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' Alhance for Human Research Protection (AHRP)
' 142 West End Ave, uurte 28P

 New York, NY 10023 o |

Tel, 212-595-8974 FAX:212-595-9086 L

veracare@rcn com -

" August s, 2001 R _ ‘ : S g

Or. Bernard Schwetz S . v o o
Acting Commissicner “ L
Food and Drug Administration

Dockets Mandgcment;Branch (HFA-<305) -
Food and Drug Administration o : =
5630 Fishers Lane, Room 1081 ' :

Rockville, MD 20857

Re: COMMENT ON Daocket #00N-0074 April 24, 2001 Interim Rule: “Additional
Safeguards for Chl!dren in Cl mrcal Investigations of FDA- Regulated Products

Dear Or. Schwetz

Thank you for the opportumty to comment on. the mtenm ruie pubhshed in tho
Federal Register on April 24, 2001 concermng 21 CFR Parts 50 and 56.

\Ne ‘%UPPDRT FDA's decision to adopt HHS 45 CFR 46 Subpart D,
EXCLUDING Section 46.408(c), pursuant to brxngmg FDA regulations into compliance
with provisions of the Chddren s Health Act of 2000, which requires mat all research
mvolvmg children conducted; supported, or regulated by HHS be'in comphance with
HHS regulations to prowde additional protections for children involved as research

-subjects. The rule applies to FDA’s authonty to regu{ate safety and’ effectxveness testmg

in children of such products as; human drugs and bzoiogtcals medical devrces .and

dietary supplements, nutritionals, food additives, and foods. -

45 CFR Subpart D, 46.408 (c) states: "If the IRB determines thata -
research protocol is designed for conditions or for a subject population for which
parental or guardian permission is not a reasonable requirement to protect the

- subjects (for example, neglected or abused children), it may waive the consent
requirements in Stbpart A of this part .. provided an appropnate mechanism for
protecting the chiidren who will participate as subjects in the research is
substituted, and provided further that the waiver is not inconsistent with Federal,
State, or !ocal law. The choice of an appropriate mechianism would depend upon
the nature and purpose of the activities described in the protocol, the risk and .
anticipated benefit to the research sub;ects and their age ‘maturity,, status and

Su,?'
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condition." .

-’.This flahguage deperts si’ghiﬁcéntly from'baSic tenets of léw 'arid ethics--withodt ‘
any justifiable criteria speczfred The issue of surrogacy, i-e., the appomtment of athird
party 0 represent the child's interests, is not relevant untzl and un!ess parental rights
have been termmated Thus surrogacy should not be an option for researchers

| seekmn human subjects. Ci.eeriv thereis no justé i
under any other cxrcumstances Itis-also clear that such rights are not warved even
when the child has been deemed dependent and has been piaced in state care.as a

ward.’

The FDA RIGHTLY.chose NOT TO PERMIT the saction 46,408 (c) waiver by
IRBs of parental or quardian permission. as it leaves the specific circumstances for such
a violation of parental r.ighte to tkhke discretion of local Institutional Review Doards (IRB).
Given the stream of revelations 'df gross ethical and ;b_rocedurél_Vioiatiohs at one after
another of the nation’s premisr research inati‘tuiioris Z asswmpﬁo‘ns that “procedurai

- safeguards are in place " or that [RBs can be rehed upon to make decisions that protect

the best rnrereft of human sub;ects--adu ts and children--has been debunked
The fact is, there i 15 no established "appropnate mechamsm, no procedural

safeguards and no bybtem of IRB accountabmty

- Children are being experimentad upon withr:)utregard for their safety or the painand
suffering inflicted on them. For example the Boston Globe reported that experimental
eye surgeries berng conducted at the Umversrty of South F |orrda had caused "more than
the usual complications, including transplants that shpped and wounds that broke open "
A toddler was subjected to "a self-contained expenment" in whrch traditional surgery
was performed on one eye. and a new terhmque on tha cther resulting in "unusual
bleedmg into the. eye " Children are- UﬂjUStiP(Ebly exposad to pain and suffering for

research 4

To recruit ever greater numbers of children for experiments involving risks of
harm—-sbme may prove to be Io’ng-term harm--withdut eny demonstrable S ‘ S
“appropriate mechamsms" in effect is reckless endangerment not "added ‘

protection.”
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Thus, we urge F DA to récoriéidé? its ¢ recerft adoptron of 2.broad mterpretatron of
the meanmg of regu{atory language rplated to recruitment qualifications.” Prevrously the
enroument of children was restricted fo stud:es that offered a potential benefit for g
specific, sdent;f;able medical condition. FDA redefmed the terms “potential benefit” and -
“condition" in April 2000 to mean an unspecified risk or drsposmon toacommon (even

