day 16, 1997

REMARRKS BY THE PRESIDENT
IN APOLOGY FOR STUDY DONE [N THSKEGEE -

The East Room

THE PRESIDENT: Ladies and gendemen. on Sunday. Mr. Shaw will celebrate his
O3th birthday. {Applause.} { would Bike to recognize the other survivors who are here
taday and their famitios: My, Chadie Pollard 1s here. {Applause.) Mr, Carter Hosvard,
{Applause.) Mr. Fred Simmons, {Applause.) Mr. Simnions just ook his tirst airplane
ride. and he reckons hie's about 110 vears old, so | think iU's dme for him to wke a
chance or two. (Laughter.) I'm glad be did. And Mr. Frederick Moss, thank vou. sir,
{Applause.)

I would also like to ask three fantily representatives who are here ~ Sam Doner is
represented by his daughier. Gwendolya Cox. Thank vou, Gwendolyn, {Applause.)
Eenest Hendon, who is watching in Tuskegee, is represented by his brother, North
Llendon. Thank you, sir. for being here, (Applause.y And George Koy is represenied
by his grandson, Christopher Monroe, Thank you. Chres, {Appiase.)

[ also acknowledge the families. community-leaders. teachers and students watelting
today hy satellite from Tuskegee, The White Flouse s the peapie’s bousar we are glagd
16 have all of vou bere today. [ thank Dr. David Satcher for his role in this, | thask
Congresswoman Waters and Congressman Hilliard. Congressman Stokes, the entire
Congressional Black Caucus. Dr. Satcher. members of the Cabinet who are here,
Regretary Horman, Seeretary Slater, members of the Cabinet who are here, Seeretary
Herman, Scoretary Sloter. A great friend of freedom, Fred Gray, thank vou lor Highting
this long bawle all these Jong vears. ’

The ¢ight men who zre survivers of the syphilis stady at Tuskegee are a Jiving link o o
1ine not 3o very long age thot many Americans would prefer not w remember, but we
dare not forget. It was a time when our nation fatted to Bye up o 13 weuds, when our
nation broke the trust with oue people that is the very toundation of our democracy. It
ix not only in rerembering that shametul past that we can ke wmends and repalr our



nation, bur it is in remembering that past that we can build o beter present and 2 better
future, And without remembering it we cannot make amends and we cannot go
forward.

Se toduy Americn does reimember the huodreds of men used in resenrch without their
knowledge and consent. We remember ther and thetr fanudy members Mo who were
poor amd Alriean Americmn, without resowrees and with fow slternatives, they bolieved
they had found hope when they were offered free medieal cwre by the United Sies
Publie Health Service, They were betrayed.

Medival people are supposed to help when we need care, but even once o cwre was
diseovered, they were denied help, and they were lied 10 by their government, Our
government is supposed w0 protect the rights of 1ts citizens: thei rights were rampled
upon, Forty vears, hundreds of men betraved, along with their wives and ¢hildren,
along with the conununity in Macon County, Alabama, tw Chiy of Tuskeyee, the fine
unversity there, and thie larger African American community.

The Unted States government did something that was wrong -- deoply. profoundly.
morally wrong. 1t was an outrage to our commitment o Btegry and vquabily feradl our
CHEZONS,

To the survivors. o the wives and Fonily members. the ehildren and the grandehildren. I
say what you know! Nopower on Earth can give you back the lives lust the pain
sullored, the years of internal Worment and anguish, What wis done conmet e undone:
But we can ond the sifence. We can stop turning our beads away. We can look wt you
in the vye and finally say on behalf of the American people. whar il United Siates
government did wos shamieful, and T am sorry, (Applause.

The Amwrican people are sorry -- for the loss, for the years of hurt, You did nothing
wrong, but you were grievously wronged. [ apologize and 1 am sorey thut this apelogy
has been so long in coming, {Applause.)

Ta Macon County. to Tuskegee. to the doctors who have beun wrongly associated

with the events there. you have our apelogy. as well, To our African American citizens,
Fam oy it vour federal government orchestrated a study so clearly racist, That can
never be allowad (o happen again. 1 s pgainst evervihing our country stwxlds lur and
what we must stand against 1s what it wi

S0 et us resalve 1o hokd forever in our heants and minds the memory of atime not long
ageo in Macon County, Alabama. so that we can always see bow adrift we ian become
whet the rights of any citizens are neglected. ignored and betrayed, And fuet us resobve
bBere and now to meve torward together.

The hegaey of the study at Tuskegee has reached far and deep. in wavs that hurt our



progress and divide our nation. We cannot be one Amerfes when w whole segment of
our naiion has no frust in Amenica. A apology 18 the Lirststep. and we ke it with a
commitment to rebuild that broken trust. We can begin by making sure there is never
again another episode tike this ene. We need to do mure to ensure that muedical
resenrcl practices are sound and ethicall and that researchers work more closely with
communities,

TFeday T wopld Hike 1o announce several steps 10 help us achiove these goals. First, we
will help to bunld that lasting memorial ot Tuskegee, {Applause.) The schoo! founded by
Booker T. Washimgton. distinguished by the renowned seiemist George Washingion
Carver wid so many others who advanced the health and well-baing of Atviean
Amerienns and ol Americans, s a fitting site. The Departaent of Flealtly and Momay
Services will award a planning grant so the school con pursue eswablishing a center jor
bioethivs 11 cesearch and health care. The center will serve a8 o museum of the study
and support eitorts to address its legacy and strengthen bioethics waining.

Second, we commit to ncrease our communily involvement so thut we may boegin
restering Iostarust, The study at Tuskegee served o sow distrust of var medival
institutions. especialiv where research is involved. Sincy the study was halted. abuses
have been checked by making informed consent and local review mandatony in
federaliv-Tunded and mandaied research.

