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Since 1972, *he iesue of human rights protection has
arovn ir complexity and intensity. Congress has passed four laws:
Pamily Educational Rights ard Privacy Act of 1974:; Freedom of
Information Act, as amendedr Privacy Act of 1974: and National
Research Aict of 1974, From 1971-1980, *he Department of Health,
Pducation ard Felfare (DHEW) and then the Department ¢f Education and
Department of Health and Human Servfces {DHHS) reguired that all
prospective arant®es of federal fumnds provide assurances to ‘protect
humal subjects involved in research activities. Recent amerdments £o
*hese requla*ions.have exempted broad categories of research which
rormally present liftle or no risk of harm to subjects. Researcghers

. havs expresged concern over the conflict between the Preedon of
Information Act (vhen the person who paid for a study through taxes
believes he or she has a right to the data that was collected), and
the privacy Att and DHEW/HHS regulations (when the person who
provides dat2 doecs so only under the condition that confidentiality
is maintained)., Investigation .,0f current operating procedures of the
federal government reveals nine areas whlch constitute an Lnformal
svstem for protection of human subiects. (BW)
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P%iVacy and the protection of human subjects has becOme‘an

- important issue at both the federal, state and local levels, ‘This paper

prqvidé; a history og tﬁe attention the federal government has paid to-,
the protection of an ipdividual's ‘basic rights, including the r‘fed to

research community.
Federal attention to protecting research subjects emerged in
S

the 1960's primarily in responsé to issues involving health research.

By 1965, the National Institute of Health had formplatéd a research-

ethics policy for clinical research, broadened the next year to Enggpde
At about the same

*
4y

okther forms of health-wesearch and experimentation.
- a * 1 a a a a 2 . 2
time, Congress became concerned with privacy invasion in research in

¢
drug usage and in the ac&umulation of data in large scale surveys.
The Office of Education (OE) first came under scrutiny in

1968, when seyeral Congressmen vehemently questioned a number of items

in the Minnegota Multiphasic Personality Index, items they later described
hing checks on

as "injuring private sensitivities." Soon OE was run

questionnaire items' through both clearance officers and its own internal
3

own in i

+ ~ -
reviey committee.

-

Federai.Legislative.Efforts
. Since 1972, the .issue-of human rights protection has 9gr
\

rcomplexity and intensity. Congress has passed four laws and they have

o

-know as well as the right %o privacy, and its impact on the educational ,. *
*
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peen'coéified to differing deérees in regulations,’ These'laws.éhiEh

-affect the activities of educational reseaﬁch'are:
L r

13 - Faqily\Educational Rights epd Priéacy Act’of'1954,
(FERPA) 1. 0 i .
V3] Freéedom -of Information Act, -as amendeél.2

(3) Frzvacy Act of 1974,3 - c. e

.- -

(4} Natxonal Research Act of 1974.

n

4 L

The Famxly Educatlonal Rights and Pr;vapy AcCt (FERPAJ became law in 1974

[

based on an amendment_to the Education Amendments offered on the Senate

e . L ‘

Eloor by the then New York Senator James Buckfey without hearings or

committee deliberation, Buckley's intént was two-fold: £o assure

. '

- . r . . i
parents of the right to see their childﬁfn's school records and to

prevent disclosure of these records to third parties. According 4o thas

. , ) .
legislation: ' '
-- data may not be made available in personally

- : . -~
ca identifiable manner from school recoids in most

~

cases unless there is written consent of the parénts,

- personal information will only be transferred to

a third party on tpe.conditiph that such party

. does not share information with any other party

without congent o the parents,

- caﬁﬁoneﬁts of written consent by the parent or
R I L
. ' _eliglble stullent mugt be‘hpecified. »
o

. Educatzonal reseanche{s ﬂumediately sqp a potential problem’in
FERPAn-that is, schools would be prohibitedt! from transferr;ng data from

educat;onal racords to third partnes wlthout first announcrng the antention

]

to do so, tatlng the purposes for whzoh the da;a are be;ng released
and obta;nxng the parents or students' written consent for release.