‘mmor) condition: "any child has the potential to benefit from a treatment for otitis medsa" :
(ear infection). ’

‘The FDA RK‘HTLY concluded that section 46.408(c) is NOT permitted under.
FDA law. Thus, pursuant to.the requirements of the Federal Administrative Procedures
Act, adoption by the FDA of the section 486. 408(c) IRB waiver authonty would requrre an
act of Congress. .

We further urge that the FDA resrst any pressure to change its legislative
authority | in this rsgard for the following reasons: '

1. Parental and guardian rights should not be waivéd except-under the
extraordinan Y c:rcumstances wherein the courts adjudicate the existence of abuse or »
neg[ect and termmate parental rights.. Permrttmg IRBs to exercise the Secti on 46.408(¢c)
waiver authority is tantamount to abrogating the entire system of judicial protection of
eniidren whose life safety or morals are. put into jeopardy. There is a very heavy burden
of proof on those wouid argue for removal of the trad:tronal court jurisdiction just
because the child is desired as a research subject by some interestad bromedrcai
researcher to. show how hzslher prudential standard is at least as high as that of @ proper
court of Jurisdiction. ‘ '

Indeed, the only proper way fo test the equrvalence of [IRB and court pmdentxal
standards would be for the interested biomedical researcher arid supportive RB o
petition the appropriate court of jurisdiction to grant.its request to wa:ver parental or
guardian consent in the specific research crrcunmlances if the FUA were {o] adopt _
requlations that permitted IRBs to exercise the section 46.408(c) waiver authority, one
could antrmpatc a swift and inunediate test of its decision under the Federal _
Admmrstratrve Procedures Actand, that famng an appeal to an appropnate federal
district court of jurisdittion.- One can also antrcrpate very messy news media and
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polmcai reverberat:ons xf chlldren and adolescents were to be recrwted mto

medical expenments wnthnut parentai permission.

2.Those who argue that IRBs are capable of developmg a mechanism of review

~ to assure that the chnd or adol escent is capable of makmg the decision to participate in
specific research and to provude appxopradle procedural safeguards 10 protect his/her-
welfare in the research’ process are celudmg themseives in so far as.the system is

_.umdveung in pubhc view. A steady stream ot mvestagatwe reports and research shut
downs® has’ revealed that the IRB system as constituted under existing law and

* regulations is demonstrab_iy dysfunctional and fundamentally flawed--even the nation’s
‘most prestigious biomedical research insmutf'ens are violating basic safeguards. Gross
violation of ethical standards and regulatory procedures ta ensure the safety of people in

research are not the except{on they are sad everyday reahty

3 Those who are promot?ng the adoption of 46.408 (c) to lift safeqi.:ards such as
the invclvement of parants in the pmtec‘uon of their ch;ldren are m fact arguing to
weakern safeguards for children, notto i improve them. Informed consent for adults can
be waaved for aduit subjects only- if "the research mvolves no more than mlmmai

“risk to the subjects.” 45 CFR 46.116. (d) We note with profound concem that the
: Ianguage of HHS Subpart D, section 46.408 (c) blithely dlis{n;sses this resftrlc;taon with the
unfaunded assurance that } ; ' ‘ ‘ ‘
“The choice of an appropnate mechanism would depend upon the nature and
purpose of the activities described in the p:ulowl, the risk and antlc:pated benefit

to the research subjects, and their age, maturity, ‘sta'tus, and condition.”

The clear implication of this deviation from the standards for adult research
protections is that dependent children and adolescents merit even less protection

and concern than do adults.