Sall 23 years Imer. many medical studies have Gitle Advican Amencan pariicipation and
Alrican American vrgan donors are tew. This imipedes effonts 1o conduet promusing
rescarch and to provide the best health eare to all our people. including Afvican
Americans. So today., 'm directing the Secretary of Health and Human Services,

Donna Shalala. to 1ssue a report in 180 days about how we cun best invelve comsumiities,
especially nunority communities, in research and bhealth coare. You st - overy American
group must be involved n medical research in ways that are positive, We have put the cune
behind us: now we must bring the benefits o all Americans. {Apphuse)

Third. we commit to strengthen researchers’ training in biosthics, We are constantly
working on making breakthroughs in protetting the health of our people and in
vanquishing discases. But all our people must be assured ot thelr righos and digmny will
be respected as new drugs. treatments and theraples are lested and used. 8o Fam
directing Secretary Shalala o work in parinership with higher education w prepare
traning materiats for medical researchers, They will be available in o vear. They will
help researchers build on core ethical principles of respea for individaads, justice and
informed consent, and advise them on how (o wse these principies effectively o diverse
popuiations.

.

Fourth, o nerease and broaden our understanding of ethical issues wd clinical



research, we commit to providing postgraduate fetlowships 1o train bioethicists
especially among African Americans and other minority groups. FIFS will offer these
fellowships beginning in September of 1998 to promising students enrolled in biocthics
graduate programs.

And. finally. by executive order | am also today extending the charter of the National
Biocthics Advisory Commission 10 October of 1999, The need tor this commission is
clear. We must be able to call on the thoughtful, collective wisdom ol experts and
community representatives o tind ways to further strengthen our protections for
subjects in human research. |

We face a challenge in our time. Science and technology are rapidly changing our lives
with the promise of making us much healthier. much more productive und more
prosperous. But with these changes we must work harder to see that as we advance

we don't leave behind our conscience. No ground is gained and. indeed. much is lost il
we lose our moral bearings in the name of progress.

The peopie who ran the study at Tuskegee diminished the stature of man by
abandoning the most basic ethical precepts. They torgot their pledge to heal and repair.
They had the power to heal the survivors and all the others and they did not. Today. all
we can do is apologize. But yvou have the power, for only you -- Mr. Shaw, the others
who are here, the family members who are with us in Tuskegee - only you have the
poser to furgive. Your presence here shows us that you have chosen a better path

than vour government'did so long ago. You have not withheld the power 1o torgive. 1
hope today and tomorrow every American will remember vour lesson and live by it

Thank you, and God bless vou. (Applause.)
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For immediale Release May 18, 1887

REMARKS BY THE PRESIDENT
iN APOLOGY FOR STUDY DONE IN TUSKEGEE

The East Room
226 P.M. EDT.

THE PRESIDENT: Ladies and gentternen, on Sunday, Mr.
Shaw wiil celebrate fis 95th brthday. {Applause.} | would like to
recognize the other suryivors who are here today and their families:
Mr. Charlie Poliard is here. (Applause.) M: Carter Howard,
{Applause.} Mr. Fred Simmons. {Applause.) My, Simmons just ook
his first airplane ride, and he reckons he's absut 110 years old, so
| think it's time for hint to take a chance ar two. (Laughter) I'm
" glad he did. And Mr. Frederick Moss, thank you, sir. {Applause.)

| would also like to ask three family representatives
who are here — Sam Doner is represented by his davghter, Gwendolyn
Cox. Thank you, Gwendolyn. (Applause.) Ernest Mendon, who is
watching in Tuskegee, is represented by his brother, North Hendon.
Thank you, sir, for being here. (Applause.) And George Key is
represented by his grandson, Christopher Monrog. Thank you, Chris.
{Applause.}

| also acknowledge the families, community leaders,
teachers and students watching today by satellite from Tuskegee. The
White House is the people's house; we sre glad to have all of you
hera today. | ihank Or, David Satcher Tor hig role in this. | thank
Congresswoman Waters and Congressman Hifliard, Congressman Stokes,
the entire Congrassional Black Gaucus. Dr, Satcher, members of the
Capinet who are here, Secretary Harman, Secretary Stater,
members of the Cabinet who are here, Sacretary Herman, Secretary
Sigter. A great friend of freedom, Fred Gray, thank you for fighting
this iong batlie 3l these fong ysars.

The eighl men who are survivors of the syphills study at
Tuskegee are a iving ik 1o a time 10l 30 very bing ago that many
Amesicans would prefer nol 1o remember, but we dare not forget. |
was a line when our nation failed o live up to s idesls, when our
nation broke the trust with our peopie that is the very foundation of
our democracy. LS nol only in remembering that shamehd past that
we ¢an meke amends and repair our nation, but His in remembering
that past that we can bulld 3 belter present and 3 better Riture.



And without remembering it, we cannot make amends and we cannot go
forward.

So today America does remember the hundreds of men used
in research without their knowledge and consent. We remember them
and their family members. Men who were poor and African American,
without resources and with few alternatives, they believed they had
found hope when they were offered free medical care by the United
States Public Health Service. They were betrayed.

Medical people are supposed to help when we need care,
but even once a cure was discovered, they were denied help, and they
were lied to by their government, Our government is supposed to
protect the rights of its citizens; their rights were trampled upon.
Forty years, hundreds of men betrayed, along with their wives and
children, along with the community in Macon County, Alabama, the City

- of Tuskegee‘ the fine university there, and the larger African
American community.

The United States government did something that was
wrong -- deeply, profoundly, morally wrong. It was an outrage to our
commitment to integrity and equality for all our citizens.

To the survivors, to the wives and family members, the
children and the grandchildren, | say what you know: No power on
Earth can give you back the lives lost, the pain suffered, the years
of internal torment and anguish. What was done cannot be undone.
But we can end the silence. We can stop turning our heads away. We
can look at you in the eye and finally say on behalf of the American
people, what the United States government did was sharneful, and | 2am
sorry. (Applause.}

The American people are sorry -- for the loss, for the
years of hurt. You did nothing wrong, but you were grievously
wronged. | apologize and | am sorry that this apology has been so
Jong in coming. {(Applause.)

To Macen County, to Tuskegee, to the doctors who have
been wrongly associated with the events there, you have our apology,
as well. To our African American citizens, | am sorry that your
federal government orchestrated a study so clearly racist. That can
never be allowed to happen again. It is against everything our
country stands for and what we must stand against is what it was.

