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_risoner Researnchpss
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SRRESEC Ch s crltlcal io developing evidence based
men iods; for handling incarcerated persons.

,,l 1 ERvirenment for research, but few studies
correctlonal environments since 1959

:r“!—Emergmg therapies denied to inmates because
ey cannot access clinical trials and expanded
ACCESS
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Wiy NOT Prispner: Research- 2™
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 Iine | istdry 0] pris'oner research

SE 'rf'} protected status,

- F-& J5ONEr research is fraught with pitfalls
= S Generally requires scrutiny by a fully

-—I __.

.empanelled Institutional Review Board
specifically designed to handle research in
this area.







Jiseners- “Protected Class™
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'_{F‘J‘ on Prlsoners PITFALLS
\rl |n|strat|ve
= L 'aI
= _-'* fﬂEthICal
" s Societal (Media)
e How to avoid them
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”'w'é ound=d.
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. brlef analy3|s of the development of
he |IRB process;

- / A Quick Review of 45CFR46 and its
= applicability;

e 3 Requwements of Institutional Review
Boards which are engaged in
approving prisoner research;




actions of OFHRP;
R ecent actiens of IOM at reguest of
Secretary of Healthiand Human

Servmes and

the Nuts and Bolts of how to do a
Successful IRB Submission for prisoner
research
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L GHEV ‘Ut of the Belmont Report (Named
rof* Hereom they met In at the
nithsonian- not their Chairman or
-~ embers)

..---':-._-E-* E

——
—
..—-.-—
—

- _%'Belmont Report empanelled because of
the times
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MESBEImontReport
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- 1\ mberg Trlals— Intermational Military
istingls for War Crimes

- F ctors Trals- Part ofi IMT- 23 Doctors
= _,P.,,,tut e trial for experimentation on
prlsoners

_‘-.l-—-
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The Doctors Trial
The Medicgl Case of the Euhsequent
Nuremberg Prnceedmgﬁ
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DEELOEYS Trial.,
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- Der" = Similar thlngs are happening in
if) Unlted States
_J;ﬂ‘ en of 23 found NOT GUILTY.

;' SENIRe off 23 were sentenced to prison and

_.l--—'-
..—-—
.-n—-

aII had! thelr sentences reduced In time

~ s 7 of 23 were hanged in Landsberg Prison
In Bavaria on June 2, 1948







ErArguments IRstiRIsT Faral™
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P Several German doctors had argued in  their
ovvr defense that their experiments differed
IJrr- aNfrom previous American or German ones.

22 NG international law or informal  statement
1fferent|ated pbetween legal and illegal
human experimentation.

s Unfortunately, there was some validity to their
argument
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1PErgrCode
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> Drs, Andrew Ivy and Leo Alexanader, American
rlos, ors Wiher had worked with the prosecution

ciuf srng tie trall were concerned about that
-_;,-c 33|ble Validity

f _.-fPresented 6 Concepts of Permissible Medical
RrResearch to the Court- later became 10

& This became known as the Nuremberg Code



\Jugf'“ Cope-2
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e voluntary Consent of the hiuman
ubject IS alselutely essential.

Tihe experiment should be such as to
yleld fruitful results for the good of

e seclety, unprocurable by other

methods or means of study, and not
randem and unnecessary in nature




Jure MergrCode-38

T —— i —

e experlment should be so designed
rnm based @R the results of animal
SYperimentation and a knowledge of the
atural history of the disease or other
= problem under study that the anticipated
— results will justify the performance of the

experiment.




1PergrCoae-4
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e experlment should e so conducted as
LORC ;___0|d all’tinnecessany physical and
m‘él" suffering and injury.
850 No experiment should be conducted
= \Where there is an a priori reason to
pelieve that death or disabling injury  will
ocCUr: except, perhaps, in those
experiments where the experimental
physicians also serve as subjects.




1PErgrCode-5

T e

© 8. r: degree 0] f rlsk 1o be taken should
=___ever Exceed that determined by the
IUimanitarian importance of the
problem 1o be solved by the experiment.