* H
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However, the law does make exceptions to the written consent

reguirement. Two of them are élgn;ficant to educational researGh and

development institutions. These are: s

(1) school personnel with “"legitimate educational
interests" may be exempt. and .
- '
(2) otganizations conducting studies for. or on behalf of,
1ocal and state educational aggncies or institutioné

‘J‘\
for \the purpose of, developing. validating or

4
administering student aid programs, and improving

iz:jjyction may be exempt. '
’ a Resear organizations and individuals doing research who

qual}fy under this last exception myst conduct their studies "in such &

-

manner as will not permit the personal identification of studénés and
- therr Parents by other than representatives of such organ;zﬁt;on." The

) Pu{POSGS of Eheir'studies must be made known to schools: and pexrsonal
rdentifiers must be destroyed when "no longer needed fér'the purpose for
which the study is conducted." -

Since the law was passed: the Fdir Information Practices
Office: created in HEW and now the Divisi;n of Education Data Contrel in
the Deéartment of Education: has éeceived over 5,000 inguiries and 400
compiaifts géL year from parents and studgnts. All but approximately 25
per year are adminiptrativgly reéolved. (‘
~ ¥he Freedom of Information act (POIA)a'as amended in 1974,

1 / L}
provides for the release of informAtion held by the federal government

to the public to e greatest axtent possible. Exemptions of documents

n .

y are permitted in nind categories, two of which are important to educational




resegrchers: unwarranmed invasion of pr;vacy and confadential 1nformation

* 1

of a commerc;al nature. FOIA pPlaces at the d;sposal of educatldhal

researchers a wealth of information ahout the techniques and procedures

of a specific piece of research, haking it possible to.subject federally
- . ' ) .
sponsored research to the kind of scrutiny which academicians normally

give their peers' work.
. -

against an invasion of personal privacy by federal ageneies oW by 
. . - -

N ~

régulating_the establishment and use of records on identifiable 1ndividuals,

whether for administrative or research purpose. Under the Privacy Act

. of 1975, DHEW and now’%he‘gzsﬁrtment of Education must identify and ‘

-

piblisk records systems, assure the confidentialaty -of pravacy information

1n‘thosg‘s§stems, and ailldw access to those records by affected individuals.

.1' 4 Al

‘{The Praivacy Act subjects data cbllected for statistical'purposes to the

h] . ' .o * - . . . .
sameé provisions as data collected for administrative purpdses, That

requlrement 1s unfortunate because educational studies aré often voluntary

'.r
and therefore, depend, in 1arge measure, on the credence given to the

*

tha tollectors'. pledge of confidentiality. Strong confidentialaty
measures'that.pgotect indivadual privacy are a necessary andé integral

part of educatioral research. Furthermore, a Privacy af Protection

t“Study Cohm{ssibn'waa,estéblished to study governmental, regional and

“

pr&vateﬂﬁata=banks'énd recommend information practices. In July, 1977,

the “seven. membeé Commission, based on 1t8 two year study, submxtted 1ts
¢ .

recommendatnphs to the Pre?zdeqt '

1

Inxthe“area of research, the Privacy Commission recommendsd

!

the relegséhof Ypersonally" identifiable data for authorzzeé research
. R - o '
: pnrpqsfg_yithbuﬂ parertal consent. However, nb research should be
: ' ' ’
L -n-.'_ . 4

'
£

" ) The'Priyacy Act of 1974 is designed "to provide certain safeguards

[
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conducted with children without parents' prior knowledge.and épgroval.
Furthermore, the Commission's suggestions aim at preventing informa%}gn

. gathered for research or statistical purposes from Bging used for any
" 3y B o

other purpose in identifiable form without.the consent of the subject.

Congress has not, aétpd upon the recommendations of this Commission.

