion and eventually negoti~tions. However, the remaining states that 
either ended their provider tax use or who never used them to begin with may view our actio. as 
too C(Jnci1iatory. We will make sure that we communicate to stales that we have not -:- and will 
not - change our opposition to tho use of provider taxes: We are simply looking for the most 
cffentive way to end states' reliance on impermissible taxes . 

. RnU-Gut strategy. The timing ofbrlefings on this tax issue is Crucial given the political 
sensitivity in New York. Sineethe Vice President is in New Yom until4pm that dey, we are 
scbeduling this briefing for 3:30 (tentatively). Donna called the Governor last night to 11111 him 
thet we wOldd meet with his staff on Tbursdcy afternoon.. Gene sent a similar messege to Charlie 
Rangellasl night with a consistent messago and we have also notified other key memben of the 
New York delegation. HHS has also planned briefings for committees ofjurisdiction, the NGA, 
and other interested parties lalll, in the afternoon. . 

Because ofNew York's media maike!, theie is no, question that tomO!TOW'S announcement will 
attmct significant coverege. We do believe, however, that the approach we are taking represents 
the best way 10 start along-overdue process ofeliminating impermissible provider taxes from the 
Medicaid program. We will keep you apprised of developments. 
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THE WHITE'HOUSE 'r 

WASHfNGTON 

November 18, 1997 

MEMORANDUM TO THE PRESIDENT 

fROM: Chris Jennings 

SUBJECT: Quality Commission's "Consumer Bill of Rights" 

ce: ' RaIun Emanuel, Bruce Reed, Oene Sper1inl!> Ann Lewis, El~ Kagan 

On Thursday, you are scheduled to accept 1he Quality Commission's "consumer bill ofrights," 
In preparation for 1he rei.... of this much anticipated report, this memo provides background 
on 1he Commission, SUIllI11lIrizes its key recommendations, and oudines how the Hill, influential 
interest groups and the elite validslOr:S are positioning 1hemselves on the quality issue, It also 
swnmarizes our suggestions on how you might best respond to the Corrunission ~s first report. 

Background. In response to growing ""neems about quality shortcomings in the rapidly 
changing health care system, you pledged to establish a Quality Commission during 1he 1996 
campaign. In March of this year, you unveiled 1he J4-Member Advisoty Commission on Quality 
and Conswner Protection, This Commission has a brood-based membership ofbusiness, labor, 
provider, consumer, insurerlHMO, and state and local representatives, is co-chaired by Secre!aty 
Hetman and Seere!aty SImIala, and is required to report to you through 1he Vice President. 

At 1he Commission's inception, you asked !he members to produce - as !heir first order of 
business -' recommendations for a "consumer bill ofrights." This week !hey are responding 
to that ebarge by ",leasing !heir ftnaI report on this issue. Their preliminaty reeommendstions 
received widespread acclaim by !he eUtes. They achieved this by balancing !he desires of 
·the consumer· advocates and providers against the fears of the insurers and business community, 
Not surprisingly, !he fonner generally felt the recommendations did not go far enough and the 
latter concluded they generally. went too far, 

The Commission was structured to end up to the middlelleft of this debate from the beginning, 
as Donna and Alexis insisted that all final recommendations be dene on a purely consensus basis. 
But what really assured that the business and insurer community would not make excessively 
loud complaints was !he Commission's decision to push off making recommendations "'garding 
how !he "rights" would be enforced. It may or may not be able to ..,..lve the Federal enforce
ment issue by the time 1he final report is released next March. (That report will also include 
recommendstions t!urt could have 1he most long-lasting impact on !he heal!h care delivety 
sYstem; it will focus on how to measure and actusIly improve quality outcomes.) 
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Response 10 Cost/Coverage Loss Argument. In response to cost concerns raised by 
the business and insurer representatives, Lewin ICF (an analytical consulting firm) was 
commissioned by the Quality Commission to evaluate the cost impact of the two "consumer hill 
of rights" provisions that the Commission believed had the most potential to increase premiums 
- the information disclosure and consumer appeals requirements. The study concluded, in a 
report thet was released to the Commission members today, that the provisions would increase 
the cost ofpremiums by about 90 =IS. per month per beneficiary. While these numbers .... 
preliminary and should not be used as the standard by which aU consUmer protection provisions 
are evaluated. they are extremely encouraging. Most important. these projections go a long way 
to unde!lllinillg the HIAA!NFIBfRepublican Leadership argument that consumer protections will 
increase premiums by "90 percent" and will reduce insurance coverage. . . 

"Elites" R ...etion to Quality Commission. To date, the elile validators have been quite 
impressed with the work of the QUlIIity Commission. They porceive it to have made strong, 
but reasonable recommendations on the consumer protections front: interestingly, the experts 
view the Norwood bill as much more reckless, far-re8I)hing, regulatory and costiy. A:$ you 
eppropriately move to endorse • legislative approach, however, some of the validators wiil be 
quick to get nervous and will inevitably mise concerns. They, (and some Members of Congress), 

. will also urge apecificity on our position regarding enforcement and remedies. (These are the 
most divisive issues for the big business community.) While we will have to be responsive to 
sOme degree, we would be wise to not fall into the tnlp of sending legislative language to the 
Hill. lnstead, we probably should work with the Hill to see where the consensus emerges and 
provide technical and political support to that end. . 

Thursday Event and Your Rem.rha. Your remarks on Thursday will culminate a vary busy 
week on quality and consumer protections. Today, the Vice President joined the Jaunwl a[the 
American Medical Association (JAMA) in announcing their release of this month's edition, which 
is totally dedieatod 10 the qUality issue. Tomorrow, the Quality Commission will conclude the 
day with an expecled fmal and unanimous approval of their well-received recommendations. 
And Thursday, we are designing a relatively brief ceremony marking the transmission ofthe 
Commission's "consumer bill ofrights" and your reaction to it. 

The Vice Presidanl will open the Thursday event by stIllllTlIIrizi the Administnltion's 

accomplishments in this area. A consumer representative, who i. dis.bled himself, will 

summarize the eight oonsumer rights and discuss their importance \0 all patients. His remarks 

will be foUnwed by the aotual presentatinn of the "consumer bill ofrights" to you by Donna 

Shalala and Alexis He!lllan. 


We will bo suggesting that your remarks have a four-pronged message: First, you will accept the 
bill of rights and endorse them as an excellent framework far along overdue national standard of 
consumer protections to help Americans navigate through a rapidly changing health care system: 
,Second, you will challenge all private hcalth plans to adopt and implement the Commission's bill 
ofrights as soon as possible: Third, you will call on the Congress to pass -- hafore they adjourn 
next year - appropriate Federal legislation to make certain the consumer protections are real for 
aU Americans and to assure thaI the public's confidence in their hcalth care system is restored: 
And fourth, you will direct all the agencies with jurisdiction over health care to exhaust every 
possible administrative action to assure thaI the programs they administer, and tha plans they 
oversee, come into compliance with the bill ofrights. You will also instruct them to report back 
to you by February what steps they have taken and plan to take in this regard, as well as to 
indicate what statuto!), limitations imparl. their ability to come into full compliance. 
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THE: WHITE: HOUSE: 

WASHINGTON 

December,8, 1997 

. 
MEMORANDUM FOR THE PRESIDENT 

FROM: 	 BRUCE REED 

CHRIS JENNINGS 


SUBJECT: 	 New AIDS· Initiative 

We have developed a $115 million initiative for your FY 1999 budget to improve AIDS 
treatment and prevention programs. TItis increase would go to expand programs that are c~tical 
to preventing and treating this epidemic, including the AIDS Assistanee Drugs Program 
(ADAP). which extends life-saving new treatment therapies to low-income and underserved 
populations, 	 ' 

Background on AIDS Funding 

Since you came into office. AIDS programs that focus on treatment and prevention-have 
improved dramatically. Medicaid, which provides coverage for half of all people with AIDS, 

..... 
now covers protease inhibitors. Funding for the Ryan White Program has increased by 200 
percent since FY1993. funding for research at NIH has increased by 50 percent since that year. and 
funding for the ADAP program has increased 450 percent since 1996. 