__;Z- _7 Proper preparations should be made and
= adequate facilities provided to protect the
' experimental subject against even remote

possibilities of injury, disability, or death.




Perg-Code-6
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T e experlment should be conauctea only 1y
sseientifically’ gualified persons. The highest
SdEgree ofi skill and care should be required
through all stages of the experiment of those
S Whe conduct or engage in the experiment.

_ =k Durlng the course of the experiment the

AUMman subject should be at liberty to bring
the experiment to an end if he has reached
the physical or mental state where
continuation of the experiment seems to him
to be impossible.
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_ﬁ,-.-:exeruse of the good faith, superior skKil

Jure merg-Code-7
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0. urlng the course of the experiment
e smentlst I charge must be prepared
o- erminate the experiment at any stage,

SNitlE has probably cause to believe, in the

and careful judgment required of him that
a continuation of the experiment Is likely
to result in injury, disability, or death to
the experimental subject.




NpiEmberg - Code-8
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S INETL o Germany nor the United! States
r.rLr the tenets of the Nuremberg
w derinto any of its laws

herefore from 1947 until 1959 there
“Were no “lllegal Experiments on Human
Subjects.”
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zalennetical- the Nuremberg Code™

NS58BS EcretarMWilsem of ther ULS:

o [PDepartment of Defense included the

‘ Nuremberg Code, verbatim, as the official
Department of Defense policy applicable to
the Army, Navy and Air Force services in a
memorandum with regard to “human
volunteers Iin experimental research.”
Unfortunately, the memorandum was
classified as “top secret” until 1975, so Its
distribution—and perhaps implementation—
may have been severely limited.
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Par_"' etical=sthe Nuremberg Code™
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S Cincinnati Radlatlon Litigatien (874

<

r
J_
(\
\

g
=«

"-'pp 796, Seuthern District, Ohio),

Whichiinvelved radiation experiments and
__-r jpeVverished patients, Judge Beckwith
ated that “the Nuremberg Code Is the
Iaw of humanity,” and that the Nuremberg
Code “may be applied in both civil and
criminal cases by the federal courts in the

United States.”

d
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=
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ERES CIncinnail
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- _IJ L =Radiation Experlments Conducted
0y the University of Cincinnati Medical
SCY 100l With Department of Defense
‘undlng (Experiments conducted In
"1972 Cancer patients radiated without
kKhewledge or consent to determine dose

extent of radiation (LD50))
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Par_"' etical=sthe Nuremberg Code™
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o Int ae 2001 case of Grlmes V. Kennedy.
m_f Institute (782 A.2d 807, Court of
A_ffvs Maryland), which involved lead
= o> peEfments involving children in public
= liousing, Judge Cathell stated that “the
= Nuremberg Code . . . should be the
~ preferred standard for assessing the
legality of scientific research on human

subjects.”
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Sliimes V. Kennedy Krieger INstituies

@eZ A.2d 807, Court of Appeals
Mrlr/ and), ——

- JJ ns Hopklns Study- 1990-1994

= Ghildrensin homes with iIntentionally only partial
-:T °Iead aplation to determine effects

“Children.... accumulate lead in their blood from
the dust, thus helping the researchers to
determine the extent to which the various partial
abatement methods worked *
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eS'V JHU(Kriegers) s
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- r n esearchers and thelr Instltutlonal

\/54 _ng With the searchi protocols that
| t’icipated the possible accumulation of

f_*‘head in'the blood of otherwise healthy

children as a result of the experiment, or
they believed that the consents of the
parents of the children made the research
appropriate.
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2 ATE' RESEARCH
AUNIVERSITY RESEARCH
PICOVERNMENT RESEARCH
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rF ATE (PHARI\/IACEUTICAL
PANY) RESEARCH
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- Hréé 101959 no drug came to the
EAnercan market without first being tested
| :::%en [PriSGRErs.