Sc let us resolve to hold forever in our hearts and
minds the memory of a time not long ago in Macon County, Alabama, so
that we can always see how adrift we can become when the rights of
any citizens are neglected, ignored and betrayed. And let us resolve
here and now to move forward together.

The legacy of the study at Tuskegee has reached far and
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deep, in ways that hurt our progress and divide our nation. We

cannot be one America when a whole segment of our nation has na trust
in America. An apology is the first step, and we take it with-a
commitment to rebuild that broken trust. We can begin by making sure
there is never again another episode ke this one. We need to do

more 16 ensure that medical research practices are sound and ethical,
and that researchers work more closely with cormmunities.

Today ! would ke to announce several steps {o help us
achipve these goals. First, we will help 1o build that lasting
memorial at Tuskegee. {(Applause.) The school founded by Booker T,
Washinglon, distinguished by the renpwned scientist George Washinglon
Carver and so many others who advanced the health and well-being of
African Armencans and all Americans, ig a ilting site, The
Depariment of Heaith and Muman Services will sward 3 planning grant
s0 the schoo! can pursue establishing o center for bicethics in
research and heglth care. The center will serve as a museum of the
study and support efforts to address its legacy and strengthen
bivethics trening,

Sepond, we sommit 1o increass our community involvement
50 that we may begin réstoring lost trust. The study at Tuskegee
served to sow distrust of our medical ingtitulions, especially where
research i involved. Singe the study was halted, abuses have been
checked by making informed consent and kacal review mangatory in
federaty-fundad and mandated resaarch.

Sill, 28 years leter, many medical studies have little
African American participation and African American organ denors are
few. This impedes efforts to conduct promising research and to
pravida the best health care to all our people, including African
Americans, So today, I'm directing the Secretary of Health and Human
Servives, Donna $halala, o issue a report in 180 days about how we

can best involve communities, especially minority communities, in
regearch ang health care. You must - every American group must be
involved in medical restarch in ways that are pasitive. We have put
the curse behing us; now we must bring the benefits to all Americans.
{Applause.)

Third, we commit 1o strengthen researchers’ raining in
hinethics, We are constantly working on making breakthroughs in
protecting the heaith of our people and In vanquishing diseases. But
ait gur people must be assured that their rights and dignity will be
respected as new druge, reatments and therapies are tesled and used.
Bo t am divecting Secretary Shalala to work in paninership with
highar education to propare training materials for medical
researchers, They will be avallable in a year. They will help
rasagrchars build on core ethical principies of respect for
ingividuzls, fustice and informed cansent, and advise therm on how to
use these principles effectively in diverse populations.

Fourth, to increass and broaden our understanding of



gthical issues and clinical research, we cammit to providing
nostgraduate fellowships o train bicethicists especially among
African Americans and other minosty groups. HHS will offer these
fellowships beginning in September of 1998 to promising students
enrolied in bicethics graduate programs.

And, dnally, by executive order | am also today
extending the charter of the National Bioethics Advisory Commission
s Oetober of 1999, The need for this commission is clear. We must
be able to call on the thoughtful, collective wisdom of experts and
community representatives to find ways to further strengthen our
protections for subjects in human research.

We face a challenge in our time. Science and technology
are rapidly changing our lives with the promise of raking us mugh
healthier, much more productive and move prospersus. Bul with these
changes we must wark harder io see that as we advancs ws dont isave
behind our conscience. No ground is gained and, indeed, much s logt
if we lose our maral bearings in the name of progress.

The people who ran the siudy at Tuskeges diminished the
stature of man by abandoning the most basic ethica! precapts. They
forgot their piadge 1o heal and repair. They had the power to heal
the survivars snd ail the others and they did not. Today, all we can
g is apologize. But you have the power, for only you - Mr. Shaw,
the othars who are here, the family members who are with us in
Tuskegee - only you have the powsr 1o forgive. Your presence here
shows us that you have chosen a better path than your government did
$0 Iong 890, You have not withheld the power 16 forgive. | hope
teday and tomorrow gvary American will remember your lesson and live
by .

< Thank you, and God bless you. (Applause.}’

END 2:41 P, EDT



WHITE HOUSE TUSKEGEE CEREMONY

DATE: May 16, 1997
LOCATION: East Room
TIME: 1.30 p.m,
FROM: Maria Echaveste

Ben Johnson
PURPOSE

You will meet with five of the remaining eight survivors of the Tuskegee syphilis
experiment, recognize the injustice done to them, and issue a formal apaiogy on
behalf of the nation. Additionally, you will announce steps aimed at preventing
experiments of this type from ever happening again,

BACKGRQOUND

In 1932, Federal, State, and local officials, began a long-term study of untreated
syphilis in African-American males in Macon County, Alabama. The study was
intended to justify a syphilis reatment program for African-Americans. Insiead, i
has become known as a case of medical research gone wrong. The project was
scheduled 1o last for six months, but it continued for 40 years—even afler
penicilin became available {o freat syphilis in the late 1840's. The study ended
in 1872 when the New York Times ran a front-page story that led {o a public
oufery across the nation.

In 1973, Attorney Fred Gray filed a lawsuit on behalf of the participants and their
heirs seeking redress. In 1974, the case was settled for 39 million. Under the
settiement, the U.S. Government provided Study participants and affected
members of their families with comprehensive medical care for the rest of their
lives,

Since 1974, all Federal studies using human subjects must be reviewed by
institutionat Review Boards. in 1885, you created a National Bioethics Advisory
Commuission to review research regulations and procedures, and {o provide all
possible safeguards for research volunteers. Unfortunately, the Federal
Government has never adequately expressed its responsibility in the Tuskegee
Syphilis.study, . The Study continues o cast 3 shadow on the relationship
between African Americans and the biomedical community. Many commentators
believe that the government's failure to make such an acknowledgment has
hedped perpetuate feelings of widespread distrust among African-Americans
toward health related initiatives.
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Although you made the decision 1o host this ceremony several weeks ago, 3
press conference held by the survivorg fast month has heightened the aftention
on the event. You have recelved letters from the Congressional Black Caucus
and a number of national organizations, requesting an apology to the victims of
the study. Additionally, there has been a media frenzy and numerous editorials
have been wrilten to support an apology.