The AIDS community. however. has expressed disappointment with the Administration's 
recent efforts in this area. AIDS groups criticized the Administration for failing to propose major 
increases in discretionary spendi~g i~ FY1998, which allowed Congress to outspend us in thi~ 
area. And injust the last few weeks, the AIDS community reacted negatively to HCFA's 
conclusion that budget neutrality requirements prohibit establishing a Medicaid demonstration to 
provide early treatment to relatively healthy HJV-infected individuals. There is no doubt that the 
AIDS community will be examining the Administration's FY 1999 budget submission very 
closely, 

Proposal 

The AIDS office is recommending, and we agree, that you propose an $115 million 
increase in your Fy'I999 budget for AIDS treatment and prevention. (OMB is currently 
recommending $100 million), All of tins spending would go to existing discretionary programs" 
that emphasize prevention and tre<i~ent. We would recommend that the majority of this 
increase go to the ADAP program. because new and effective treatments ofthis disease are 
currently not reaching many who need them. We also would recommend modest increases to 
CDC prevention education programs, as well as a range 'of programs providing,funds to states, 



2 

'. 


cities, and commwtity health centers. 

Although the $115 million that we are suggesting falls fur short ofthe $400 million the 
AIDS advocates are pushing, it is a significant investment that will improve AIDS treatment and 
prevention earl soften criticism from the community. 

Finally, in the wake of HCFA's decision on the Medicaid demonstration program 
discussed above, Nancy-Ann Min DeParle is looking into the possibility ofa legislative proposal 
(which ofcourse need not be budget neutral) for a model pilot project to expand eligibility to 
Medicaid for people with HlV earlier in the progression of their disease. All ofthis writing, we 
have sii;nlficant questions about whether Such a proposal is feasible and whether it could be done 
in time for the budget process. At the request of the Vice Presiden~ however, we are reviewing 
all options in this area closely. . 

• 




THE WHITE,HOUSE 

WASHtNGTON 

, '\. December 13, 1997 

MEMORANDUM FOR ruE PiM;IDENT ' 
" 

FROM: BRUCE REED 
12-2q -q '1 

GENE SPERLING 
CHRIS JENNINGS 

SUBJECT: Health I~urance Coverage Initiatives 

Throughout your Administration, you have worked to enact legislation to expand access 
to affordable health insurence. The Balanced Budget Act included an unprecedented $24 billion 
investmeni' for state-based children's health insurance prognuns. This historic initiative will 
clearly reduce the number of Uninsured. However. there are other deserving populations whom' 
we could larget in our step-by-step reforms. These include the pre-65 year aIds (referenced in 

'" - .the Medicare memo), workers between" bs and . ,all busines . In addition, we 
are wo 109 on possible proposals to expand Medicaid coverage to people with AIDS and 

( disabilities through pilot programs. The policy development of these proposals is still underway, 
so we have not included them here, . 

. ,Iaken tQ~etber. these initiatives totalamund $IQ bjUion OVttf 5 y~~. This..mmulnt is less 
than half of ~le health investments enllCled as pari aLthe B.lan~ Budgel Act and less than 4' 
piicent orthe premium assistance prOposed jn the Health Secu(ityAct Ha;mg said this, none of ' 
your advisors believe the Medicare and Medicaid savin~ left after ~ast year~s deficit reduction . 
effon are sufficient to f~d tl!ese initiatives. There may be $0.5 to 1 billion over 5 years in . 
Medicaid savings, but those: savings will be difficult to achieve and there may be other claims on 
them (e.g., child oare, benefils to immigrants). Another possible source of funds ie.!!>~ tobacco 
seltiemenh.given the natural link between tob.a~.health pare. ... 
tI _. .-- ~ . . 

Your advisors unifomlly agree that we-need to take aU actio~~IW12-~<?y.~Jfnst 
e~ :lour goal of increasing insurance ¢overage for 5 million children. A ~es of proposals 
are described in this memo to help accomplish fhat goal. There is less'"'8'greement on whether we' 
should address a new group of urunsured poople in this budget. The Department of Labor 
~1[9ngly sullIlIlrIs tho wodrets-bet=-jobs ~; ofall health initiatives in the budget, 
i!,is their lti&bloallti0lity. OMB also supports that demonstration if sufficient funds are 
available. HHS believes that this proposal has merit, but is skeptical that it will attract any more 
support than it has in the past three years. 
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A. CHILDREN'S HEALTH OUTREACH 

The Children's Health Insurance Program (CHIP) provides funds for coverage of 
millions of working families' uninsured children, a population that previously had trouble 
affording coverage. It also builds upon the Medicaid program, which covers nearly 20 million 
children. But important work remains to be done. In particular~ we need to work with states to 
enroll the millions of uninsured children in tl,ese progranis. 

Medicaid eligible children are especiaH at risk of relI!-Brning uninsureg, Over three 
million unmsur c ren are e 19i .Ie for Medicaid. Educating families about their option.!l..a.tl9 
~nrolling them in Medicaid has always haen a problem, but it has recen'!!y become eV"!lJllore 
c¥,lillen~ flie number 01 Childien covered by Medicaid leveled off in 1995 and, according to 
the Census, dropped by 6 percent in 1996. While some ofthis decline may be due to the lower 
number of Children in poverty, another part may result from families' iriisunders!!mding oftbeir 
"!.!!ldren's continued eligibility for Medicaid in the wake of welfare r.f0f!!'. 

Options to Increase Outreaeh for Medicaid and the Children's Health Insurance Program, .
W\NI.tW.(. '.
,,\I. p~ ( To address the need for children's health outreach, we propose a series ofpolicy options. 
\-1'titU1 Together, these- initiatives could cost $1 to 2 billion over fi~e years (Ot more depending on policy 
'" 'l..'t~ choices about the enhanced match). Preliminary discussions with NGA and some children's 

'" advocates suggest they strongly support these efforts. In addition, the Administration is 
developing partnerships to encourage a complemetlta!Y range of private outreach activities. 

Enhanced match for outreach. One option for improving state outreach is to provide an 
enhanced match to enroll children who are eligible for but not previously enrolled in Medicaid. 
At the end ofe"':.h year, if. state can document that it has increased its enrollment over its 
baseline, it would receive an increased matching amount per newly covered child (possibly 

\, through admiilistrative payments): This ppli.,y rewardS slaies only if they succeed in outreach, . 
~ trather than matching ""tivities that mayor may not work. Depending on the amount of the 
a-- incentive and the administrative design, this option could cost to $0.5 to 1 billion over five years. 

Moving outreach t. scho.ls and child care sites. We could build uPon the 
('presumptiv,e eligibility" provision in the Balanced Budget Act to make it easier to enroll 
children in Medicaid and CHIP. The BBA option allows limited sites (l;,g., hospilais) to give 
low-income children temporary Medicaid coverage on the spot while they are fonnally enrolled 

. in CHIP or Medicaid. This pro'p<tsaLl_chil.br""'ll:n.fu!~ 
child care sites: and Head Start sites. at the state's option. 
that this proposal WQuld cost £400 miUiQn Qve:t 5.yeais. Also. under the BBA, states that use 
presumptive eligibility must pay for its ccsts out of the CHIP allotment, reducing the amount 
available for other coverage. States have advised us that thIS requirement discourages them from 
taking advantage of the presumptive eligibility provision. -HCFA actuaries preliminarily estimate 
that dropping this requirement would cost $25 milHon over 5 years. ' 
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Accessing 90 percent matching funds fOf outreach. A third way toincrease funding 
for children's health outreach is to increase states' flexibilit in usin a ecial ~ediq}.jc!futl.tUet 
aside in TANF for outreach for , ron OSlUg wei fe. This $5liil million fundiscprrelltly 
Ilocated to states wlift a 

n 

90 ~ercent ma~jng.ratCiQr outreach activities to-cert;Jn children. We 
.~ ...,~la eXpand its use to all children, nOt jl!5Lwelfar~ chil.~HCFA actuaries preliminarily 
~ estimate that ti,is policy would cost $100 million over 5 years. NGA supports this change. 