4. We SU PPORT FDA's retention of the terms perm:ssmn" "guardxan” and

"informed consent” -- 0 asto distxngu;sh children from other parhcxpants in clinical-
mvestxgauons who can exarcise the. right to informed consent, Ch| dren are defined.as
"persons who have not aftained the legal age for consent to treatments or procedures

involved in clinical investigations.” Thus.»by deflnntlo_n. children cannot gwe informed
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conSent "Berause children are unable, due to‘age to give consen‘t'*themselves
permtssmn ls provided hy a parent or guarchan on thear behalf. The térm informed
consent under Sectxon 50. 20 app ies'to other pamapants in chmcal mvestxganons "

5. Those who argue that Section 48, 408(c) waiver: authonty is. needed to permn
biomedical and behavioral researchers v enroll chudren and adolescents with-a
propensﬂy for nsky behawors involving sexuauy transm;tted diseases, for expenmentaf
tesearch prOJeCls carry a very heavy burden of proof. They must demonstrate that the

research they envision does not put children at undue risks of harm and that the

“research offers benefits {0 the children and adolescents that outwexgh the basic right and

duty of parents and guardians to intervene to protect them from these illnessgs and risky

vbehavxors--as well as to choose appropriate medlca! mterventlons For government
agenmes o permit IRBs to exercise the Sectxon 46: 408(c) waiver of parental authority

would be regarded as an unacceptable intervention by the federal government. For
such an intérvention unden:uts the responsibility of parents and guardians to safeguard _
the welfare and morals of chx!dren and adolescents=in order to fauhtate the|r recruitment

for research purposes

Most responsible parents will recoil at the suggestion that biomedical researchers

-and thair supporting Institutional Review Boards are more able than the parents or

guardians to decide what s in their best interests. What is more, the courts with
Junsd:ctron to lntervene to protect children from abuse and neglect atthe hands of .

parents or guardians, will surely take a dim view of such a claim by govemment-—

; especxaf!y in view of widespread evidence of unethical conduct by researchers in the

nation’s must prestigious biomedical research institutions.

6. We DISAGREE with the unpred;ctabmty of current criteria for the assessment

- of risks and the inconsistencies that have been shown to arise as a result, The Nauonal

onethxcs Advisory Commission (NBAC) recommendations, if endorsed and adopted‘
would smprove research safeguards for adults and children. Fxrst we. concur with

- NBAC's anazysu {ch 3, p 25] about the inherent flaw in current regulatlons that has

encouraged IRBs. o designate risks into categorxes such as “minimal risk"-- without first
examining both the probability and degree of seventy of risks, Thxs Iack of clanty has

fostered mxsrepresentatton about the nature of the risks involved to prozpective subjects
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. and lRBs-—thereby underm:mng the latter's abmty to both evaluate and minimize au
aspects of the risks. invalved.

The NRAC recommended framework for analyzmg risks is un a twa- dtmenswnal
: contmuum (a) the. probabxhty (likeli hood) of harm, from zero to certainty of harm and (b)-
the magmtude (severity) of potential harm‘, frommvxal tq fatat., This approaCh_ is
scientifically aepropriéte and facilitates im‘provement of safeguards for human subjects,
in¢luding children. it also leads to standardized tull disclosure of risks to panents wzth the
_eventual creation of 2 database for use by future researchers

We STRONGLY DISAGREE with FDA's deference to IRA discretion even the
approval process of "Clinical Investigations Involving Greater than Minimal Risk and No
Prospect of Direct Benéfit to Individual Subjacts, But Likely to Yield Generelizebte
Knowledge About the Subjects' Disorder or Condition." That process has been shown to
have résulted in p'reyentable' harm?-inc!uvding deaths--cven in experimems deemed

‘potentially beneficial,

Indeed, the evidence of high-risk ex_perimentéthat have harmed chi!dren'
dcmonst}etes their vuiderabinly and need of protection lfrdm exploitation, The following
unethical expenments are d(scussed and documented in Sharav VH:* ’

+ 100 children and babces with gastroesophageal reflux were subjected to a fatai
Propulsid drug tn_a after the drugawas linked to deaths;