In addition to extending an apology on behalf of the nation, you will announce
the signing of an executive order extending the charter of the National Bioethics
Advisory Commission to October 1889. You will also anncunce four additional
steps the Department of Human Services will take o insure we leam from the
syphilis study. Hapefully these measures will rebuild trust, and protect human
subjects in the future,

The Tuskegee sutvivors range in age from 85 years old to over 100 yvears old
{see attached Bios). Thaey left the Tuskegee area yesterday with an
overwhelming send off from the community. A number of relatives of victims who
are unable to attend the White House ceremony, are expected to watch via
satellite at the Kellogg Center on the Tuskegee University campus. Acting
Surgeon General Audrey Manley will be there to represent you. Accarding to our
contacts, the men and their families are some of your most loyal supporters.
They are said to be very excited to be invited to the White House and are looking
forward to concluding this terrible ordeal,

i, PARTICIPANTS
Pre-brief participanis
Maria Echaveste
Kitty Higgins
Ben Johnson
Elizabeth Drye
David Satcher
Ann Lewis
Carolyn Curiel

Event Participants

Survivors, Wives and Widows of Survivars, Children and Grand Children
of Survivors

Members of Congress

Representatives of National Black Associations and Qrganizations
Government Officials

PRESS PLAN
QOpen Press
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SEQUENCE OF EVENTS
o Event briefing for YOU and THE VICE PRESIDENT in the Red Room

0 YOU and THE VICE PRESIDENT proceed to Blue Room and greet the
Foliowing guests: :

Dr. David Satcher

Congresswoman Maxine Waters

Congressman Earl Hillard

Congressman Louis Stokes

Herman Shaw

Charlie Poliard

Howard Carter

Fred Simmons

Fred Moss

Ms. Gwendolyn Cox, Daughter of Sam Doner, Survivor
Mr. North R, Hendon, Grandson of trnast Hendon, Survivor
Attomey Fred Gray {Counsel for survivors)

o Survivors are announced into the Fast Room

o YOU and THE VICE PRESIDENT are announced into the East Room
Accompanied by Dr. Satcher and Mr. Shaw.

o THE VICE PRESIDENT makes remarks and introduces Dr. Salcher,
o Ki}r, Satcher makes remajfks and introduces Mr. Shaw,

o Mr. Shaw makes remarks and introduces YOU,

o YOU MAKE remarks and proceed to the Blue Room for receiving fine.

NOTE: The receiving line will fiow from Red to Blue to Green.
Guests procead to State Room for reception following receiving fine.

REMARKS
To be provided by Speech writers

ATTACHMENT .
1) Bicgraphic information on survivors



'PRESIDENT CLINTON RECOGNIZES SURVIVORS
OF THE PUBLIC HEALTH SERVICE SYPHILIS STUDY AT TUSKEGEE
May 16, 1997

Today, President Clinton recognized the injustice done to the participants of the Public Health
Service syphilis study in Tuskegee, Alabama. The President formally apologized to survivors, their
families and the nation for the unethical study that left approximately 400 African American men
untreated for syphilis. The Public Health Service (PHS) began the study in 1932 and did not end it
until 1972 -- many years after penicillin was available to treat the disease.

Today, President Clinton also signed an executive order extending the charter of the National
Bioethics Advisory Commission (NBAC) to October, 1999 to ensure a continued, national focus
on bioethical issues. Building on the work of the President’s Advisory Committee on Human
Radiation Experiments, an NBAC subcommittee will make recommendations this fall for further
strengthening protections for human research subjects.

President Clinton also announced 4 additional steps the Department of Health and Human
Services (HHS) will take to ensure we learn from the PHS syphilis study, rebuild trust, and
protect human subjects in the future,

0 Building a lasting memorial, The President announced that HHS will award a planning grant
to Tuskegee Umiversity to pursue establishing a Center for Bioethics in Research and Health
Care at the University, The Center would be a lasting memorial and would support efforts to
address the legacy of the syphilis study and strengthen bioethics training.

0 Increasing Community Involvement and Restoring Trust. The legacy of the PHS study
still impedes efforts to conduct promising research, particularly involving minorities, and to
provide the best health care services to all Americans. Today, the President directed the
Secretary of HHS to issue a report, within 180 days, detailing effective strategies to more fully
involve communities, especially minority communities, in research and health care.

0 Strengthening Researchers’ Training in Bioethics. The President directed the Secretary of
HHS to develop bioethics training materials to help researchers effectively apply ethical
principles in diverse populations, Within one year, HHS will complete and disseminate course
materials, in partnership with private organizations,' that build on core ethical principles of
respect for persons, beneficence, justice, and informed consent, and that help ensure
researchers successfully apply these principles in all communities.

0 Providing Post-Graduate Fellowships to Train Bioethicists, Especially Minorities. To
increase and broaden our understanding of ethical issues in research, HHS will offer
fellowships, beginning in September 1998, to promising students enrolled in bioethics graduate
programs, HHS will make special efforts to recruit minorities currently underrepresented in
the field.

"Partners will include the Association of American Medical Colleges, the Association of
Amernican Universities, the Association of Schools of Public Health, the National Association for Equal
Opportunity in Higher Education, and the Minority Health Professions Foundation.
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CHRONOLOGY

Public Health Service Syphilis 8tudy in Tuskegee

The United States Public Health Service (PHS) began a
survey of syphilis in Macon County, Alabama, one of
several survey sites in the United States.

PHS began the Macon County S8Syphilis Control
pemonstration Project with funding PHS received from
the Julius Rosenwald Fundi. Participants were treated
with a8 conbination of necarsphenamine and nmercury;
however, none of the 1400 patients received the full
course of treatment.