~ -The Natiomal Research Act authorized the creation of,éhe '

v . . , ;
National Coimission for the Protection of Human Subjects of Biomedical

and Behavioral Research. This Commission was responsible for: "

- "o

1. developing guidel:ipes‘for the protection of human-

subjects and the boundariegs between research and

-

'routine practice, S

LT

2. risk/benefit criteria and assesshent,  *

3. guidelines for selectibn of subjects, and
: \

4. requirements for Informed Consent.

Public hearings were held by this Commission to discuss issues ) e

- [}

1dentified under the Act: *
. -- the use of children as subjects of research N -
h - whether children seven years of age or elder are -

capable of understanding the probedures and

L : . ¥
' ' general purpose of research and are able to indicate . ¥
. .t
. their wishes regar?ing barticipation;
~-  the need for an Instifutional Review Boafd'to - .- ;‘:{i
determine that the research is-sounﬁ“ané,sﬂgnrficant; . 3‘i““'
To administer the Privacy Act, the PaperworklR;duction.Aeé oz%:" )
1980 created the Office of Information and éegulétcry Affa;rslin‘thg',, .L‘

. “‘» "
Of fice of Management and Budget. ce Y

{ ~
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Federal Regulatory.Efforts \ . . *

From 1971-1980. the Department of Health, Education and Welfare

(HEW) and then the Department of Educatiom required that all prospective

grantees of federal funds provide assurances to protect human subjecté

-

involved in researéh activities. ‘This responsibility was transferred to
. .. . .

the Department of Health and Human Services (HHS) upon'the creation of
‘the Déggrtment of Education. In January 1981, the Department of Health
and Human Services ;ade major‘qmendmﬁpts to the pol;cé.

Of1ginal}y, guidelines for establishing proéedures were published
q.nka/.k;at-:mnal Institute of Health/DHEW document entitled "The instmtupxonal
Guide to DHEW Polity and érotection of Humaa Subjects;6 and 1ts technical

amendments, eﬁtitled "Protection of Human Subje:cts."7 As parﬁ of these
?roéédures, each ;esearch institution had to provide a statement of
éompllance assuriné DHEW/HHS that 1t would establish and maintain at\I
competent ipnstitutional review board to hnalfze activities apd to deﬁermine
that: (1)} the risks to the subject aré s0 ¢dutweighed by the sum o% the

benefits to the subject and the importance of tﬁé knowledge to bhe gained

as to warrant a decision to allow the subject to accept these riskss {2)

the rights and welfare of any such subjects will be adequately protectgd;

{3) 1ega1iy effective informed consent will be obtained by adeguate and

appropriate methods in accordance with the provision of the regulations;

and (4) the conduct of the acti;ities will be reviewed at timely intervals.
adcording to DHEW guidelines. an ;ndividual is cohsidexed b{

be "at risk" if he Or she may be expose& to injury--physical, psychd!oéical,

social or otﬂg}—-as a COnséquence of participating as a subject in any

i

B ‘.
research., development .or related activity. Obvious examples of risk

include requiring strehuous exertion or subjectibn to deceit, public

s

»

S
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" embarrassment or humiliation. Regearch which could not he condoned .
T ' ) : N

would be that leading to discomfort, anxiety, harrassment, invasgion of

’ . - I AR

privacy QL any‘actioq that consgtitutes a threat to the subject's dignity

I 1

thrpugh‘tﬁe imposition of demeaning or dehumanizing procedures. In oo Tt
educational reseatch, specific examples include: ’

(1} EBducational or economic'risk. This occurs when 2. new
I curriculum is intraduced ahd‘children fail to learn

L3 i b
a .

L3

by its methods or materials. Also, wasting time may

be considered an educational or economic risk. Y

, re

(2) Over-Testing. <Children may be tésted too often or for .

i

an excessive period of time. Over-testing is often vf -

* .

_ tied to the validation and standardization of instru-

' . ments or to thé

evaluation of new instructional programs,' o

(3) Labeling. Labeling of children as needing sﬁecial

' education or as representing minorities or low-income
v .

families clears the'way for stereotyping and stigmatized

L]

4 - .
behaviox.. - ‘ ’ .