¢ 68 children with hypertrophic.cardiomyopathy were subjected to a NIH paceméker‘
experiment under coercion, some died others’ condition worsened:

¢ Preschool children are belng recrulted into an NIMH sponsored psychotroplc drug v ’ :
trial that offers paren’r: $645 above expenses if the children--some not even toilel

trained-- comp!ete the 45 week experiment to test the effects of methylphenidate;

+ Soon after Eli Lilly's. powerful antipsychatic drug, olanzapine (Zyprexa) was approved
for adult schizophrenia patients, 61011 year old children were recruxted fora chnzcal
tnal——despnte the drug s documemed serious adveree effects ALL chrldren
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experienced adverse effects, such as sedation, weight gain up to 16 pounds,
extreme testlessness (akathesia)--none of the children were helped. The study was

 terminated before 6 weeks.

+ 1001 mner city mlnonty chi ldren aged 6to 11 were exposed to a toxic drug that was ‘

»subsequently withdrawn froim tne market, Fenﬂuramme Ihrrty-four of the children
were not diagnosed wuh ANY med:cal condmon the expenment was conducted 10
‘prove. zhese ¢hildren's predrsposztron to violence on the researchers undocumented

asaumptlon that ;rbhngs of mcarcerated brc‘hers are "at risk”™ of anon- -defined, non-

medical condmon-- v1olenre |n the fu{ure

“+ 45 children (6 to 12 years old) were S‘ubjectéd to methylphenidate /

dextroamphetamme/ pemonne and the pam and risks of spinal !aps for non-
therapeutic research purposes

We ST RONGLY DISAGREE with F DA's vwmingness to Waive public ré\}iew of the

Commr=sroners decision in cases in which 2 htgh risk ¢linical mvert}gat:on may proceed
that is not otherwrse approvable but presents an oppor‘tumty o understand prevent or

alleviate a serious problem affectmg the health and welfare of children.”. “echon 50.54(b)

{consistent with 45 CFR 46, 407) reqmres that “The Commissioner is to consult with a

panel of experts., foﬂowmg publrc raview end comment on'the Comrmssnoner’s pending
- decision.” FDAsApnl 24, 2001 statement in the Federal Register [FR, 20594} indicates

that public revnew may be denied if "the sponsor is unwmxng to publlcly disclose
necessary i nformatxon" 1S ethxcai!y andvpo»htxcally untenable. FDA‘:s putting business

interests ahead of child protections. Only nanonal security consrderahons would warrant

the proposed cloak of secrecy for unwsﬂmg Sponsors.

The NBAC rerommendatron proposes that research studies wrth nsks faling-on

the extreme upper end of the contmuum«-very risky or unknown nsks—-“ should not be
left to the discretion of one local IRB, but rather should be reviewed by “a national review
panel, with public input into the review process.™ [Ch.3, P 25, L 18] NBAC's '
recommendation better serves the public interest and shou!d be adopted.
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Attached is our letter of d:ssem With NHRPAC s draft recommendatxon whsch
“provides greater detail aboa it child welfare law

Thank you very much for your conmderahon We would be hdppy to meet with

'FDA staff to dxscuss these matters in greater depth

Sincerely, :

Vera Hassner Sharav
John H. Noble, Jr.. Ph.D
: Howard Fishman, MEd, MSW

Alliance for Human Research Protection (AHRP)

F ootnofeS'

"ltis important to note that such legal and ethxcal niceties are frequently xgnored by
spokesoersons for the. child abuse industry. The risks attendant to being in State care
will be discussed efsewhere in this statement, but are raised here to underscore the fact.
that a great deal of research is currentlv ongomg with this populanon that is both illegal
and unethical, :

2" did not expecg orwant, to complete my tenure as secretary of health and human
-Services by raising questions about the safety of patzents inclinical research. However,
recent developments leave me little choice.” Shaiala D, Protectmg Research Subjects--
What Must Be Done ! NEJM Sept 14 2000 vol 343: ,

- * Dembner A "Who's protectmg the chi]dren’>" The Baston Globe, March 25, 2001 front
page ' _

* Children are being recruited aggressively to be test subjects in psych'otropic drug trials
that were approved for conditions the children do not have. In the process they are