The Rosenwald Fund terminated funding for the controel
demonstration project. PHS began and funded the
Tuskegee Syphilis Study. This was a gtudy of untreated
syphilis in approximately 400 black men who were at
least 25 years of age and had syphilis for 5 years or
longer. There 18 no protocol which documents the
original intent of the Study: however, in 1932, much
was still unknown regarding the latent stages of
syphilis, especially pertaining to its natural course.
it appears that the Study was undertaken o compare
the course of untrasted gyphilis in black men with the
results of an 0810 study on untreated syphilis in
whites. The study was supposed to last & - 12 months
with the intention to document the course of disease
and use that information to cbtain funding for
treatment. The Alabama Department of Haalth asgreed to
the Study with the stipulation that some treatment be
provided. Tuskegee Institute and local white
physicians in Macon County also agreed to the Study.

PHS decided to continue the study until the wen died
and added a control group of apprcximataly 2004+ men
without syphilis.

Penicillin became wiﬁely available for the treatment of
syphilis in its early stages.

JThe therapeutic benefits of penicillin in treating the

late stages of syphilis were documented in scientific

- reports.

PHE transferred the Venereal Disease Division, of which
the Study was a part, to the Communicable Disease
Center {now Centers for Disease Control and Prevention
{CDpCl).

News of the study was reported in the ‘New York Times,
Los Angeles Times, and Washington Star. PHS convened
the Tuskegee Syphilis Study Ad Hoo Panel to investigate
the Study. The Study was terminated by the Uepariment
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of Health, Education, and Welfare (HEW), now the
Pepartment of Health and Human Services (HHS).

The Secretary of HEW directed PHS to provide necessary
medical care. CDC contacted the men and their familles
and gave them information about the Study and offered
them comprehensive health assessments and lifetime
medical services. The Tuskegee Health Benefit Progranm
was set up and administered by CDC. Attorney Fred Gray
filed a class action lawsuit on behalf of the living
Study participants and helrg of deceased particlpants,

Congress appreopriated funding for the Tuskegee Health
Benefit Program. The Natiomal Research Act was signed
into law, creating the National Commission for the
Protection of Human Subiects of Biomedical and
Behavioral Research. HEW promulgated Fedexal
regulations requiring research organizations to
establish institutional review boards (IRBs) to review
and approve HEW-funded research involwing human
subjects.

The class action suit was settled. HEW provided a cash
payment of $37,500 to every living man with syphilis
who was alive on July 23, 19573; 515,000 to the heirs of
sach of the deceased men with syphilis: 816,000 to
every member of the class of living controls who was
alive on July 23, 1973: and 85,000 vo the helrs of each
of the deceased controls.

The Belmont Report summarizing the basic ethical
principles governing research involving humans was
released by the National Commission £for the Protection
of Human Subjects of Biomedical and Behavioral
Regearch.

Seventeen Federal agencies, including HHS, adopted the
Federal regulations for the protection of human
subjects {known as the Common Rule}, extending humsn
subjects protections, including IRB review, to 16 other
Federal agencles and to Federslly-funded research.

“he Tuskegee Syphilis Study Legacy Commitiee issued a
report on May 20, 1996 recommending that “President
Clinton publicly apologize for past government
wrongdoing to the Study's living survivors, their
famlilliezs, and to the Tuskegee community,” and that &
gtrategy be developed "to redress the damages caused by
the Study to transform its damaging legacy."
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{). Why is an apology coming forwurd new? What is there 1o be guined by such
# gesture and how do you respund to these wha might sce it as politicully metivated?

A, Fuver thoogh this study was stopped some 23 yoars ags, s niover oo ke o
make it clear from the highest levels of govenmmen) thut what heppuesed o Tuskepee was
vary wrong and tragic and not something we cver condine, 11 b abso tporiant to maks
clenr thal we are pledged (o making sure this sever happens again inour eountry, Most
impurtamiy. we have @ moral obligation 1o apologive ou beball of 1he VLN Gowernmeny,

In faet, fast year during a conforence arTuskeyee sponsorsd by tiwe UK, Department of
Health and Human Servives on minority pariicipation i cesearch, thae Tuskegee Study
[.egacy Commission was created (o help alf of uv move beyond the Tuskegee Syphilis

Study. ‘The purpose of the Legucy Committes wax ta transborm the legaey of minority
distrust of the heslth and medical establishaicnt intn positive lforts w close the health
gap betwuen blacks and whites.

One 6f the principal recomimendations of tha Commitier wass that President Clinon
publicly apologize to the Hiving participunts, their famibios and to the Tuskeges
communily,

We view thix a5 more than symbolic, as more than fust o verbal apology, s Is not just
@ wrong, but @ wrong, in which the TLS. govenment ix at it On one il woday we'ne
kg a major step toward publicly atoning fe Tuskieger, On the other hand, we're
beping 1 will help move os further Woward restoring Jost confidence in government and
distrust of medical scignce and public health instinmions -« especindly by Afvicun
Americans and other minorities. Thuat’s boen the fegavy of ihe suidy. We we alaa
concerned about regaimag the confidence und rust of those indivishuads whose own health
has been affected dicestly and indireetly by Tunkegoo.

T those who would ascribe political motiees to this, we would say that the only politics
at work ar¢ the politics of doing what's vight. 175 always the right e o do right, wst in
this cnse. the 1ime to do right i right sow. That's all wa're conceenad wiih,

Q. Why do yeu think prior Administrations refused 1o bsovan spology? Why
has it tuken until almost the end of the 20" confury for the vietims fo receive seme
sort of official apalegy from their governmoent? Cun you say an apology was
previously ignared for polities] renssns?

AL Y/e can’t gpeak for ony Administration but this one. ot this b the kind of
issue thal you can look at i any sort of political vontext and mike prdgineors ths way.
This was a human tragedy. Pure and simuple. Through the years since Vaskeges was
halted, varicus Administrations have addressed an assortment of TusRegue-reloted issues
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in their own way. Whether of not a formal apology shanld have heenr ollered much
snrlier than today is ot as importent as our being hern daduy W tuke are of that ondssion.

a. When was the prospect of a formal apstogy raised to this Administration and
whose idea was it?