—-
_-
.—-'—

'—'_

~ s Personally witnessed the “Pfizer” Building
On the grounds of a Michigan prison

® Holmeshburg Prison outside of Philadelphia




SRIVATE (PHARMAGEUTICAL »
SONPANY) RESEARCH=2"

P ——— i —— S

; rff“_ 1062 to 1966, a total of 33
of) Armaceutical companies tested 153

e perimental drugs at Holmesburg prison

= -l-
e
——

e

— a1one (Alan Hornblum, Acres of Skin, Routledge, NY,
~1998)




Un}x Sty Based Researei
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- Jr Ibert Kllgman Professor of
PEfmatelogy at the University of
'hsylvania— entered the aging prison, he

=) as awed by the bare torsos of hundreds

= 6f inmates walking aimlessly before him
" ~and! by the potential they held for his
~ research-"All | saw before me were acres
of skin. It was like a farmer seeing a

fertile field for the first time."




INIVETSIty Based Reseanchi- 2
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- Jﬂf 35V, Johns Hopklns University (Krieger
tute) fead studies in children

SETHENIRB involved here, the Johns Hopkins
E ﬂlver3|ty Joint Committee on Clinical
:T ﬂﬂvestlgatlon .abdicated [its] responsibility,

.-n—-

= Instead suggesting to the researchers a way to
~~  miscast the characteristics of the study in order
o avoid the responsibility inherent in
nontherapeutic research involving children.”




EGVERNMENT, BASED RESEARCH ™
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y USPT S SYPRINIS Study I Alabama

- gon and Washington state prisons (a
ru alfef-more than 130 prisoners were
iradiated),

i Ve cancer cell Injection at the Ohio state
= prison

® Mind Control Experiments in Pennsylvania
State Prison
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WHEYE are we?
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® Hol_r_,-_ prisen closed in 1977. Prison
ESEalch ended when states began to limit, if
IEINONRIA, research involving prisoners.

o= n INovember 16, 1978, the Department of

ﬂl—‘lealth and Human Services (DHHS) provided
~guidelines for “Protection Pertaining to
Biomedical and Behavioral Research Involving
Prisoners as Subjects."” - Revised in 1991
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IWENIDECIaration, off Helsimko
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- Decla ration of Helsmkl came nte being In 1964
Zieipconsiderable deliberation and review by the
\/\/c JdiVedicall Association (WMA), which is an
Seratienal erganization comprised of medical
__rofessmnal organizations from 27 different
~ countries
~= Not really important in US because of Belmont
Report




Tre PECIaration of Helsimki
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- hr" ' Sections
[ T SECTION- 9 general Rules
‘COND SECTION- 18 basic Principles
? HIRD SECTION- 5 additional Principles
s US Membership in WHO through the AMA

e US Government did not adopt Declaration
of Helsinki (FDA Alludes to it occasionally)

-
o 7
£

T

)




JfIE BELVONTLREPORT
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i 7 4 - Congress passed the Natienal
earch Act- Established the National
(c m|SS|on for the Protection of Human
,_—-"b of Biomedical and Behavioral

| ..-n--':h-._-u-— =

ey

= Research (“National Commission”)

= Their work product became known as the
Belmont Report




SHARGE TO.COMMISSIONT
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’_J | entlfylng the baS|c ethlcal principles
NPErAINIRG to Biemedicall and behavioral
= esearch Ivelving human subjects;

| '_jdeveloplng guidelines to help ensure that
&= biemedical and behavioral research would
== e conducted in accord with these basic
ethical principles; and

recommending policy action to the Secretary
of the then-Department of Health, Education
and Welfare (now DHHS)
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Bel* _5 tRepOft
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I L97 8 The Belmont Report IS the
slimination: of the National Commission’s
vv@ RAith regard to the first two

spon5|b|I|t|es

’Suggested to Congress that the report be
- ddopted in total

Congress declined to do that and passed
45CFR46




SEIMOND Reporit- 2
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~ ot IS day, gle Belmont Report Is
re_ca fded as the preeminent statement In
U SU°S. of ethical principles pertaining to
B==liliman subject research, and is considered
_" = by many to be the foundation upon which
-~ federal human subject research policy

FESLS.