~ suffering scvere adverse effects in trials intended to expand the pediatric market, not to
benefit them Sharav VH, "Evidence Demonstrating the Need for A National Human
Subject Protection Act,” 2001, under publication review. -

° FDA 1dopz<_d or Aprif 19, 2000 lJu. recommendation of its. "Ethics Woerg Group Couscnsm
St:ltcmuﬂ on the Pedratric Advisory Subcommittee’s November 15, !‘)99 Meeting, -
_http Hwww, fda. vov/ der/gedmtnc’ethxc: statementhtm -
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* Since 1998, Federal investigations have made clear that non-cdmpliance with ethical

standards and Federal regulations was widespread. Research at six institutions was
- shutdown: *Rush-Presbyterian-St. Luke's Medical Center; "Friends Research Institute,

Inc., West Coast Division, *Veterans Affairs Greater Los Angeles Health Care System;

"Duke University Medical Center; *Virginia Commonwealth University; *University of
Oklahoma, Tulsa Campus [See OHRP website, letters of determination].

At three other institutions. all federally funded research was suspended: ?'U’niversity of .

llinois, Chicago; *University of Alabama, Birmingham:; *University of Texas Medical
Branch at Galveston. {[see OHRP website, letters of determination] From January 1, _

1899, to .June-2000; approximately 60 institutions, including seme of our must
prestigious universities, were found non-compliant, '

Since July 2000, OHRP has suspended Federally furided clinical trials at seven ‘
additional research centers: University of Texas Medical Branch at Galveston (July 10,
- 2000 letter); *University of Miami (July 31, 2000 letter); “Northeast Georgia Medical -
Center (August 4, 200 teller, “Brook Army Medical Center (October 3, 2000 fetter); .
“National Institute of Health (November 3, 2000); suspension of a single NICHD
_intramural research project invoiving children); “University of Texas Southwestern
Medical Center (January 23, 2001); *Florida Départment of Health (February 18, 2001
letter). And on July 19, 2001 all federally funded research was suspended at Johns |
Hopkins University. : - ‘
¢: David Lepay, M.O. FDA
Greg Koski, PhD, M.D. OHRP.
Dianne Murphy, M.D., FDA
Janet Woodcock, M.D., FDA
 Robert Temple, M.D., FDA
Duane Alexander, M.D: NICHD
Stephen Hyman, M.D. NIMH
" Maicia J. Van Note IG
Michael F. Mangano IG
D. McCarty THornton IG
Fommy Thompson
Jay Katz, MD. .
Marcia Angell, M.D.
Brennan Troyen, M.D. :
- Eleanore Shaore, M.D., MPH .
Carl Eliott, M.D. :
Thomas Bodenheimer, M.D.
Alan Lichtin, M.D:
Lawrence Altman, M.D.
Daniel Vasgird, Ph.D
Dale Hammerschmidt, MD
Howard Mann, M.D,
Denise Nagle, M.D..
Jeffrey Cooper, M.D.
Alan Swann, M.D. .
Harold Vanderpool. M.D. .
Dan Cresen, M.D.

S G T N P N R A
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Richard Epstien, M.D. .
Nathaniel Lehrman, M.D.
Jay Cohen, M.D.

Bart Campbell, M.D.
William Carrey, M.D.
Loren Mosher, M.D.-
Charles Weijer, M.D.. Ph.D
Richard Epstien, M.D
‘Daniel Vasgird, Ph.D
Dale Hammerschmidt, MD
Howard Mann, M.D, '
Denise Nagle, M.D,

. Jeffrey Cooper, M.D.
Alan Swann, M.D.
Harold Vanderpool,-M.D:
Dan Cresen. M.D. ..

Bart Campbell, M.D.
Nathaniel Lehrman, M. D.

~ Jay Cohen, M.L.

William Carrey M.D.
Loren Mosher; M.D.
Scott Gotlieb, MD. -

lvan Oransky, M.D.

Carl Nugent, M.D.

John Brawn, PhD

Howard Garb PhD
Elizabeth | oftus, PhD
Richard McNally, PhD
Peter Lurie, MD, PC
Marion Wright Edelman, CDF
Fred Baughman M.D.
Scott Gotlieb, M.D.