Simplifying enrollment. A simple, accessible enrollment process could encourage more 
families to enroll their children i,n Medicaid or CHIP, To help create such a process, we propose 
several 'actions, all of which are inexpensive. First. we could streamline the applieation process 
by simplifying Medicaid eligibility and by encouraging the use ofsimple, mail-in applications. 
HCFA has already' developed a model single application form for both Medicaid and CHIP. We 
could condition some of the financial incentives describe4 above on using a single or simple 
application. Second. we are reviewing the feasibility and cost ofa nationwide 1-800 number that 
will link families with tlleir stateor local offices. Such a numher could be placed in public 
service annQuncements} on the bottom of school lunch program applications, and on children~s 
goods like diaper packages. 

Discussion 

There is unanimous support across agencies for focusing on children's health outreach. 
HHS, Treasury and CEA helieve that sueh outreach should be the Administration's firsi priority, 
NEClDPC and OMB helleve that aggressive outreach will he needed to meet or exceed the 
Administration's goal ofcQveriqg 5 million uninsured children. Although OMB is supportive, it 
points out that because some children may be impossible to reach and s'ome states may not use ' 
these options, we are unlikely to enroll all 3 million children. NEC, also supportive, raises the 
concern that spending on an outreach initiative may be a communications challenge so soon after 
the enactment ofllie $24 billion base children's health program. However, policy experts, 
Governors, and children's advocates alike. will endorse this initiative. . 

One great challenge is the difficulty of finding savings from Medicaid to offset the costs 
ofthis initiative. With this in mind) YOUf'advisors are considering the tobacco settlement as a 
financing source. Specifically, we are exploring the advisability ofallowing states to retain the 
Federal share ofthe tobacco funds ifthey dedicate those funds to high-priority Administration 
initiatives like child care, education, and health care. Governor Chiles would support such an 
approach ifwe dedicate the funds to children's health care, not just outreach. 

3 \ 
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B. WORKERS BETWEEN JOBS INITIATIVE 

Fainilie., who lose health insurance while they are hetweenjohs are a small but important 
group of uninsured Amerieans. These people pay for health insurance for most of their lives, but 
go through brief periods without coverage when they are temporarily unemployed. If they 
experience a catastrophic illness during this tmrISition, the benefit of their years' worth of 
premium payments is lost. In addition, they could lose protection under the provisions ofthe 
Kassebaum~Kennedy legislation once they regain coverage. . . 

Poliey Options 

. .. 
There are two options. The first is that we include the same proposal that we have carried 

in OUl' last two budgets. All states would receive grants to provide temporarr premium assistance 
to eligible low-income familles~ States would use this money to pnrtiaIly suhsidize families~ 
premium payments for up to 6 months. This program costs $10 billion over foUl' years, or about . 
$2.5 billion' per year. The same prognun could be sealed hack by sunsetting it in two or three 
years or possibly reducing the subsidy amount It would stiU probably cost at least $1 billion per ,. 
year 10 have a nationwide program with enough funding per states to address this problem . 

•
A second option is to propose the same policy but in • limited numher of states. To test 

how best to eddress this popUlation's needs, we would select states using a range ofapproaches 
like. COBRA-based subsidy, Medicaid, or covering the parents of children covered by CHIP. 
Since it is • grant program, we could make this program as large or small as we want. To give. 
'sense ofthe options,last year's $10 billion proposal over foUl' years covered about 3.3 million 
people with incomes below 240 percent of poverty. Ifwe assume the sam. set ofpolicy 
parameters, • demonstration of $ I billion over 5 years would cover about 230,000 people; • 
demonstrstion of$2.5 billion would cover about 600,000; and a demonstration ofabout $3.5 
billionwouid cover about 800,000 people. OMS has suggested that we could limit the costs by 
only offering assistance to people helow poverty. However, NEC/DPC are concerned abeut that 
this shifts the target away from the middle-class families we originally intended to help. 

Discussion 

On policy grounds, all of the agencies support this policy. It has been in our last two 
budgets hecause ofits merits. Health coverage for workers changing jobs could also be 
important to • worker security theme in the State ofthe Union. This policy remains Laber's first 
priority because it targets a partiCUlarly vulnerable group and .ddresses the worker insecurity 
issues that played such a large role in the dehate over Fast Track. OMB and CEA would support 
this initiative if there are sufficient funds. I:IHS believes that this policy is 'no more viable this 
year than it has been in the past; HHS would .Iso objeet to using Medicare and Medicaid savings 
to fund this proposal. DPClNEC are concerned about dropping this policy. altogether and support 
a demonstration that is large enough to be viewed as improving' coverage. If resources are 
limited. however7 we would prefer the children's outreach initiative to this proposal,- --~ -'~-'~'- ,

4 .. 
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C. VOLUNTARY PURCHASING COOPEHATIVES 

Workers in small firms are most likely to be uninsured. Over a quarter of workers in 
firms with fewer than 10 employees lack health insurance - almost twice the nationwide 
average. Wbile 88 percent ofworkers in firms with 250 or more workers are offered health 
insurance. only 41 percent of workers in firms with less than 10 workers are offered coverage. 
This disparity reflects the poor functioning ofthe small group health insurance market. Studies 
have shown that administrative costs are higher and that small businesses pay more fot' the same 
benefits .~s larger firm•. 

Grants to States 

Given the disadvantages faced by small finns, the question is: are there policies that can' 
make insurnnee more affordable for small businesses and their employees? In the last twa 
bUdgets, we have inclUded a policy to provide seed money for stales to establish voluntary 
purchasing cooperatives. These cooperatives would allow small employers to pool 1heir 

, pUrchasing power to try to negotiate better rates for their employees. This year, we propose both 
"I hI the original policy and a variation: a competitive grant approach so that. more limited number of 
, II' states could receive • smaller, but more targeted,pool of funds. The total Costs would be $50 to. 

$100 million over 5 years.· ' . 

Discussion 

~ . All agencies remain supp'ortive of this policy and believe it should be included in this 
~L. year's budget, In the pasl, we have failed to enact this proposal because Congressman Fawell 
~' has pushed an altemotive approach more attractive to small businesses. Fawell's proposal would 

help small businesses to se!f·insure and in so doing escape all state regulation. Governors and 
iOnsumer groups have consistently opposad the Fawell approach, fearing ii;;,i it would leave, the 
small group market with only the most risky ;tUld expensive groups, as low"risk groups move into 

( the self-inSure~ non-regulated market. Our recent"conversations with FaweH suggest that he 
may be open to com"promise this year in a'way that he has not been in the past . 

L~~(~ lih.. 

-t; ll-b~-
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THE: WHITE: HOUSE: 

WASHINGTON 

Capl ~ d
December 13, 1997 

?,eecl.. 
Sp-e.1 Ifl')

MEMORANDUM TO TIlE PRESIDENT 

)('"1,,15 s
FROM: 	 BRUCE REED 


GENE SPERLING 
 ~je .> 
CHRIS JENNINGS 

SUBJECT: Refoans that Poomre Medicare for lb. Retirement o(the Baby Boom Genem!jon 

The Balaneed Budget Aet (BBA) that you enacted took neceSsaIy steps!o modernize the 
Medi""'; progmm and prepare it for the twenty.timt eenllJ1y. It extended the life ofthe Trust 
Fund to 2010, invested in preventive benefits, provided more choice ofplans forbencftciaries, 
strenglbened our ongoing fraud activities, and lowered cost growth to slightly below the private 
sector rate through provider payment reforms and modest beneficiary payment increases. 
Howeverj the BBA·s policies- were not intended to solve Medicare·s long-term problems. 

'.,t, ' The Medicare Commission was established to address tbe demographic challenges 'posed 
by the retirement ofthe baby boom generation, The question is whether we should take action 
prior to the March 1999 Commission deadline to further strengthen the program and lay the 
groundwork for implementation oflikely Commission recommendations. 