—
SEINONT Repojit= & SECtiBNS

ipEielly addresses the special concern
faeUt distinguishing research from
Bpractice, and when therapy is
B combined! with research.
=7 Discussion of the three basic ethical
~ principles in human subject research

3. Commentaries about applying the three
basic ethical principles
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pIcal Principles

I RESPECT FOR PERSONS
ENEFICENCE
JUSTICE

- The Belmont Report has never been
modified or amended since Its creation In
1978
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CT FOR.PERSONS#

IHONOMY.

SNAdvidiials are autonomous
BPErSens with diminished capacity deserve
protectlon

-*f'l'herefore acknowledge autonomy and

cenl—
e

protect those with diminished capacity

s Autonemy- Self Determination — Voluntary
and Informed consent to make a decision




ficence .

TR e — o

re a BENSON'S WeII PEINGI beyond' an
'Q gatlon

o DO NO'HARM
= . MAXIMIZE POSSIBLE BENEFITS

:1
i -—'-
..—--—_\__|

< i
e

--"_" ‘. AND MINIMIZE POSSIBLE HARMS




JUSTACE
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\/\/nc recelves the beneflts of research and
vvr OIPEArs its burdens
,|rness of Distribution”

-
—

== -fets 10 the guestion of prisoners- Is it
" “Unfair to exclude them based solely upon

their incarcerated status?




e N
et Tor Persons- Autonomys

‘“lcence Jusnce

— "-d-"

Jmc Consent
\/r [iRtarness
omprehensmn
—= 1nformat|on (Disclosure)
= s Risk/Benefit
® Subject Selection




SENMONT Report, and thesPrison™

D

T —— i —

m ed autonomy
el eﬂ ‘of self-determination in most aspects

- L
of her life

= _-hbercwe environment
F ® Some people feel inmates can NEVER give
firree Informed non-coercive consent.

® Personal Experience

- ard




JSHCONQgress .

TR e — o

J]fl NG} accept the recommendatlon ol the
;_ont REport to accept their findings in total
E’Breate laws around It instead

B89 of Chapter 6A in Title 42 of the United
| __'_ates Code lead to 45CFR46 (revised 1991)

“However the Department of HHS- Office for
Human Research Protections recognizes the
Belmont Report as an acceptable statement of
ethical principles for assuring human subject
protection.




=EUETF Regulations

y
=

IR —

SN tUre of protectlons that are difficult
Lo} angate

r\F Y- TO FEDERALLY FUNDED STUDIES

= = ONLY

= HOWEVER most Universities adopt the

= Eederal guidelines for all studies- PRIVATE
groups and non-University researchers
MAY NOT HAVE TO ABIDE




e N
PRISON STUDIES Partlcular_ly

erable —

o—

T —— i —

> Upliv Ssities and others who voluntarily
WENENto Federal guidelines have much
clif 1culty doing these studies and are

= Ce tight in a regulatory spider web

= -ﬁ_.; 'fPrlvate fesearchers or groups can ignore
-~ most If not all of the I1ssues

® Therefore some states have specific
enactments- (e.g. NY adopted Fed)
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=, PT FROM, REGULEATHON

IR —

SOIME research may/ Aot be subject at all to the
Co__g :__mon RUlE or te any part of 45 CER 46

SRRESEalch that is not supported, conducted or

——— herW|se regulated by a federal agency,

f:—fﬁr research that 1s funded by a federal

= agency that has not adopted the Common
Rule. (Most private & pharmaceutical research

NOT University based)




=EXEMprromReguiations=F2
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= The | ck of a unlform natienwide poelicy Is often
POIMEG oUt as a Prisoners as major weakness in
oL f“system off Auman subject protection.

merefore some entities, such as state
:__-t_i_;governments professional organizations,
= and research institutions, have adopted the
—— Common Rule or even the entire set of
regulations at 45 CFR 46 as their own policy for
Auman subject protection




=EXEMpL FromRegulations

IR —

SVl /u I\/Iay NGt e TOTAL Exemptlon

SN OES mean that Enforcement in these
uf umstances IS NOT from the Federal agencies
| (T hey lack the formal jurisdictional authority)
:f_f:g S’[ates— fiorce of Law (Statutory and Common)
~ Civil'and' Criminal
s Universities and Associations- may fire you or
expel you




e N
ViEiy; ederal Laws Regarding

% rCh =

e 'I-d-"