Ivan Qransky, M.D.

- Carl Nugent, M.D.

John Brown, PAD
Howard Garp PhD
Elizabeth Loftus, PhD
Richard McNally, PhD
Peter Lurie, MD, PC :
Marion Wright Edelman, COF
Hentage Foundation
George Annas, Ph.0
Leonard Glantz, Ph.D.
Alexander Capron, LL.B
Alta Charo, J.D.
Douglas Klafehn

Lewis Maorris :
Thomas E: Herrmann
John E: Hartwig -

. James Stimpsorn .

0
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. Calvin Sneed
Terry R. Lewis
James S.-Kolb
Craig Tumer, )
Steve Hanjon, Esq
Charles Siegel, Esq -
John Janofsky, Esq -
Alan Milstein, Esq
Andy \/uckery, Esq. .
Anthony D'Amico. Esq
- Chris Barden, Esq.
Martha Churchill, Esq
Allan Dirshowitz, Esq:
Simcha Plisner, JD
Paula Werme, Esq

Sen. John M¢Cain

Sen. Edward Kennedy
Sen. Bill Frist

Sen Orin Hatch

Sen. Richard Lugar
Sen. Christopher Dadd
Sen. Susan Collins
Sen. Joseph Lieberman
Sen: Jeff Sessions

- Sen. Paul Wellstone .
Sen. Judd Greqgg -

Sen. Mike Enzj

- Sen:. Charles Schumer
Cong Henry Waxman ‘
Cong. Dianna DeGette
Cong Kucinich

Cong Jim Greenwood
Cong. George Nethercutt .
Cong. Dave Weldon
Cong John LaFulce.
Cong. Constance Morella
Cong John Peterson
Cong Steve LaTlourette
Cong Ed Whitefield

- Cong Jerroid Nadler
Governor George Pataki

Lt
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Alllance for Human Research Protectron (AHRP)
o 142 West End Ave, Suite 28P
: New York, NY 10023
TEI 212-595-8974 FAX: 212-595-9086
veracare@rcn com

- July 25, 2001

Mary Faith Marshall, Ph.C, Chanrperson
National Human Research: Protections Advisory Comm:ttee
Dept. of Health and Human Serwces

Dissenting opmxon of Vera Hassper Sharav President and founder, AHRP
member, Children's Workgroup of the Natxona! Human Research Protectlons Adwsory
Committee, Depaf’tment of Health and Human Serv:ces (HHS).

~ Re: Sp’eciﬁc Comment on FDA's Decision to Adopt HHS 45 CFR 46 Subpart D;

EXCLUD:NG $46.408 (c)

First, thé an.guage usad ih the Children's Workgroup letter reéommending that FDA
adopt 45 CFR Subpart D, 46.408 (c) mxsapphes the well defined legal coricept of
"mformed consent” throughout the documem For exaraple, "the informed consent of
the adolescent is sohcxted and accepted as sufﬁcuent to proceed thh research."
"Research protuculs went fOrward based en the informed coneent of the adolescent.”

HHS regulations preclude children from giving valid "mformed consent.” Under

- HHS 45CFR bubpart D, 46.402° {a) specifically defines chuldren" as "persons who have

not attained the legal age for consent to treatments or procedures involved in the
research..." Under 45 CFR Subpant D, 46.402 (b) children are limited 10 giving "assent.”

Second, the proposed Ianguage "strongly" endorsed by the Workgroup for FDA adophon
departs so significantly fromy ba51c tenets of law and ethics that questicns must be
raised regarding the possible motwes and ideology of those who propose to broaden 1ts