The NEC and DPC have led an intemgency examination ofseveral policy optionS. This 
mom., e ines options to insure pre-65 year olds, to extend Medicare coverage of~tienl Care 
costs assoCiated WI C un s,. to increase pn.va Insurance;,. , ma.ne~g 

-opl!ons 10 pay lor tliese plOposaIs ttll!ow mls descnp!t6n.· 

Your advisoll! bave differing views on whether to pursue any now proposals while the 
Medicare C,)mmission is active and wbich proposal' to parnue ifyou ChMSC to do so. OMB and 
to some extent Treasury have concerns about a pre-65 option, because it may -open the door to 
subsidies for a costly population and bave the unintended effeet ofreducing employer cove!!!!e. ~~' A 

Both OMB and Treasury oppose the oliniCril cancer trials proposal because il could set • . ~~~i 
preeedent for every other disease group to ask for lbe same treatmenl , <L'. ;~'~ 

. "().~ 
Should you decide (0 pursue all of the optiOI", traditional Medicare savings alone ma~4(f~'" 

not be sufficient to offset the costs and J.i Me.41~rc itJglwe-related premium may be n~m:.Y: f{:-V(i
Snch a premium will be politically contentiouS, allbough possibly more 'acceptable to our ~ 
Democratic base if linked·to a benefIt expansion. Given the oomplexity ofany decision to adopt { 
an income-related premium, we outline here some <if the issues, but defer a recommendation 
until we can meet with you on the subject. , \. ' , 



Till '.1»" " •. ' . ";'; . .......
" ,.·/',-1//""I ••,. _" 

A. PRlc-65 HEALTH INSURANCE OPTIONS 

_ Although people between 55 and 65 years old are more likely to have health insuEID..fc 
,	than others, they often face greater problems with access to affordable health insurance, 
especially when they are sick. Individuals in this age group are at greater risk ofliiVing health' 
problems, with twice the probability ofexperiencing heart disease, strokes, and cancer as people 
ages 45 to 54. Yet their access to affordable employer coverage is often lower because of work 
and family transitions.. Work transitjons increase as people I,W.Proach ,§5, with many retiring ~ 
wfting to part-time work or self-employment as a bridge to retirement. Some of this transition 
is involuntary. Nearly half of people 55 to 65 years old who lose their jobs when firms downsize 
or close do not get re-employed. At the 'same time, family transitions reduce access to employer
based health insurance, as individuals are widowed or divorced, or as their spouses become 
eligible for Medicare and retire. 

As n result, the pre-65 year olds, more than any other age group, rely upon lJle-individy!1 
health insurance market: Because their costs are not averaged with younger people's (as in ' 

- employer-based insumn~e); the pre-65 year olds often faCe relatively high premiums and may 
face exorbitant premiwns if they are sick. While the Kassebawn-Kennedy.lewslatjp9 iTm9.ved 
access for people with pre-existing conditions, it did not restrict co,!ts. 

~ These access problems will increase because pftwo trends: the.£kcline jn retiree heal1Jt 
~ J c2.,verage and the aging of the baby boom generation. Recently, firms have cut bacKon offering 

pre-65 retirees health coverage; In 1984, 67 percent of large and niid-sized firms offered retiree 
insurance but in 1997, only 37 percent did (although this decline may be slowing). In addition, 
in several small but notable cases Cu. General Motors and Pabst Brewery), retirees' health 
benefits were dropped unilaterally, despite the firm's prior commitment. These "broken 

~. promise" retirees do not have access to COBRA continuation coverage and could have difficulty 
~ fmding affordable individual insurance. An even more important trend is demographic. The 

number of people 55 to 65»ears old will increase from 22 to 30 million by 2005 and to 35 
million by 2010. Assuming current rates of uninsurance, this trend could ~se the nunlber of 
uninsured in this age group from 3 million today to 4 million by 2005, without even taking into 
account the decline in retiree he31th 'coverage. . 

The last reason for considering the coverage i~sues of this age group is the likelihood of 
proposals to raise Medicare eligibility age to 67, conSistent with Social Security. The experience 
with covering a pre-65 age group now will teach us valuable lessons if we need to develop policy 
options for the 65 to 67 year olds. 

Policy Questions 

Two central questions determine the policy options for the pre-65 year aids: what is the . 
targe~ population, and what is the best way to cover these people. 

2 	 , ,
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Whom to Target. As with any incremental reform, targeting is essential to reduce the 
cbance that the policy unintentionally offsets 0' reduces employer health coverage. While this 
policy will not affect employers' decisions to offer coverage to their current workers. it may 
affect employers' decisions to eoverretireest as weU as employees' decisions to retire early. To 
protect against substitution, your advisors recommend limiting eligibility to a subset ofthe pre.
65 yeM old•• There are two ways to limit eligibility. 

The first approach is to limit eligibility to people ages 62 to 65. The 6 million people 
ages 62 to 65 work less than to people ages 55 to 59 (48 p=ent versus 74 percent), are more 
likely to have fair to poor health (26 verSll.' 20 percent), and are more likely to be uninsured or 
buy individnal insurnnce (28 versus 21 percent). In addition, 62 is the age at which Social 
Security benefits can be accessed. Within this 6 million, we could limit eligibilitx to th~ 
million without access III ellllllw", 0. public ~ and reJjuire !ba~ exhaust COBRA 
<:Qveraae. 'f!!ese steps should reduce O,e likelihood that the policy will lead individuals to retire 
or drop retiree coverage. . . . 

A second approacb is to limil eligibility within a broader age group-~ SS to 65 year 
olds - to individnals who lack access to employer-based insurance for particular reasons: 

- .... (I) Displaced work.el'S: Abeut 60,000 people ages 55 to 65 lost their employer insurance when 
they lost their job because a firm closed, downsized, or eliminated their position, (2) Medicare 

....... spouses: As many as 420,000 people lost employer-based family coverage when their spouses 
(almost aU husbands) turned 65 and retired. This number could grow if employers drop retirees' 

........,dependent coverage for these spouses as a result of dlis policy. (3) "Broken promise" people: A 
small bUI visible and vulnerable group is the pre-65 retirees who lost retiree health coverage due 
to a "broken promiseJ'i (~., when the employer unexpectedly terminated coverage). 

How to Provide Coverage. The second question is: what Is the best way to increase 
access 10 affordable Insurance? One approach is to extend COBRA continuation coverage for 
longer than IS months. Currently, COBRA allows insured workers in linns with 20 or more 
employees to contin~e tfuit coverage for 18 months by paying' I02 percent of the premium, The 
major problems with «teading COBRA are that (l) people in small finns are not eligible, (2) 
businesses will consider the policy an unfunded mandste, and (3) the policy could lead to 
discrimination against hiring older workers. In addition, fmns could use this longer COBRA 
mandate as an excuse to not cover any employees. 

."-"7 A second apprQllCh is a Medicare "buy-in." Eligible people could buy into Medicare by 
paying a premium. Since Federal premium assistance for this group is prohibitively expensive, 

( rOUT advisors agree that participants should pay the full premium: the age-adjusted Medicare 
paymenl rate, plus an add·on for fue exIra risk of participants. This add-on could be high if, as 

'" the actuaries expeet, most participants will be sicker than average, To attract healthie, people 
Soo+? and make it possible fo, more people 10 take advantage oflh. benefit, we could defe, payment of 
'I\IV.. ~ , part of the premium ~, this risk add-on) until age 65 by "amortizing" the payment" Under this 
~ option, Medicare would pay part of the premium as a loan up fronl, with repayment by the 

beneficiaries with their Part B premiums. This loan would be • Medicare cost in the snort term. 
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Il-~~ ·<'1 
Option 1. "Broken Promise" People Only. The miniinal option, with no Federal cost 

-	 ,
is to require employers to offer CO,BRA coverage to retirees whose coverage they have dropped. 
This would allow retirees to buy into their active employer plan until age 65 at a premium 
(possibly 150 percent of the group rate, as has been done for other special COBRA populations). 
Even taking into account the premium payments, employers would bear some of the costs of 
their decisiof! to tenninate coverage, given the higher costs ofpeople in this age group, 

Option 2. Medicare Buy-In for Select Groups, The second option is to allow a 
Medicare buy-in for a subset of 55 to 65 year olds who have limited access to employer 

~ kinsurance. One group is the "Medicare spouses" - primarily uninsured women ages 55 to 65 
~ \ whose husbands are already dn Medicare. ~ alternative (or complement) is displaeed workers. 
~. Since these groups ~e~l, Medicare costs would be low. . -. 