[

{4) Expetting or forting continued participation. ‘ﬁthdraw;ng '
) — . )

¥

from a project. although legally requifled as an alternative,

may produce guilt or fear on the part of the children.

N " (5¥ Inappropriate questighs. Each time a question is asked,

the subject is being asked to evaluate, to consider, to- -

. determine. When gquestions have a behavioral orientation, "

N

or when they ask about peer or family relationships, the

subject ig asked to prqvide sensitive information. ) . 2

' '
+

———
L}
.

Q = ’ ) j{} . T
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(6) Attitudes of researchers. The sometimes demeaning
attitude_of resegrchers reflects their commitment
to generating knowlédge ;athe; than their concern
for the effects of the reéearcﬁ on the subjects.

(7) Misuse of findingsa Oomission-and commission reflect

two different kinds of misuse. Omission.occurs when
the lack of feedback on the research findings leaves

, the subject anxiods about the outcome: or unable to

benefit from the findings. Commission occurs when

findings are made available selectively‘ko support

L]

prejudices or when findings are made available without

respect for the privacy rilghts of the subjects.

[

Safeguarding the rights and welfare of subjects at risk in
activities supp;rted under grants and contpacts from DHEW/HHS is primarily
" the wesponsibility of the institution which receives or is accountable
for the funds. To this end, recip;ent§ or prospective recipients of
support must provide written assurances that ‘they will comply with
. DHEW/HHS palicy. Bach aséurance must include a statement of colmpliance
for initial and qontinuing institutional review board (IRB} review of

’ 4
‘the sdbport activifies; a get of implementing guidelinés; including

/’

identification of 'IRB members and a description'of'its review procedures;

or in the case of special assurances concerped with single activities or
_projects, a'report of initial findings of the IRB and of jts proposeé

continuing activities.

’ . #»
These basic procedures were amended in January, _].9!33.!3 by the
' \ ' ‘
Department’ of Health and Human, Services. Responding to the regommendations

-

of the National Commission for the Protection of Human Subjects of

. o \
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Biomedical and Behavioral Research and the President's Commission for

’

the Study of Etﬁical Problems in Medicine and Biomedical and Behavioral

» .

Research coficerning institutional review Egards, the amendments substantially.
3 . ”

; - .- .
reduced the scope of the existing regulatory coverage by exempting broad

categories of research which normally present little or no risk of harm, »

2
#
o ¢ i

. to subjects. = ", ,
Specifically, the new regulations: - e
{1} exempt from coverage most social, economic

and ‘educational resegrch in which the only*

-

involvement of human subjecfs will be in one
or more’ of the following categories:

.{a) the use of strvey and interview procedures:

*

(b) the observation of public behavior; or

{(c) the study of data, docuents, records

* !
and specimens. ' . -

(2) regquire IRE review and approval of rege?rch invelving
human subjecks if'it is supported by department funds
and éoes not qualify for exemption from coverage by
Ithese regulations.

. . &
+{3) reguire only expedited review for certain categories

of proposed research involving no more fggp minimum

/’ risk and for minor changes in research already approved

1

by an IRB.

{4) provides specific-procedures for full IRB review

F .

and for expedited pr review.

{5} desiénate basic elements of inﬁormed consent which are

wn .

, . necessary as a prerequisite for humans to parxrticipate

] as subjects in research. - .
" ‘ *

s




¢ " ) - . ' ‘ . - ) , ' .",f .
) indicate ciroumstanceg under which an IRE may appfove..

4 . 1 . t

« withhoiding or altering some of thetelemente of the «-
a y . .

1nformed consent.