IR —

> / 5 R46 establlshed & “COMMON RULE”
£ el tall Federal Agencies could adhere to
Taethen suippoert ofi human research.
-_-_;.:++JE _nfortunately some agencies involved In a
_:‘:" =6t of human research declined to agree to
thhe “Common Rule” and created their own

regulations (FDA)
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45C il5 Stibpalit-A

IR —

2 gl blishes (HHS) the basu: parts of
u Jali SUJects protection

own as the “Common Rule”

— dopted Py 14 Federal Agencies, BUT NOT

—

—
-—'-

‘f FDA DOJ; FBOP and others

~ o NOTE- Subpart A is the ONLY part
adopted as the “Common Rule”




ASCIERAG- EXCEPTIONSH s
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RSPt B Pregnant Women Fetuses and
NE ;n ale
- 3» part C- Prisoners
S=ISlibpart D- Children
f-:—"' ARE NOT PART OF THE “COMMON RULE”

s Therefore- if you are doing research for a
common rule signatory on children- they
MAY have different rules than this




Th'*—' atsa MINIVIEIVIE
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Mo\- of s have to deal W|th A5CER46
r\ne NisSISUBPART € on Prisoners

\f\ *alsoe have to check for other
— Federal agency regulations;

-

- ard _..-'_: -\_-
_.-__-.,
— m—
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~ — State Laws;

= University Policies and

— Professional Association requirements
— And poessibly some court cases




e N
SONERS- FIRST NOTE Sulspart=

. 'I-d-"
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2 EXENT ptron Nojie that 45 CFR 46.101(l), at
UQL‘- jote (1) does NOT permit any exempt
arch Ol prisoners- It MUST always come to

| uII IRE review (although some IRB’s do
S , = ntemplate exempt prisoner research).

= Therefore iIn my opinion a typical exempt study
like educational observation which would be
exempt anywhere MUST go through FULL review
for the Incarcerated




FOIFALEIE Researnch

T —— i —

o CER 46 111 Ilsts seven (7) requwements that
mu_' Ble satisfied as a condition for IRB approval
OIESEarch

__il\/linimal lsks
~ Acceptable Risks
"Eguitable Selection of Subjects
Informed Consent
Documentation of Informed Consent
Safety Monitoring

'\.i.'L*

o

1) i

ISP T >

Privacy & Confidentiality




FOIFALEIE Researnch
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- I\Jlm ber 3 of 45CFR46 111- Eqwtable Selection
OT S bjects could present a problem anad
fmflcally mentions prisoners, pregnant
»"v"i - mentally disturbed, children and

-.—"__.--"'

= S [HEREFORE IRB must have a heightened
~— scrutiny of the NEED for prisoners in a study at
the outset (before even getting to Subpart C)

—— Jsadvantaged
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45C il6 Subpart C

IR —

> Nove Der 16 1978 then rewsed 1991
SRNONEDERAL PRE-EMPTION OVER LOCAL LAW
- _:Fefore simply complying with Subpart 3 does
fietrelieve you of state or local laws (e.g. FCC
— Congress pre-empts all local laws concerning

s radie sending and receiving devices (VA. Ban on
Radar Detectors probably unconstitutional)




Prisuslse Subp._art C

IR —

BIE0 Deflnltlon Person INVOLUNTARILY
on lned O detained for criminal or civil statute
Of g ralternative sentencing arrangements

: dﬁerefore a prisoner might be the person

-

-

;;_e__:ﬂccmlng toryour clinic who (unknown to you) has
= |Ust been given probation instead of prison time
for a crime-HOWEVER HHS has given letter

rulings indicating that it DOES NOT mean parole
or prebation (Never been challenged)




K W
Vigimel Risks,SubparisEe=

R — e —

r\ma Nt of Harm ofi normall activities or
fOI tne medical, dental or psychiatric
EX amination of a reasonable healthy




PR_:;"G & JRB
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\r Jeg» one member of the Board shalll be a
SBGNEr, Or a prisoner representative
v\ h appropriate background and
B EXpErience to serve in that capacity