Option 3. Medicare Buy-In for 62 to 65 Yea", Old Plus Selected Groups. The third 
option is to allow 62 to 65 year olds, plus a group like displaced workers, to buy into Medicare. 
!his group is rep'resentative ofthe 65 to 67 year old popUlation, giving a sense of what would 
happen if Medicare eligibility were postponed to 67 years old. The HCFA actuaries estimate that 
the Medicare cost of the worst-case scenario - 300,000 sick participants -is $1.1 billion per 

ear not takin into account an be -back. Their initial estimate for the 62 to 65 
year aids' costs, using more realistic assumptIons, is about $300 million per year. They assume 
that 160,000 people will participate: 70,000 currently uninsured and the remainder previously 
insured by expensive, individual insurance. Note that OMB has Dot yet cleared these estimates, 

,.' .'. Discussion 
~2.~ . . 
~~ Despite likely business opposition..,Your advisors all supPOrt a COBRA optio." f£>Jbe 
p. \"\90, ~_ "broken promise" retirees. Beyond this, your advisors have not yet reached a consensus. OMB 
,~ and CEA are concerned that any unsubsidized entitlement for pre-65 year olds will not stay that 
---~ way for long because pressure will build to lower the premiums. To test a buy-in ~or the pre-65 

. ~ 	year oIds,' OMB and CEA wo~d ~~.co~end covering only Medicare spouses, because doing so 
would probably have a smaller effect on the general trend in retiree health coverage and 
retirement. The Department of Labor supports a generitl Medicare buy-in.' It feels strongest 
'!bout covering displaced workers beCause of its broader goal of improving workers' secgrily,. 
Treasury shares OMB and CEA's concerns but would not object to a general Medicare buy-in if 
there were strong incentives for participants to enroll in managed care. lhis policy would make~insurers, not Medicare, bear the risk, but could be politically difficult HHS supports the 
broadest option and is concerned about only covering select groups since the enrollment may not 
be sufficient to justify the administrative effort. . 

NEClDPC recommend a package that includes (I) a Medicare buy-in for 62 to 6S year 
olds; (2) a Medicare buy-in for displaced workers; and (3) COBRA for the "broken promise" 
people. We think that this package is sufficiently narrow to limit effects on retiree health 
coverage or retirement. At the same time, the 'policy responds to the concerns ofpre-65 year aids 
who feel vulnerable to losing employer coverage and!or facing unaffordable premiums. 

.. 
\
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B. PRIVATE LONG-TERM CARE OPTIONS 
J1..l.<i-Gl 

A second idea to improve access to insurance focuses on long-term care. Unlike acute 
care, long-term care is not primarily financed by private insurance, which pays only 6 percent of 
its costs. Medicaid pays for 38 percent, Medicare pays for 21 percent, and families pay for 28 
percent of the costs out ofpocket. This large government role may not be sustainable as the baby 
boom generation retire~. Today, one in four people over age 85 lives in a nursing home. This 
could increase substantially as the proportion ofelderly living to age 90 is projected to increase 
from 25 percent to 42 percent by 2050. Thus, it is important to encourage the de~etopmellt..Qf 

rivate insurance 0 tions. The Kassebaum-Kennedy legislation took a step in this direction by 
clarifying that certain long-tenn care insl:ll'ance is tax deductible. But because many people 
incorrectly assume Medicare covers all of their long-term care needs and do not know about 
private long-term care insurance, more action is needed. This action could include providing 
information to Medicare beneficiaries about private insurance, funding a demonstration program 
to improve the quality and price of private insurance, or both. None of these options includes a 
new Medicare entitlement or subsidy. 

Information on Quality Private Long-Term Care Insurance 

We propose to leverage our role in Medicare to improve the quality of and acceSS to 
private policies. HCFA would work with insurers, state regulators, and other interested parties to 
develop a set of minimum standards for private long-term care policies. If a plan met these 
standards, Medicare would approve its inclusion in the new managed care information system. 
(As a reminder, the BBA included provisions to provide annual information on managed c~ 
choices to beneficiaries.) This proposal would build upon that system and cost up to $25 million 
in discretionary funds over 5 years ($5 million in FY 1999), distinct from the user fees currently 
authorized for the managed care information system. We also could propose a demonstration 
that would test the feasibility of a partn'ership between Medicare and private long-term care 
insurance on a limited basis. Alternatively, we could experiment in providing more long-term 
care through Medicare managed care. "The cost of a demonstration would depend on its size and 
policy parameters, but could be limited to $100 to 300 million over 5 years.' 

, Discussion 

~~ We believe this p~oposal has significant potential and is worth further deyelqpment: 
There is some concern at HHS that coming to an agreement on a set of standards could be 
difficult and that insurers may argue that our standards drive up the cost of the policies, making 
them UIl.:'lffordable. HHS also would prefer t"hat any demonstration tJe fullded through the 
mandatory budget. However, these concerns may not be insurmountable, especially since one 
objective of a demonstration could be to investigate high-quality private options that are 
affordable. Finally, we are still looking into the feasibility and advisability ofusing tax 
incentives to encourage the purchase ofprivate long-term care policies and/or the use ofIRAs for 
long-tenn care financing, although Treasury has strong con~ems about the effectiveness of such 
options. 
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C. MEDICARE COVERAGE OF CANCER CLINICAL TRIALS 

Medicare has not traditionally ·covered patient care costs associated with clinical trials. 
S . entists and advocates believe that we are not makin sufficient ro . . cancer, in 
part because the lack 0 e lcare coverage limits articipation in these trials. HHS and DPC 

( 	 nave een war mg pproae at covers patient care for a limited number of these trials. 
Because of concerns about its cost, OMB and Treasury strongly oppose this option. 

Nearly half ofall cancer patients are covered by Medicare, yet Medicare does not cover 
patient care costs associated with these trials. This care can often be prohibitively expensive for 
cancer patients and their families. Expanding Medicare coverage could increase access to trials 

. for the many beneficiaries with cancer... Historically most insurers have covered clinical trialU'0r 
Ehildren. As a consequence, nearly 7~ percent of children with cancer participate in clinical 
trials. Siientists agree that this participation rate has helped improve cancer treatments for 
children, and some argue that it is one reason for the dramatically higher survival rates for

( children cari.cer patients. . . . 	 . 

The lack ofparticipation in trials, related to lack of Medicare coverage, has significant 
implications for research in all cancer areas, particul~ly for those cancC?rs like prostate cancer 
where clinical trials are particularly undeniubscribed. According to a fonner National Cancer 
Institute director, if 1 0 percent orall cancer patjents participated iA sach trials, trials~t 
currently take three to five yearS would take only on~. Additionally. as the nation's largest 

.• insurer,. Medicare plays a significant role in setting the stand~d for the insurance companies. A 
.commitment from Medicare to cover clinical trials would go a long way to encourage private 
insurance companies !o cover these trials.. .t 
Proposal 

We have developed a proposaI"to expand ~edicare to cover patient care costs of cancer 
clinical trials conducted at the NCI and tq.als with comparable peer review. In addition, we 
would require a National Cancer Policy Board to make further coverage reconuhendations, and 
HHS to assess the· incremental costs of such trials compared to conventional Medicare-covered 
therapies. Assuming the true incremental costs are substantially less than the actuaries project, as 
we believe, additional trial coverage as reconimended by the Board could occur. The initial 
cavera e would cost 1.7 billion ov lve ears. Senators Mack and Rockefeller have 
developed i more expansive and expensive proposal (co-sponsored by 26 Senators). which 
covers all FDA trials, m3?Y of which the experts believe do not meet a scientifically-meritorious 
standard. 