) (D estahd.isl-( IRB ersh:.p requﬁ:‘ements. T ' _ ) o
L] . - S ‘w ni ¢ s
. : These regulatlons are appllcable only to research éarried out by the é; .
. i s

- ‘-\p,, 4

- . Department of Health and Humafi Services, not regearch carried out by

. A
N L3

2. other ¥ederal agencies or by. Qpn-federal 1nsﬁktut1ons. However, it fan -
¥ &

A il

- . be expeCted that tPe Departmept g?'Eaucatlon will, 1%5“& regulaﬁlons
k3 L

adopting much of thé HHS regu%gtlons. & o * )

. i - ' : T e .- -
: T " A case study of~the appllcataon of the protection of human

-
. 'Y

subjects in an educatlopal research and development lnstltutlodvls . .
. L Y
. documented 1n the appended feview proeedures usédd by Research for Better .
. . tl’ . 4-. & L]

Schools, Inc., a rpgitm‘l edud;atlonal laboratory :|.n Ph:.lad.elp:gj.a. _f-

Fo ]

m—

i ] N
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\confllct Among Legislation
. Membere of thgy;esearch commﬁnity have éxpressed'concern‘over

theuconflict petween the Pri;acy Act and DHEW/HHS reguletions for the{ :
. ; . . ~protection of huoan subjects (Natiogal Reseacchqﬁct)‘oq one hacﬁ 536 the

. ' ! . freedom of Information'hct on'the other.ﬁ'The probiaﬁ%ﬁw*be furthef K r

. y

stated as follows: ‘goarahteeing-confidentiality to reéearch.partici;ants PR

¥

.' . is mandatory if sound research is to be_conducted; however, confliet

.between these acts arises from oppﬁﬁing values, that is, when the person

- . ’ S

who paid for a study through taxes believes he or she has a right to the
2, ) . ' LI

»

-

data‘that was collected (the basis for thelFreeddm of Information Act} ., .
N s .

’ .4
and.the person who jprovidee the data does so only- the condition
. ! - [ 3
that confidentiality is maintained (viewpoirts presented by the Privacy
. * ¥ N

. s . ., i \ i t A -

Act and National Reseaxch Act), _ o . ) .
# .
/ " - - A
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The concern 1Efthat ﬂﬁrougn the FOlA, personally identifiable

L
]

. da;a collected under the auspices of a federally funded project’ mlght

L -

have to be ma@e avallable :members of the public upon their reduest.

L] L \ -

Ali data or documents in the possession of a federal agency (e.g., ' b

i e e mmen =

Office of.Education or Mational Institute of Education) are accessible‘

under FOIA; however, documents or data in the hands of vontractors are 1

1

Lty not covered by FOIA. Therefore;'Eheee requests for information would
' i L~ !
L have tc‘go thrpugh thé’fundlng agency, e. g., NIE, and the concern was ) ’

) that project monttors cpuld request and the Beb group would have to ‘ .
b . hs

» - oblige witi the data Yequested. This would force the R&D grdup to "
4 " govern its research activities knowing that any data‘collected'may have ~
v e, . ' : . .
. -~ to be released without protecting the priu}cy of subjects.  The RsD
a - - L3 !

. 4 . -
‘ . -, agency would be ethically obligated to .infoxm the subjects that, although
- &

\ they would make' évery attempt to protect their confidertiality, since -
the D group is subject to FQOIA througsh its principal funder,_the data

may have to be réleased. Knowing that personallyidentifiable informatich .’
¥ . ' . oo '

may” have to‘be released considerably inhibits the nature and quality of

. research and, in some cases, would preclude the spending of monies in

. the  best mannher. = =

- ’ * -
One alternative used by some reeearch insgitutions concerned

N about this issue Ras been the "Canadian Connection." fThe R&D- institution

. sends their %ndividually identifiable data to Canada where they hdlieve
‘ . . . i . , , ) o

"it would not he subject td Uniteq States subpoena. '
{

However, the Supreme Courtwaecisidn issued 'in the Forsham v.