‘ apphcatton 0 FDA regulated clsmcal trials, and the integrity of the process that led to its
_ adoption by HHS. These concemns will inevitably be reflected in the foliowing discussion
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‘ neglected or abused? Gtven that more than 80% of the approxtmately three million
: repoxts of cht{d abuse regastered annuaﬂy are ulttmately determined to be false one.
'vcculd hard!y be sangume about any such process Furthermore there 5 abundant

evidence mat se{f-reports are subjec.t to massive dtstortton elther because the chrld

anticipates the rewards of Vlc’tlm status or because of mampd!atlon by caseworkers and -

other child protection professsonals

The Workgroup prcposa! fails to prowde any specific recommendattons that would averr
’approx:mate an appropnate mechantsm for protectmg the ch:ldren “an unmet
requrrement under HHS 45 CFR Subpart b, 46 408 (c). Indeed, the statement
'a_cknowledges the absencs of any iRB‘ “mechanism of review of these protocols” or the
existence of "a system of IRB a’t:-c‘ountabiti‘ty; " Nevertheless, the Workgroup statement
"STRONGLY" urges’ FDA-to 'adot:t this iﬂegitimat'e aolicy' all owiﬁg-watVer of parental
permission thhout vahd legal cause, By waiving parental rights, this Government '

intervention severs parental responsrbut ity for children and puts the-burden of protectxon :

from undue risks of harm on the fragile shouiders of chlldren--even before any

safeguards have baen contemplated Yet, sweepmg statements based on assumptions
that contradict the evidence, are made arguing that “consent of the adolescent, without .

V parental involvement, IS SU FFI_C, ENT to permit research to proceed as long as
‘procedural safeguards are in place to protect the interests of the subjects.”

The assumptiohs that "procedural safeguards are in place,” or that IRBs can be relied
upon to make decisions that protect the best interests of human subjects—adults and

children--has been debunked as the practices at one after another prestigious institution

are expcsed 1o public scrutiny. The fact is, there is no established appropndte
mechanism,” no procedural safeguards and no system of IRB accountability.
To recruit ever greater numbers of chttdren for experiments involving risks of harm--
some may prove to be !ong -term harm«—w;thout any demonstrable "*ppropnate
mechanisms" in effect, is reckless endangerment, not "added protection.” (2)

3. Research cannot.be vahd or reliable untxl and unless baseline data has been

' ~established. One of the many controversxat questions that must be. answered prior to’

undertaking research on "neglected and abused children” is whether ot not they
memfest chardeteristic dtfferences — both physxofogxcaﬂy and psycho]cgrcaﬂy — from
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contral groups (i.e., th‘ildr‘en‘who have not bee'n"negl‘eded or abused). o

Certam eiements thhm the child abuse xndustry mamtam that such chudren almost
mvanably suﬂer from severe —and: :,ometames srremed:ebie — mjunes No rehable
baselme data.is ava;lable regarding the specnf c nature sQurce, or even presence of
| such charactenst;c dlfferences 3, 4) Thus any research based on this popufauon of

subjects would be compromised.

4. Informed consent for adu!te can be waived for adult subjects emy’ if "the research
involves no more than minimal risk to the subjecfs."\‘ {4_‘5 CFR 46.116. ‘(d‘)_,(m :

! notewi‘:h' profound conce'rn that the langue‘.g'e?of HHS S'ubpart D, s»ec{ion 46.408 (c)
blithely dismisses this restriction; by assunng that; ' “ ,

"The choxce of an appropriate mechanism would depend upon the nature and purpose of
the activities described in the protocol the risk and ant;cnpated benefit to the research

suhjecte and their age. matunty statutes and condxtlon

The clear lmphcatlon of this dewatlon from the standards for adult research
protectxons is that dependent ch:ldren and adolescents merit even !ess

protection and concern than do edqits. :

Indeed, the evidence of abus Ve, hlgh-nsk expenments that nave been corducted o
“children demonstrates their vuinerability and need of: protec’uon from exploxtatron The
fol!owrng 'dnethklcai experiments are duscussed-and- documented in my paper: (2)

* 100 chiidren and babies w;th gasxroesophageal reﬂux were sub]ected to a fatal
Pmpulsrd drug trial after the drug was )mked to deaths

+ 68 children with hypertrophic cardiomyopaty were subjected to & NIH pacemaker
experim‘ent‘under coercicn, some died others' condition woi'sened; ' '

+ Preschool children are being recruited into en NiMBH spensmed p'Sychotropic drug
trial that offers parents $645 above expenses if the chs!dfex --some not even toilet