.
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A possible alternative way to cover clinical cancer trials· patient care costs is to dedicate 
ources from any significant increases that NIH I NCt receive in the upcoming budget NCt 

could use these increases to simplify and centraJize its clinical trials system. which has the 
potential to increase patient access. Although this option may be effective, the cancer 
community has clearly stated its preference for extending Medicare coverage. Another 
possibitity is to require drug companies desiring Medicare coverage ofadditional clinical trials to 
contribute to part of the patient costs. 

Discussion 

. HHS i. supportive of this policy and believes that it would not only give Medicare 
beneficiaries choices, but would encourage the privnte industry to cover clinical trials as well. 
HHS notes that this proposal is the highest priority for most ofthe cancer commWlity as .well os 
many in the women's community who believe it is an essential step to improve breast cancer 

. treatment. The advocates hnve made it clear that !hey would strongly prefer the more expansive 
. and expensive RoekefellerlMack approach. But, the SenatorS mighfwell support our proposal as ~ 

an important Ii",t stap and this would matter greatly to patient groups and the cancer community. 

OMB and Treasury strongly oppose the Madicare coverage option. They note that 
Medicare would incur a large cost to provide medical services that are experimental and, 
therefore, unlikely 10 help the majority ofbeneficiaries. They also believe it will create 
enonnous pressure to cover more types ofcancer trials as well as non--cancer trials. Congress 
would likely expand Ihe proposal beyond coverage ofNCI trials, which will be very costly (up to 
$3 billion over five y....). Moreover, similar support wilt be demanded for trials of!:realmenIs ..,". 
for Alzheimer's, Parkinson'., and other mal.dies, OMB also believes drug companies - not 
Medicare - should take the lead in improving Medicare beneficiaries' aceess to clinical trials. 

While recognizing't4e OMB and Treasury concerns, DPClNEC believes thn! Medicare . 
eoverage has potential to contribute to expansions of clinical trials and possible break-tltronghs 
in cancer treatment. Our recommendation to include il in the FY 1999 badget depends on other 
decisions. If resources are limited, we would propose the pre-65 initiative lnstead ofthis one. In 
addition, a major increase in the NIH - and NCI- budgets eould lessen the need for this 
policy. But, if sufficient resources are available, we would reeommand thn! you support this 
benefit as a reinvestment in Medicare and an enhancement of our biomedical researeb package. 
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ll.·l'l·G, 
D. MEDICARE ANTI-FRAUD POLICIES AND INCOME-RELATED PREMIUM 

FWlding for Medicare initiatives will probably require Medicare offsem. One approach is 
to use Medicare anti-fraud initiatives. HHS and OMB believe that these offsets could total abOut 
$2 billion over 5 years. This amount could fund some, but not all of the initiatives described 
above. To fund a more expansive series ofinitiatives, you may have to consider an income", 
relaled premium, which generates at least $8 billion over 5 years. 