---*-"':‘l-.
T a—

~— % \Most of the IRB can have nothing to do

~ with the Prison or prisoners (Cannot have
an IRB made up of employees of a
Department of Corrections)




MISONEN Representatives

- I\JO_‘__ LEAR IN'STATUTE
n t '?absence Off cheosing someone Who IS a
Qf oner OIf has been a prisoner, the IRB should
==Cl I00SE a prisoner representative who has a
_. = “tlose working knowledge, understanding and
F ~appreciation of prison conditions from the
~— perspective of a prisoner.” (HHS)

e PERSONAL NOTE- | was then was not




MISONEN Researchr ltseliss

PI5I806 (2)(2)
> (z .) Siomedical or behavioral research conducted

upported By DHHS may involve prisoners as
= bjects enly If:

-... .'_

:f*!“—(’l) the institution responsible for the conduct of

= the research has certified to the Secretary that
the Institutional Review Board has approved the
research under 8 46.305 of this subpart; and




MISONEr Reseanch- Permissible™

IR —

(2) Ir) inle Judgment of the Secretary the proposed research
YelVEs solely the following:

- (r\)’i Off the poessible causes, effects, and processes
gicarceration, and of criminal behavior, provided that
~th e Study, presents no more than minimal risk and no
- fore thansinconvenience to the subjects;

_,a.

= (B) study of prisons as Institutional structures or of
~ [Prisoners;as incarcerated persons, provided that the
study presents no more than minimal risk and no more
than Inconvenience to the subjects;




AIssible Medical Research

21l
v (C)re Searchion condltlons particulanly” arfecting prisoners

1S £l 1ass (fer example, vaccine trials and other

Sareh on hepatitis which is much more
yalent 1n prisons than elsewhere; and research

(ESE
ore
Jf Isocial and psychological problems such as alcoholism,

= rug addiction, and sexual assaults) provided that the
-‘r"—‘—*—*—study may proceed only after the Secretary has
consulted with appropriate experts including experts in
PENnBlogy, medicine, and ethics, and published notice, In
the Federal Register, of his intent to approve such

research;




FEymissiblesMedical Researcn: =
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(J) fesearch on practlces both INAovative and

pted Which have the intent and

re sSERanle probability of improving the
_ _'r alth or well-being of the subject.

;_ contrel groups which may not benefit from
“the research, the study may proceed only after
“the Secretary has consulted...experts... and
published notice, In the Federal Register, of
the intent to approve such research (There Is no
record ofi this ever happening)

- -r
=
- —"

i
.
T.n—-

——
-

:_'l.
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IEIEiere NG Other Medical® -
dies and these Medical Studies

IR —

Siil
rzly ave more than minimal Risk
(rrw efore you can do the EGD)

cept as provided in paragraph (a) of this
sectlon piomedical or behavioral research
conducted or supported by DHHS shall
Aot Involve prisoners as subjects.
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W'r_g INOWV

IR —

> (oL elect your study predlcated on the
Orf‘ ToUS:

Condition over represented In
Incarcerated persons

Improves health or well being of the
subject

* Then What Happens
* The IRB - SPECIFIC RESPONSIBILITIES




IREIRESpONSIk)lities- 4w
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-search must faII WIthin one of the four
:__ategorles of research permitted under
Stibpart C at 46.306(a)(2).

No Undue Influence on the Subject

3 ‘Risks that prospective prisoners might accept
Py taking part in the research are similar to
the risks that non-prisoners would accept
(Another Undue Influence check)




RISARESpONsib)lities--2

IR —

4, Brisenes subjects selected fiairly and
=.___hout the unnecessary invelvement of
| 'iﬁsoner officials or other prisoners

Aformation about research that is
--_-:)rowded to prisoners is done In

anguage that prisoners can understand

Research will have no effect on their
parole or Incarceration status
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IRSERE ponsinpjlities- Sy

P ——— i —— .

BIES 16 prowde such follow Up
xamlnatlon Ol care whether or not
ESsubject is still incarcerated

']i _rlsoner Research the IRB must Satisfy

it~ -
e
-
_F'

=== A1I 7 Criteria BY LAW




i Developments-- -~z
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2 June 20 2003 Secretary HHS- Walver- for
20] emrologrc studies- probably not
WECESSArY because they already fell under
ermrssrble studies.