- } iy . “ -
Harri®s suit greatly enhancea the posltlon of ReD educational researchers. ' -
. N t - -

In this case, the igssue was whether or not the petltioners could requlre i

5 ' HEW to make raw data avallable from a study that was funded by the

-

~ - N




* %
National Institute of Arthritis, Metabolism and Digedtive Diseases (a
£ . * - “‘
federal agency). . The issue was that under the Freedom of Information o

-/:;;:H}édﬁral courts dre empowered .to ofder é “agency" to produce "“agency

records and property withheld" from an individual requesting access. In
" ﬁpis casé, the agendy refused to provide the raw data requested by
Peﬁer H. Forsham €t al. The court held that HEW need not producs the

requested datad because they are not "agdéncy records" within-the meaning
. - [ 4

of. the FOIX. Data generated ﬁy a privately controlled organization
W 4

whigh has receivéd federal grants, but which data has not ét-any-time'
{ N .

-

been obtained by Fhe agency, were not held to bé'“aggppy records" accessible -

under’ FOIA. Two additjonal court decisions have reaffirmed the Forsham
. : . B ~
decision regarding which data and reports are accessﬂble'to the public...

In Kissingetr v. Reporters Committee, it was decided thayy agencies are
not reduired to retrieve documents disposed of prior to the FOIA request.

. L4
In the second case, Hoover v. U.S5. Department of Interior., the rul%ng
. B . A L

was that an evaluation report prepared'bf'a outside consultant can"be

¥ .

. exempt from FOIA'disclosure'proﬁidingﬂﬁt was not submitted to the funding
agency. h

current Oﬁbrating Procedures ‘ -~

£

Ll .

Investigation of current operating procedureslwithin the

n

. R . .-
federal government reveals nine areas which constitute an unintentional
' " ] .

‘and in some.cases‘inf%rmal system for the protection of human subjects.

These inperrélationships continue to be guestioned, since Congress and |
1 . L) * .

the Départment of Education have not sat down and consciously planned an

interwoven system., These nine areas include the following: .
r .

(1) ' The Institutional Review Board process for the’

protaction of human gubjects as discussed pre~

viougly in this paper.

¢

.




v (2)

-

(4)

(5)

(7}

!
Restrictions on data maintained by the federal ‘ - :
government and by school digtridts as provided i

I

Educational Rights and Privacy Act.v, J . ‘,;~§

in the Privacy Act of 1974.'and the Family

;-
Parental 'conlsent' for minogcomp’leting survey ,j( o

“‘-‘

instruments. Although tHesdegree to which ’ T .

“ -
this is enforced is unknown, and prior NIE -{i'
regulations provide for a waiver ‘of parentéll 52 ~. (-

consent by the ‘director, this is an'area

-

requiring attention.
RFP review. Proposal review by peer review cojpmittees S v A

3 - -
and Institutional Review Boards provide a trigger : BT

4

for a review of protection mechanisms.

»
- !

Local superintendent approval. All gdﬁcational ] s
research proposed to be-coancted‘in schools under~

gbes a comprehensive écrutiny at the-local education AN

.
L .,‘, . L

The Council of Chief State School Officers (CCS§0).. ’ .

leveal.

-

Since 1972, a review committee on evaluation and ?}
. v -’ <4 i .
information systems composed oflstﬁt€§&qﬁél repre-

o
Sw +

sentatives has reviewed all major data collection
efforts of the fedgral'govergﬁgnt.‘ L . o T
Federal Education Data A?qUisizioﬁ Council (FEDAC). %
This Council mandated by Congress in 19?5, has ' '
de&eloped regulations specifying procedures for
federal agencies agd contractoks who do'studies
for‘federal_ggencieg must follow for‘education

o« ) s
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data collection activities. This Council has not

-t F3 - ‘

met £Of two years..