ANTI-FRAUD PROVISIONS 

~~~ In our ongoing efforts to reduce Medicare fraud, we have identified a number of smaU but 
1..: important policies that could lotai aboul $2 billion over five years. Several of them address 


~~ problems identified by the HHS Inspeetor General, such as the overpayment by Medicare for 

~ certain c:mcer drogs, that you highlighted in your radio address today. 


INCOME-RELATED PREMIUM 

Medicare subsidizes 75 percent of the Part B premium for all beneficiaries, including the 
wealthiest. Higher income beneficiaries, who actually receive more Medicare,benefits than do . 
poor beflefi~aries) could afford premiums without subsidies. However, the addition ofan 
income-related premium would make Medicare less of a social insurance program. 

As you know, the Administration has publicly supported an income-related premium. It 
is not clear, however~ that we should include this policy in our budge~ Because this issue is very 
complicated, we will not make a recommendation until we meet with you on the subject. 

Policy Options 

Building from our position last summer, the income·related premium would be 
'administered by the Treasury Department, not HCFA or the Social Security AdmiruStration. 
Eligible people would fill out each year a Medicare Premium Adjustment form (a separate f01111 
or aline on the 1040 form) and send a check to "The Medicare Trust Fund." Revenuefrom this 
premium, which is at least $8 billion over 5 years, depends on who pays and how much they pay. 

Who pays. The income thresholds determine bow many poople are paying the bigher 
amounL W. proposed thresholds 0[$90,000 for singles and $115,000 for couples in the Health 
Security Act. L4st summer, the Senate, including most centrist Democrats, passed a policy that 
began the extra premium payment at $50,000 for singles and $65,000 for couples. During the 
bndget debate, we did not express support for particular thresholds. 
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How much. The amount of the payment for the wealthiest beneficiaries is a second 
question. In the budget debate, we argued that i I 00 percent premium (no subsidy) would cause 
some healthy aud wealthy people to opt out of Medicare. However. an analysis by the Treasury 
Department this full found that the effects ofa 100 pereent premium would be smaller. HHS 
would strongly object to changing our position to support an income~related premium that 
completely phases out the Part B subsidy. ICwe decide to change our past policy. we should 
have as,trategic discussion about the timing of announcing such a change. 

Discussion 

The decision to propose an income-related premium is compHcated~ and your advisors' 
have differing views about its timing and, to some extent, advisability, Some believe that we 
made a decision last summer to support this policy~ regardless ofcircumstances. However, its 
introduction may provoke criticism. Many Democrats aud possibly AARP will oppose the 
income.relatedpremium (though this opposition may soften ifthe premium is linked to. 
Medicare investnient). In eddition, Republicans might label it a new tax and use our support for 
it as an issue during the 1998 carnpaigu. The Medicare Commission almost certainly will 
recommend this policy ifyou do not in the spring of 1999. Leaving it to the Commission has tbe 
advantage of providing both Democrats and Republicans with politieal cover, but the 
disadvantage ofdecreasing your control over the structure of the premium aud how it will be 
spent. DPC/NEC will prepare for a separate meeting to discuss this issue. 

9 




~c {(! 

~<{lll, I" 
THE WHITE HOUSE 

)(.. ...: ';) 
WASHINGTON 

'\ April 9. 1998 

MEMORANDUM FOR THE P~SIDENT 

FROM: 	 Bruce Reed 

Elena Kagan 


SUBJECT: 	 McCain Lcaislatiou 

With the overwhelming vote in favor ofthe McCain legislation in the Senate Commerce 
C<Jrnmittee and the subsequent antIouncement of the tobacoo industty that it will fight this 
legislation. we have entered into a new phase ofour effurt to procure a comprehensive tobacco 
bill to reduce youth smoking. The Commen:e C<Jmmittee. vote last week brought new 

. momentum to this legislative elIort. Tho industry's response should only add to that momentum, 
by making it even harder for Members ofCongress to block legislation, lest they look as ifthey 
are doing the industry's bidding. . . 

Tho broad consensus among your advisors is that We should aim for a strong, 
comprehensive bill that meets our core public health objectives and that tha industty might 

." . reluctantly swallow in dte end. Without industry consent, some provisions in comprehensive 
legislation (i.i:.. tho most far-.....lUng advertising testrictions) would be impossible. wlUle other 
prOvisions (u.. ruurower advertising restrictions and lookback penalties) would be in litigation 
for years. We snould not compromise our objeotives to secure that consent, but at the same time 
we should not ask for more than we need to neIliev. our public health goals Md in the process 
destroy any chMce of industry acquiescence. In any event, most ofyour advisors believe that 
efforts to push the price too far would be counterproductive, because tobecco-stste Democrats 
will join with ~licans to demiJ a bill that goes .. far .. some in the public health community 
might like. Instead, we should try to address the aspects ofihe McCain bill that are most 
important to us and to securing broad Democratic support. 

Your advisorsalsongreethat the best way to get this kind·of bill is to engage in 
negotiations with Senators Loti, Daschle, McCain. and Hollinga that are designed to produce an 
agreed·upon bill to go to the Senate fioor. The greatest dMger we far. is chaos on the Senate . 
floor. in wlUch somo "",ondments roll back what we already hay. achieved ~, on FDA 
jurisdiction), while other amendments mcke tho bin essentially unpassable ~ by stripping all 
liability protections while increasing the Qvemil price of the deal). 

We recommend against dimct·discussions with the industry at this stsge; we doubt they 
would leve! with us anyway. Assuming Senator Hollinss is in the room. we should have a 
decent sense ofthe industry's concerns, and" ofcourse we have more~thanMadequate lines of 
communication to the public health community. . 
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We list below several aspects of the McCain legislation iii which we should seek changes 
during these negotiations. Note that FDA jurisdiction does not appear on this list; we were able' 
to reach an agreement on this issue with Senators McCain and Frist. prior to the Commerce 
Cornmitte~ vote. that satisfies all our regulatory needs and objectives. 

I. Youth Lookback Penalties 

We alrendy have said that Congress must strengthen the lookback penalties in the 
McCain legisilltion, by incuIporoting some companY-Specific penallies and raising the cap on the 
industry surcharge, The incorpOration of some cOm.pany~specific penalties is a core ,demand of, 
the public health community. and is strongly supported,by HHS and Treasury, Such penalties. 
however. may be unacceptable to the industry, and especially to Phillip Morris because ofits 
disproportionately large share of the youth market. (Unlike industrywide penalties, which can be 
passed 0' in the fonn ofhigher prices, company-specific penalties come straight out of. 
company's profits,) Bruce Lindsey has noted that even ifweneed to make demands in this area, 
we should not let the issue ofcompanY-SpeCific penalties become grounds' for vetoing the bill,~ W. agree, but think it is important to try to find • way to'addtess this issue., 

A number of approaches ~e available. and we ShoUld not now tie ourselves down to any 
ofthem, A company-specific penalty developed by Treasury and HHS would impose • $500 fee 
for every child by which. company misses the targets U&.• if a company misses the target by 
10,000 children, it would pay. fee 0[$5,000,000), This per-cbild surcharge represents the 
present value of the profits a company woUld gain from addicting. teenager over his lifetime, 
Treasury estimates that the total co.t of this penalty - i&.. across all companies - could reach as 
much as $500 million a year, Another appreach, probably more """eplable to the industry, 
would be to allow suits between companies for redistribution of the industry-wide penalty.- Such 
indemnification suits would create 3 potential for trallsfonning the industry surcharge into a 
company-apecifte penally scheme, without increasing the overall cost of the penalty provisions, 

( We win continue to try to develop creative solutions in this area SQ that we can enter negotiations 
with orange ofproposals. , _ _' , 

Raising the cap on industry-wide'penalties is obviously an easier matter. We woUld 
suggest proposing a change /rom the current S3.5 billion to $4 to 15 billion ifpossible. 

II. Price per Pack and Spending 

Poo per Pack 

We shoUld not demand any increase in the McCain bill's funding levels in the lirst five 
years. because McCain essentially adopted our own budget numbers (while adding a $10 billion 
up-front payment). We recommend waiting until CBO scores the McCain bill before deciding 
whether to seek any increase in funding leve!s in later y~ars. (Mccain has asked CBO to score 
hi. bill by the time Congress retunns,) -Congressional scorekeepen; may well estimate that the 
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yearly payments in the bill wi!! increase the p'riee o[cigarettes not by the SI.IO we estimated. but 
by the $ 1.50 that the public health community has most otten derrumded. The higher figure may 
result from assumptions by CBO that (1) states will use the opportunity to increase state excise 
taxes, further reducing the number of packs sold and (2) the bill will significantly increase the 
black market for cigarettes, resulting in fewer than expected pecks sold through the legitimate 
retail market. By reducing the number ofexpected packs sold, both of these changes would 
increase the per-pack. price estimate, because the annual industry payment set in legislation 
would be spread among fewer packs. Once 'W"e know the actual per-pack price increase 
cruculated by Congressional scorekeepers, we will be in a better position to detennine whether 
we should push for a sman increase in funding levels .tter the fifth year. 

We hope for bipartisan consensus on much of the spending: we Ihink Members could 
agree on approximately $10 billion over 5 years for farmers; $10 billion for prevention, 
cessation, counteradvertislng, FDA enfo""'men~ and other public health programs; Sl 0-1 5 . 
billion for research (the RepubliClUL'l may want to limit these funds to NIH); and $20-25 billion 


. for states. This distribution leaves about SI5 billion on the table, which Republicans will·want to 

spend on Medicare or tax cuts and Democrats will want to spend on programs like child caie and 

school constnletion. 

. 
One issue will CQncern the use of the state money. Our budget earmarked 57 percent of 

the state funding for child care, class size, and Medicaid outreach initiatives. As we go fol'Wll1"d, 
we should argue at a minimum for a menp ofstate pr()grams~ such as child care and education. on 
which states would have to use a significant portion oftheir funds. For example, in the Harkjn~ 
Char.. bill, half ofthe state funds must be spent on one of 2Q listed prognm)S, which include 
child care, K-12 education, Medicaid, the Child Health Insurance Prognun, and Heed Start. 

Another issue, more important in the out~years. concerns the amount ofmoney allocated 
to paying legal judgments. The June 20th settlement putonly a few billion dollars into the tort 
fund in the first five years, on the theofY, that lawsuits against the industry would 13ke some time 
to come to judgment. Congress may well use the same assumption, given competing spending 
priorities. But once this initial grace perind is concluded, Congress must figure out bow to fund 
legal judgments. The June 20th settlement placed a $5 billion annual cap on judgments, with $4 