A The idea of an spology to the Teskegee participanis has been caised by namerous
poople, hoth in and out of goverament. We've heard from u sumber of community
leaders, public health professionals, resgarch and advocacy groups -~ somie who have el
all along that there needed 1o be a formal apulagy. Beamise of the mistrast that Tuskege
created with public health activities and how i3 impaviad Africes Americaas’
invalvement in medical research and receipt of health care, some hive it that only a
farmal apology eould beyin the process of [rslbailding tust.

Q.  Should the principals in the Tuskegee study be identificd wnd prosecuted
retronctively? Can they be prosecoted”

A First of all, vou're mliing shoul somcthing thut was initinted more than 88 yeurs
sgo and was brought (o a halt 25 years ago. The passage of time alinw = a5 well us the
presence of so many unknown faciors about whar happened thew aid what mindset
individuals had - would make something fike that extremely difficult. Soceessiul
prosceution would be unlikely. But mwre imporiinly, it would be coenterpraductive in
even discuss that. There is nothing o be gained from pursuing that course, Brerything
we do wath respect to Tuskepee should be abhout healing and leaming from 3. We must
adidress Tuskegee in a positive way that takes us forwand,

Q. hienlly, how would you like to see the Tuskegee purticipsints respond to this
apology” -

Al Ve would hope that cach and every one af these men and ther Liniibies will now
Kriow deep down o their hearts and souls tud thair govarnment  througgh their Presidem
-- i3 genuinely sotry and aceepts il respunsihitity for what bappessed ot Tuskeges many
years sgo. More tha anything we would hupe they see our sincerisy, which we believe ix
apparent by our doing this before the eatire world.

Q. What do you say to Africun Americans und other minovities who wil)
contipug to view the medical resewrch extablishment skepticatly, despite today’s
apology? How can this one apslogy help restore uny confidence they might have
had? '

A We know that one apolagy - ne mutier how torinal or how big - s not going 10 be
enough fisr some peaple to buve therr faith evstored. We don’t expect it e be amagic
budler. And we know that many of the policy and fnstivatienal changes i (he seea off
rexparch volunteers ‘that have ocourred sinee Tuskeger area’t enoneh Lo alfeviale sonc
puople’s fears either, We would just hope that people would continue (o wateh what we
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do as much as what we say, and if they do that, they will sce == aot just with taday s
apology, but over time «. an undying commitment & provent this frons ever happening |
again. Wecannot rowrile past history. Butwe can write oimosraw’s history and ensure
that fulure gencrations never have to expericnve this hamilizion. {think these gentlenien
would agrec that the only victory to be gained i to make sure this can never happuen io
their sons, daughters. granddaughters, grandsons and great-grandchildren,

Q. Besides toduy™s formal apuelegy, what is the biggest cuntribuation the Clinton
Administration has made in addressing the Tuskegee situativn?

A Even though many safoguards are now in place 1o protect research panticipanis,

our Admmibstradion has gone a jeep Nurther to ensure that we promate oaly the highest

ethical standards when it comes 16 himan roscorch, In Ckelober 1995, the Prosident
extablished the Natjonal Bioethics Advisory Commission 1o review all corrent

regulations. policivs. and procedures with respect to human research o make surc ihese [,
high standards are being ovet. This panel is comprised of non-government mermnbers asnaﬁ_/"\f\s/
is funded and fed by the U.S. Department of Health ard Hummn Scrvices, - Mﬁ‘g"“ﬁp

- There are a fow morg newer approaches we e 1king o funher improve our boethics

ressarch;

Te promote community panticipstion in resawrch, which is important whan you consider
the impact the Tuskegee study had on an entise community, Seerviary Shalals st HHS i3
eonvening within 90 days fromeday a series o workshops on community participation
in research. The workshops will involve a broad spectrum of geademic iostititions and
community groups and are intended 10 produce o report comtaining recommendations 1o
enhance our community invelvement in rescarch stadies.

To help incorporate mare community perspectives in the planning sad carrying vw ol
research, we're asking CDC, NIH. the Fealth Resourees Services Administrtion
(HRSA) und SAMHSA 10 join with a varicty o partoer orgunizationy o freeommend
within 88 days from today materials and other sirntegivs for mproving cilival trafoing in
bioethics courses,

Also, we're going to be offering to promising studenis boethics 1olfowships for
pastgraduate study beginning in Replembr 1998 - and we'l make speciil ¢)lons o /
recrutt minorities, The more we diversityAle biovthics field, the more mput we™ll have in

our research efforts and that ean unty b8 helplul 1o keeplng resesrch ethivally and
medically sound.

Q. Has the povernment donc all it ean to help the Tuskegee partivipants?
A. With something as tragic as this, we donUihink we can ever reach a point where

we can zay, "OK. We've done encugh. That's 107 1873 the Kind of sitnalion il we mast
always monitor and be prepared tr respond 0. We're not talking wbowt just the initial
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participants in the study, but each succeeding gonerution ol their famibics, We must make
suge that our goverament ix theee for all of them ad 'y why our Covernmenl cin
never say “We're done.” That's why the Tuskepee Healtls Bonelits Progren 13 1n plaee -
tor address the needs of family memhers as tme poes on.

Q. Nhouid the Tuskegee victims receive more manctury compensition?

A The issue of monetary compensution was addrossed when the sertiement
agreemerst was reached in 1974, shonly after the study was stoppad. ] dunk we've long
moved pust just attaching dollar signs te wlun happened st Taskepee wo wnother level of
concern, and that is making sure it sever happens wgain i that we guntinuy to meet our
ohipations with these men and thetr families us aur goverument bos pledeed (o do

Q. Ja light of the age and fechle condition of the participants, why was the
decision made (¢ hold the formal apology program at The White Hovse rather than
inn Alubama near their homes?