»tramedn comp(ete the 45 week expenment to test the effects of methylphemdate
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s Soon after Eiiu!f_ljr‘s powerful antipsychotic drug, olanzapine (Zyprexa) was
- approved for adult schiz‘cpﬁrenia patienfs 610 11 yearyold children were recrtfrired
for a clinical tnal--desprte the drug" s documented serious adverse effects ALL
cmldren experienced ‘adverse effects, such as sedatnon weight gam up tc 186 ]
pounds extreme restlessness (akathesua)—-none of the chddren were helped, The
' study was termmated before 'o‘ weeks

+ 100‘inr§er’ City minority children, aged 610 11, were exposed to a toxic drug that was
subsequently withdrawn from the market, Fenﬂuramme-‘ Thirty-four of the children
were not diagnosed with ANY medical condmon the expenmemwas conducted to

' prove these children’s pred;,sposmon to violence onthe researchers undocumented

assumption that-sibl‘ings of incarcerated brothers are “at risk" of a non-defined, non-

"medical condition-- viclence in the future;

& 45 children (fito 12 year’s old) Were subjected to methylphenid:ate /
dextroamphetamme g pemohne and the pain and nsks of spmal taps for non—

therapeutic reeearc:h purposes

Whereas evide.nee--no‘w and his’corical‘ly--dcrno—nStrate’s the need to protéct
children by restnctmg their avariabalrty for potentially ha rmful expenmental
research, HHS, its agencxes and advisory panels are attemptmg to undcrcut
‘exrstmg safeguards such as they are, in the name of "protectmg children.”
Furthermare, the arguments. made about “life prolongi ng research SIUdleS suggest a
"therapeutic misconception™ about the. dlst;nctron between treatment and research. '

(5) The legic behind the language in the HHS 45 CFR 46.408 can be best described as
“in loco parentis run erhdk.”vThis conclusion is based on a reyiew of the government's
track record in assuring the welfare of, for example, "neglected and abused" children.

~ There are currently approximately 600,000 children in state care. A sign'iﬁcarxt majority
of these chr!dren have not been physically or- sexua!iy abused by their parents They are,
however sub]ect to extraordinary risks thanks to the dubrous beneficence of state -

intervention mtovtheur lives. It has been estlmated that children in state custody, when
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' compared with chrldren who resrde with their. parents, are at. six tnmes the risk of severe
physrcal mJury' fi fteen ttmes the nsk of <'exua( abuse and twenty-srx trmes the risk of
death.

" An examination of the record of human casua{tres of medxcal research demonstrates the
combined failure of local IRBs and Govemmenr oversrgm agencies o protect adults and
children from undue nsks of harm in clinical trials. The natron s premrer research centers _ V
have been found in gross violation of ethrcal standards that undermmed patient safety

()

| cannot, therefore, subscrxbe to a recommendatron that would ADD ADDITIONAL
"RISKS for children.

Conclusion

'The specnfrcs addressed in this statement are rmbedded in a far more complex and
: controversm{ tapic: the role of the govemment as'it suppor‘s or undermmes the integrity
. of the family. The cavaher treatment’ afforded parental nghts in the HHS Ianguage '
suggests prdfound rrdufference to this focal social pmh em. Many other perspectives
_have been 1gnored Thus  have r.aken the liberty of attachmg a list of readmgs that
mrght hel pta rdentzfy and elucidate many of the issues that have been given short shrift‘ _
'by the proponents of thls regulatory proposal Howard Fishman, MED, MSW, an exper’t
in the field who is a member of our orgaru;auon compned the Ilst

An argument made in the Workgroup statement is that F DA s decision NOT to adopt
section 46 408 (c) "will potenuaily resuit inan ncongruous system where the HHS .
regualtion and the FDA regu¥atron are in conflict.” Our organization agrees and ‘
© recommends, therefore in'the mterest of increased protectrons for vulnerable chrldren of
all'ages, that HHa eliminate .that il-advised clause permitting waiver of parental consent.

: Regrettably, the Workgroup proposai does.not quanfy asa regulatory 1mprovement for
the protection or best interests of children, but rather an accommodatron to researchers
who have drfﬁculty recrumng children of responsxble paren’ts Thrs proposal is an '

mwtation to explortatron of rhrldren as research subjects :
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