billion coming from the industry's base payments to the government and Sl billion (a kind of·, 
copaymcat) from the defendant companies' coffers, The McCain bill establishes a $6.5 billion 
cap; McCain contemplated that $5,2 would come from the industry's base payments, with S1.3 
as a copaymen~ but his bill does not actually address this issue. Some in the public health world 
may begin to call for the entire .mount to be paid by the companies, outside of their payments to 
the gov:e~ent. This change, however. would add an enormous amount to the total cost of the 
deal and could doom prospects fot legislation. Room for a tort fund thus will have to be found in 
the out-years by squeezing some ofthe spending listed above. 
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III. Antitrust Exemption 

The McCain bill contains antitrust exemptions fur the tobacco industry that are not 
necessary to achieve the goals of the legislation and may have serious anticompetitive effects. 
As written, the bill exempts any and aU agreements designed to "reduce the use of tobacco 
products by underage individuals," This exemption could cover (among other things} price:. 
fiXing agreements of all sorts. The Department of Justice believes strongly. and.we agree. that 

I'll we should oppose aU antitrust exemptions~ except possibly for a narrowly-drawn exemption 
~ d~!l<<jJg aUo!>' companies to agree to restrict their advertl.i~g and nwi<eting to children. ~ 

IV. International Tobacco Control Efforts 

As part of the public health spending noted above. we believe we should include 
significant funding ($200 mimon. year) for international tobacco control efforts. These funds 
should be spent on both governmental and non-governmental effurts to promote public health 
and smoking prevention efforts abroad. . 

The McCain bill has several udditional international proviSions that we would like to 
cbange so that they do not interfere with our diplomatic and trade priorities. For example. 
although we support the bill's effort to prohibit U.s" government support for promotion of 
tobacco overseas, we need to ensure that the language doe, not interfere with USTR's ability 10 
negotiate tariff reductions i . _' _ "_ . In addition, the McCain 
bill contains a provision that the State [)epartmi,;1 add HHS-consider problematic and 
unenforceable, which would require U.S. compaiUes to abide by the new labeUng and advertising 
requirements when doing business in other countries. The industry strongly objects to these 
provisions for a different reason, because it views them as a real threat to its international( 
operations. ' " 	 . 

V. Environmental Tobaeen Smoke 

The McCain bill would exempt the hospitality industry (restaunmts. bars, casinos. ele.) 
from its environmental: tobacco smoke provisions, which ban Smoking, except in enclosed an,d 
specially ventila~ ateas, itt public facilities. In addition, the bilt would allow individual states 
to 'Ioptout" of aU of the provisions. even if the state had no ETS protections or its own. 

" .Although HHS strongly opposes the hospitality exception (wot1<ers in the hospitality industry 
,	face grave risks from sec'Jro..hand smoke), we doubt it is politically feasible to remove it. We 
should. however. try!uud to eliminale.tha stale cpt-out provision, which could leave mlUlY ofth. 
Illllion's citizens without any protection from ETS. Alternatively. we might consider pushing the 
Harkin-Chafee approtwh to this issue. which. rather thao imposing a ban would.provide funds to 
Stales that progressively reduce exposure to ETS. 
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VI. Liability Provision, 

We believe we should adhere 10 the basic structure cfthe liability provisions in the 
McCain Jegislation. If we need to make these provisions a bit tougher. we can try to raise the cap 
from the current $65 billion to the SS billion contained in Harkin-Chafee. Note. however, thaI 
doing SO only compounds the budgetary issues surrounding the tort fund noted earlier in this 
memo: to the extent that money for tort judgments come from the industry's payments to the 
government. that money squeezes out funds for puhli'C health and other priorities; conversely. to 
the extent that money for tort judgments comes over and above the industry's payments to the 
government. the expected cost of the de.lto the industry increases. 

Finally, we roay want to change the provisions in the McCain legislation that deny the 
liability cap to certain companies. The CWTent provision. which has received almost no attention, 
lifts the cap for companies that miss the youth lookback targel by more than 20 percentage points 
if they also have violated the Act or taken. action to "undermine the achievement of youth 

. 	 smoking reductions." Because of the vagueness ofthis standard, the provision may have little or 
no effect. We should either tighten it (by linking the caP only to objective measures) Dr discard it 
entirely. Especially if we try to make the liability provisions tougher in other mas, agreeing to 
Hminate the provision may prove useful. -" ,. , , ~ 

VII. C.""titllti.....1 Issu .. 

The Department ofJustice is prepared to recommend changes to the advertising, 

. rruuketing, and other speech-tolaled provisions of the legislation in the event that the industry 

does not sign protocols agreeing to. these restrictions. 'The Departnient also would like us to 

ress for the elimination ofall provisions regulating non-<:omrnercial speech, such as one that. 


forbids companies from lobbying Congress, regardless whether the companies offer agreement. 
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Conclusion 

In summary j we would recommend seeking these improvements: 

j'D,uth Lookback Pewties 

• IncQrporate some company.specific component in t~e penalty scheme 
.. Increase the industry*wide surcharge cap from $3,5 billion to between $4 and $5 billion 

Prioe and Spendina 

, 	 No change in annual payment amounts in first five years; wait until eBO scores before 
deciding whether to seek later chunges ' 

• 	 Ensure spending on research, public health, BUd farmers, press for spending on child care 
and education, or at least a menu including these programs 

Antitrust Exemption 

• 	 Eliminate the antitrust exemption 

International Tobacco Control 

• 	 Support funding for governmental and non-governmental organizations 
• 	 Narrow provision prohibiting U.S. support for promotion oftobacco overseas to ensure it 

does not interfere with USTR authority to negotiate treaties 
• 	 Remove requirement that companies must abide by new labeling and marketing 

requirements when operating overseas 

Environmental Iobaooo Smoke 

• Eliminate 'opt-out" provision that allows slates tc,adopt weaker laws 

, Liabilitx 

• 	 Retain basic structure of liability priorities 
• Consider modifying level ofcap and relation of cap to youtb reduction targets 


ConstitutioW.lssues 


• 	 Recommend changes to minimize Constitutional difficulties 
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THE WHITE HOUSE 

, WASHINGTON 


April 14, 1998 

MEMORANDUM FOR THE PRESIDENT 

FROM: Bruce Reed 

SUBJECT: Needle llxchanae Options 

As we discussed last night, we have. couple ofaltematives to Secretary Shalala'. 
recommend.tioo on needle exchange. You should try to ,"""e a decision 00 this issue before you 
leave for South America. 

Under all these options, the government's lop scientists would eertiJY that needle 
",,<:hange decreases HlV transmissioo and does not increase drug use. The central question is 
whether (and under what conditions) to rel.... federel funds. The three possibilities are: 

, " 1. Releas: fundnnth HHS criteria (Shalala recommendation), Shalala recommended 
letting any community with • needle exchange program that ineeU speeitied criteria - i.... 
program cannot violate state parapheroalla laws, must refer participants to drug treatment, etc 
exercise "Ioeal option to use federel AIDS prevention funds for thet purpose, The HIlS criteria 
would cut the number ofeligible communities in halt; because only 50-60 ofthe 110-120 
prognoms nationwide operatelegal1y, (Moreover. only six cities - San Francisco, Los Angeles, 
New Yor!<, Chicago. Houston, and Philedelphi. - receive direct funding from CDC for HlV 

,prevention, All other funds go to stale health departments, sO other cities would need the 
approval ofthe chiefhealth official in the state,) Shalala and Sandy Thurman supPort this option 
because it will help the most communities, Most White House edvisol'll oppose it because 
opening llie door this wide will be easy for Congress io demagogue and quickly overturn. 

2. [jrnit funds to areas where HIV transmiSSion is at emergcoct)' leyels. We could reduce 
the universe ofneedle exchange prognoms still further by only allowing. set cumber of 
communities with the most severe drug·related HlV problen\$ to qualifjl- for example, areas . 
with 25-30% oftota! AIDS cases directly or indirectly related to injection drug'use, (There 
probably aren't enough cases of infected babi.. born to drug addicts - perhaps SOO • year ' 
nationwide- to make that. separate criterion,) HHS estintates'that only 10-15 prognoms 
(mostly in the lugeS! cities) would meet these conditions in FY98, HHS could five with this 
option ifthe limitations only apply to FY98 funds, We could characterize it as a demoostration 
project and an emergency measure, not necessarily a morel endorsement ofneedle ex<:hange. 
Some in the AIDS community helieve this option is unethical, because it withholds a known 



•, 


treatment from people in need, On the other hand, it might be easier to defend in the p~blic .rena 
and per!Jep. hold onto in Congress, This option would make it somewhat harder fur 
Congressional leaders to force. tough vote for Democrats, although the far right might suuceed 
in demanding a needle ,",change ban anyway, 

, 3, Withhold federal fund. on tb. gmuods that needle exchaose is ,local decision, ' The 

best way to prevent Congress from banning the use offederal fund. is to take that issue off the 


, table from the outset, Un,der this option, Shalala and government scientists would make a strong 
case for why communities with an HIY problem should consider needle exchange programs as a 
way to protect the public health. But we would make clear that because this i•• contentious issue 
with nowhere near a national consensus. that decision and the money to pay for it must come at 
the local leveL We would teU the AIDS community that this effort will do better over the long 
haul ifwe don't give Congress an opportunity to ntake political hsy, and that the amount' of 
federal money involved isn't worth the damage tbe right wing could do, Shalala, Thurman, and 
the AIDS community believe this option would make us look like cowards. because we'U never 
know whathat we can win the Congressional battle unlOSl\ we try. A number ofWbite House 
advisors believe that battle is extiaordinarily difficult to win in the short or long tenn, and this 
option i$ the only one thi.t can withstand the Republicans' assault on the drug issue, 

Obviously, there is noelear consensus on this issue. Shalala, Thurman, and others in the 
Administration closest to the AIDS community favor option 1 and could five with option 2, but 
oppose option 3, McCaffrey, Rahm, and othe", closest to the anli-drug community ravor option 3 
and oppose optiO!!Jl I and 2. Most others in the White House oppose option I but could five with 
either option 2 or 3, Ifyou beHove we can hold onto a demonstration in Congress. you should 
probably go with option 2, Ifyou believe Congress will ban this no matter whet, needle exchsnge 
programs arouod the country would probably be better offifwe went with option 3, , 

Erskine strongly recommends that you make up your mind before you leave tomorrow, 
The AIDS Council his another conference call tomorrow to decide whether to call for Shalal,'. 
resignation, No matter what you decide, it probably makes more sense to roD it Oul before 
Congress returns from recess, 