A We don't see it as & matter of who should teave] where, We belivve s about
making the strongest possible statment that wa can absut how reprehensible this whaole
cpisode wits and how sincere we are in our apotogy. And we thiok the White Housg s
the best and only location o demonsivate - not only o the pasticipats ad their families,
but te the entirg warld « that we conzider hix apolugy from aur gaveriiman! o ba af
wamost importance. Having this coremony in The White House extaldishes qudie chearly
_the priority we give this, As for the wave] of purtivipaets 1 Washington, we belped 10
make arrangements for them 10 he here and we e paying their expunses. We bave
worked closely with these gemtiemen aad their faimilies 1o gnsere beir sole and
comfonabie travel 1o and from Washington for thas event,

Q. Was what happened af Tuskegee racism?

A We catmot escape the fuct thal the problems of the Tuskepes experiment are
wrapped in elements of racism and diserimination. 1 we ail think buck. the recial
attituddes and slimate in our country a1 that tiawe ceraindy phived 2 maor rale in e many
improprieties of the swdy.

Tor exampie, there was some merit o clisosing Macon-Cougiy. Alabams as g
tucus of a study on syphilis. given the act that st had the bighest syphilis rates in the
couniry at the time. But 1o mislead and misinfonm these men and thun tr withhold
treatment from them after cures becme avanlable was in and of nself discrimingtory.

Q. Looking back at how the Tuskegee study nntoelided end comparing it to the
cheskpoints in place toduy, at what point along the spectram du ynu diink an
experiment like that would be stapped now?
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A. [ think our research checks and halances are so strong now that it wauld be very

wugh for a Tuskegee Study W even get off e ground. And furthermene, the peedder
diversity of decisionmakers in government, reseurch and in the Public Health Service
today is instrumental in keeping this kind of thing [rom ever getting started. Certnly we
can say that if such a study managed to start up. i wonld raise so many red Hags so
guickly that any life it would have would be very shart

Q. This apelogy, while welcomed by many, may ring hollow for the fumilies of
28 participants wha died from untreated syphilis.. Whast <un yuu say to them?

A, We would say to them that we don’t preiend to skist the {1y that these duaths
were crucl and unnecessary. But thal doosn ' imean thay wae cannat strive as hard as we
can kxiay to make sure that those gentlemen didn’t div in vain, Their duaths are and wil)
always be crystal clear reminders of our oblightios W work 10 proteet and ensure the
health of all people in this country. nol Just some. And those who dicsd from untreated

* syphilis will always be symbols of aur abligation fo addiess the special health negds of

our minonily citizens in a dignitied and respectie] mumer, Certainly vach loss will
forever represent s huge void in the hearts of their By and Iriends, [ our Counry
fevls each of these losses too, as they are 28 stains on the labric of owr mon's
demnogracy and freedom.  We will all pay a price Ko these tragic deaths,

Q. Some have suggested a memorinl to the participants an the cimpas of
Tuskegee University. What's your feeling an that?

A The Depanment of Health and Uumasn Services has been discussing with
Tuskepec o proposal (o estabiish on campus Center for Bloethies i Researeh and
Health Care, We're annauncing today that wo're providing a plaaniog grant v Toskegue
to pursue this project. Ultimately, sueh o fwility 1) will house 1 muxcum containing
docurments and other materials from the stwdy: 2) help wducate rescarchors and the public
about the significance of the study: and 3) provide opperlunitics for radning in biovthics
in paninceships with other seadomic fostitutions.

The Cuenter will really do twe things: make Vuskegee a local puint for ongetog discussion
ubout bow we can address the negative fegacy of the stady: and be o Hiving and Tasting
memorial 1o the people who ;mmc&;sizzcd iy the Tuskegey study as well ax their Lomibies -
far generations to come.

(). f.ast month, Public Citizen raised same very serioos slegalions about
ongoing HHS-sponsored research, muinty that semce of the 1Y mother-to-child
trapsmissiva research uaderway in developing countries is anethiosl. Hlow can yan
assure the public in light of the pain and aager caused by Tuskeger that we're aol
tresding down that same path even lightly?

A. Let me first of all make ¢loar whin onr work i In (bl arcs. We're dealing with
some extromely ough 1ssues here, We're Balunciap very delicately 1he sead 1o belp semg
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poorer ¢ountties schieve some of the same promising resudts we have in fighting AIDS
ard at the same time be cognizamt of specky) sensitivities and pereeptions that may arise
from our cfforts. When It boils down 1o i1, wo're just tryiag 1o Gind etfective ways of
proventing mothier-to-child HIV transmission thot con be wsed in these developing
countries, where HIV/ATDS hag taken a devastating wil, While AZT has now become u
promusing standard of care freatment reghnen here in the Untled Staes,  doveloping
nations aren’t able 10 do that because of alfordability prabloms wwd also because of the
differonces in the nature of health probloms hetween o country amd theirs, Our sole
goal is 1w help these nations And tremment royiiweas that wre citvctive for their speeibic
populations.

We've taken extra steps to ensure that these tnals go beyond vihical and medics!
standards, We're working very  closely with the World Health Organszation, UNAIDS
ang the host governments within those eousines 1o design tisls. We're not doing this in
a vucuum. Not only that, but these trials have been reviewed by our {enters for Discase
Control and Prevention as well as the NIH mstitational review boards that were ereated in
the wake of the Tuskegee cxperimoenia. Wo'se even imvolved the review baards within
the host countries.

Yuu're wlking about o situstion today where cach and overy move ix seratinized
before, during and after to make sure that wo go beyond the stndurds and that we're
ethical in every way. This ix not a sttimsian Hike Tuskegee where you apparently had 2
group of people conducting rescarch under their own lwinted stmdrdy, arbitrarily
making decisions and keeping details aod information to themselves, s delinitely a
new day.
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Q. A report in The New York Times curlier this week guotes the fop
government official involved in protecting himans in rosearch as saying there is
“unchecked™ research going on. What is be referring to sud how ean that give
peaple any kind of comfort, especially in light of Tuskegee?

A You're speaking of Dr, Gary Ellis, heud of the Oflice of Proweenion from Rescurch
Risks, and he's drawing a very distinguishuble e between goverimenl-sponsod
ressarch and research that's fnenced by private sourees, Privately tinunced rexearch -
exeept that that mvolves FDA approval of « dovice ¢ drag =- is g0t subudt 1o the same
strict rules that apply to government research, aid keep in nund that Tuskegee involved
guvernrmenl research,

As for privarely financed resenrch, some fegislation has bBeen discussed, but the
Clinton Administration hasp’t taken a position on any spestfic proposuds ot this Ume. We
will e guded by the National Bioethics Advisoey Commission on this tssue und some of
the action steps we announced today will enfrance protection of alt human subeets.