_,...
o ——
_.l--'
..—-—

— Secretary Tommy Thompson reguested
~ the IOM to look at the regulations on
prisener research and report to him about
possibly’ permitting more research
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BIVNREPOrt:

IR —

2 RErSC naIIy— had the pleasure to present to
Lh
Ve ry mlxed feelings represented

e

== _écommended Some Expanded Research

—
-—"__\_
mi——

'BUT ALL PRISONER RESEARCH FALL
UNDER FEDERAL REGULATIONS AND
JURISDICTION
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E9I6a).CO/ISIAEratoris 1or RESCaIG
/f/l /vmg Prlsaﬁers
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e Ho commlttee adds further protections
peLNY EXpandingl the population of prisoners
fQ\ aved By rigerous ethical rules and by
-ommendmg additional safeguards. The

. melttee also

acknowledges

S {hat access to research may be critical to
~Improve the health of prisoners and the
conditions in which they live, according to

researchers anc
prisoner liaison
prisoners shoulc

prisoners, as well as the
panel. However, research with
be conducted only If it offers a

distinctly favora

because prisone
N

nle benefit-to-risk ratio, not
r's are a convenient source of




TR
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er Congress or HHS nas taken any.
e SHO) EXpPand prisener researchi or make
el *pnsoner research come under Federal
& piotective jurisdiction

_,...
o ——
i
——

= ’;; Therefore your IRB may disapprove your

— study which is safer than the one Pfizer is
privately conducting with the same inmate
Subjects
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> \We e uld Still be In the sittations fellowing the
I\Jrl.__;/ Crimes Doctors Trial

- _’he iHelmesherg Prison Acres of Skin of 1979

r Tollowmg the radiation experiments from the
—Dnlver3|ty of Cincinnati of 1995

— = Or following the 1994 Lead Study on Children by
Johns Hopkins

® [hese incidents are not ancient history




IT's Over, Mam. LET HEr Go.




_—
sted References-dsas

pr—

fec [0S DiSease in Corrections reports
stember 2005, Research in Corrections

/V 0’ zaar, Vi, David Thomas, MD, Jacgueline

honias, PO, Panielle Thomas, MS-1V. and

,.,.l_

- e —aurme y-Ccolton, IDCR as retrieved on February
— 714, 2005 fronm

= htz_“n. LWL Iacronline. org/archives/septos/aritic/
el




= .
sted References--2as

pr—

SIISONENS| aS Human Stubjects- Cllnlcal
REsearchers Reference Guide by T.
r](‘V jard Stone, JD, LLM, as retrieved on
—— =8hruany 1-14, 2008, from
~:f‘ h’ttp /v, uthet.edu/files/pdf/bioethics r

— GLpdf




=
sled Refenences -8

*R46 as retrievedl on Eebruary 1- 14
/Of. fiem
PR/ 1IIAS. dov/ohrp/humansubiects/

— ;"é‘ IHEnGE/A5¢cr46. htm#46.101

e
e
_..—-.l-—

f-;_" Grimes V. Kennedy Krieger Institute, Inc.,
366 Md. 29, 782 A.2d 807 (Md. 2001)



_—
sted References-ws

pr—

EN niermational I\/I|I|tary Tribunal at
NI @mberg “I'he Doctors Trial” as
etievedion February 1-14, 2008 from
ﬂ_to AW USMM. org/research/doctors/
= Uremberg Code.htm

e i
—1 __-.,-l-'- o~
i e
= __.—
_-lll—-

- ® | Re Cincinnati Radiation Litigation (874
E. Supp. 796, Southern District,
Ohio(1995)




—
sLed References-Spas

pr—

- Ei n sl Con3|derat|ons for Research
i Ivmg Priseners, The Institute of
WIE dicine of the National Academy: of

= Clences as retrieved on February 1-14,

2008, from
http.//vwvw.|om.edu/Object.FiIe/Master/BS
/7 96/Prisoners.pdf