We Jook forward to working with leaders in the Congress hike Senator CGlean -
who has introduced a bill to expund protection o priving researcly o srhiress thaese paps
as well, We're confident that through working with dw rescarch community sad the
Congress we will be able 1o expand prolechion beyond government reseineh.

0. What is the cost of the planning grant for the Center for Biscthics Research??
A, The planning grant is about $200 060

Q. What is the government doing now tu restere commuanities’ trust and
participation in clinieal rescarch? What strategies work?

A, A numnber of projects underway now are demmonstzating quite clearly the henefits
of cormmunity panicipation and partaeeship hotweon the seicnce comanmily and cithans,
Pl give vou same examples,

Profect LinCS, Linking Together Commumitics and  Scicsnsts, brings  logether
communitics and sclentists in partneeship in virdous communinios seress the country 1o
build trust in the development and implementation of IV earovention biamedical
research - specifically vaccine rescaich,

[n places like San Francisco. Philadelphia, aad Durhain (N.CL community advisory
howrds are working with the meadical scionce community on such issues a3 study
protacads, interview guides, recruitment, und interpretation and presentation of study
resulis. What we’re learning from Project Lin('S s being shared broadly

Project Direct 1s a community-based intervention project in Rojuigh, N.CL hat wrgels
colluborative diabetes cducarion and outrench efforts W0 the high-risk poputation in (he
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African American comumunity. Technical oxpenis, chibvens, and vomumunity leaders plan
‘and implement the project together in wirk groups - Jocusing on interventivny stratogics
that are cultrally ralevant,

Also, CDC is working thiough a number of different partners to enhunee researeh and
educational efforts that involve minority populitions. For exanple, they're working with
the Congress of Nutionad Bluek Churcdes and the Nertimwdd  Assaciation of Bhaek
Psychalogists on culturally appropriate dishetes and tobucco prevenlion imitiatives, And
they're working with the Minority  Healih Professions Foundation (4 consoriium
represeating 11 HBCUS) on some 15 resenrch projects tn develop commumty-based and
culturally sensiive iniotives i such arcas as vevupilional heslde aid sadvy in low
income populations, vielenee prevention and learning disabitilies in incarceraied youlh,

Finally, anether example 15 our work with communitivs o reduce the burden.of canver on
minorily communities.  Through (he Natienal Black Leadership Inniative on Canear,
we've built more then 60 comimunity coulittions that bave reachud vutl w15 10 20 million
African Americans natioowide,  The goad of these conditons i 0 mobilize cancer
prevention and contro] activities within Africin American comnmities - with the
ultimae ebjective being o reduce cancer bicidenee and mortality and remove hareers
that limit African Americans’ geeess o guatity vaneer contral servicey,

Q. Docs the Administraticn support Senater Glenn's bill to expund hanwuin
subjects protections to the private scetor?

A. The Clinton Admimsiration hasn’t wken 3 position on any speeilic propasals at
this time, but we look forward o working with leaders i the Congress ke Senawr
Glenn — who has introduced a bill to expand protection to privete reseinch, Overall, we
will be guided by the Navona! Biovthics Advisory Commission on this ixsue. But some
of the ection sieps we anneupeed oday will cobance protection of all human subjocts,
including improving the way we educate muedical professionals in biocthics” Wy
tmportant that the educational process belp nurecnse sersitivitios 1o b Buporance ot
protecting humans subjecls, and we belicve the fellowship prograny and the Center Hud
will be built a1 Tuskegee — g3 welf as the parrnerships ot will he forsied from that elfon
= will go a long way toward erophasizing the aimost in ethivs and principles i training
tomorrow's biomedical rescarchers.

Q. How many fellowships will HHS wward? MHow much will the progrim cost? Na
bt e eifaeet™ 0 G
A The detals of all of that are S0l bring worked out, But everytinng will be laid g
out i detul " when we muke the aonowsvonon -wb e appicunl  commiunity, é’“
Conceptuatly, we're Jocking at a fullowship program thut will inclwde o shon-teom \,f;)ﬂ/"
tratning componegnt as well. We'll definitely bave more 1o siny about this, \1‘{24!,/

0, What is being done to strengthen biocthics training?
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A. Three of the four conerete steps that have been sanounsed hiere today 1o hiter

protect human research subjeets invelve strvgios ta improve biovilsies traiaing,

First, the Center for Bioethios at Tuskegee that we nev awardiog » phinning grant foe will
serve as both a living memorial and a foen] peint Tor discussions shout strengthening
bioethics traming throughout the nation,

Second, the President has directed Seorctury Dot Shadaka to work with private medical
research organizations (o develop training matorials for rescurchers that would help thea
build their work on core ethical prinviples of wespect. justice and mdformed consent.
We're not wasting any time. We're fooking at laving those materiais ready i ane your,

Thirdly., we're committing 1o postegraduste [WHowships in hipcthics, begtniung in
September 1998, with a special commitmoent 1o recruiting promisitg Alrican American
and other minority students.

These are new and tungible efforts that will blend In with what swe're stready doing in
human subjects protection 1o build oy even stronper systm to protect any of sur ciireens
from suffering as the men and families of Taskogee did. :

Q. What will the center uitimately covt wmsd will HHS fund it?

A The Department iy prepared o sward up to 200,000 0 Tuskogee (o suppest a
planning grant. Tuskegee University will be asked 1o duvelop i phing iond a budpet for the
establishment of a Center for Biovthics in Resenrch and Health Core, Phuns tor the Conter
will address the ¢reation of 3 muscurn af Tuskepes, Alsboima; ol 1o provide public
sducation regarding the Stidy and hicethios, o plan for providing technica] assislance w
produce educational materials for public and profussionnl cdiwators: and o pln e
develop parinerships with schools of medicine and peblic health 1o provide opporiusitics
for students 1o receive training in biocthics.
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