,"(8) Forms clearance prdcess. The Paperwork Reduction

'
A [l

- { Agt:of-l980 éavé thg Office of Management and Budget
‘ unpreceden}eci authority to monitor and control data

- ‘ . ;ollection act@éitie; of the Federal Gove;nment

2 conducted under contracts., The Division of Educa-

t ‘ ' ;ion Data Con;é@l in.fﬁe Department of'Education.

adméﬁisters t?is Act., Among the req;irement; is

(a)’pubiication'of a project gummary'describing

. . ‘inst;umehts And_désigns iﬂ the Federai Register by
Péhguary 15 éreceding the school year in which the
d%ta will be collected and (b} the Anmnual Informatjion
‘Qd%}ection Budget procesé limitipg the number of *
hours éf data collection each age?cyctan require,

{9) The Hatch Amenéﬁ;ntgfl Under this amendment instruc-

\' *  tional mategiaas used in research must be available

-, for"public-inspection, Fur thermdre, no studept may-

— AN -

~_‘

psychological testing oxr atmegt,

. . .
The dilemma continues between self-fegulation and federal

-
N .

control in the feg;ew of educational redearch from the privacy and

-

protection of human subjectsfstandpoints. Pressures exist for increased
. N . .

government controls, more detailed code of ethics, and/or more powerful

-

- . . )
prxofessional review Qommittees:'hFor example, in Jjtsg advisory report to

’
v
. =
Y o d b
’ 4
-
-l
>
[ -
-
-

. » - * 'E
- Futurefgsﬁsiderations : - .

. be required- to participate in-projeéts invol;ing . .
DR, - . \/

-




. o N . » TN . .
.. .‘ .

4 ’ v

the Pres;aent, the ngltage Foundat:.on10

has recommended the following:

- « 4l) The Secretary of Education should ‘give przorlty

.. hs + R U

F . .
’ ‘to enforc1gg the Hatch Amendment through regulgtions

. v to implement the law. -

" - (-

Y s

. - (2) Federal regulations shqu;d be 1mplemented or new

" leg:.elat:.on mtroauced *£o affirm the' rights of

. school governlng boards, parents, and students”
- - L -

. ] so that "federal grant. recipients or contractors

. provide'gnd publicly dnnounce an opportunity for

¥

~»

‘at least a 30-day public review of all” ingtructional -

materials, methods and'éd&cetional programs supp?rtea
. - . by the f;deral governﬁent. : " .
. . ) (3) "A requirement for informed writteﬁ:consent of :;
the parent or legal guardian of a minor student
‘ ‘iif‘ «‘ ‘.‘ or of an adult student prior to (a)'particiqation
\( . - or assigrment in any innovative, experimental or
. trial program administered or supported during
deveiopnent or implementation by tne Pederal
. Government; and (b) participation or aefign-
ment of a nupil in any values clarification
- . . eneréise} encounter or sengitivity train;;g groép
-~ : or other psycho-social activity in connection
I ' ‘ with any federally adminietere? or snpported !
-* activity, project or program.® =
11}~;The'DeQartment of Education "ghould establish a
L. . . biue-ribbon panel gf concerned parent grouﬁ réepre-

- . gentatives, constitutional scholars, civil liberties

15
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representatives, afid other cohcérned citizens'to

-

draft and recommend a che of, Privacy Standardé to

govern .all education activitdes, projects and : .oy

prografs administered or supported by the Federal
: : .

i

L) - . . ) . ’
. Government, in order to prevent,invagion of ' _— ) Lo

- ~

personal priyécy of individual students and .
" o

'] .

" their families as a consequence of ‘such activitieét . " i
pggje;ts and programs," . . o ‘ " i
"The administration should enact regulations or;.f e _‘
recommend legislatioﬁ based on the proposed E;de-‘ /]

. . - *
of Privacy Standards, . ." ‘ . ) :

{6}

N

- -

"The 'Policy on the Protection of Human Subjects’
adopted by DHEW in 1971 should be expanded tp
include any education activity,fproject or program

v Y
administered or supported by the Federal Government,

in order to insure that no student or teacher

-

would be placed 'at risk' by be?ﬁg exposed to

pohﬁible phygical, psychelogical, sociologigaf,

or other-harm through‘participation in such -~

activity, project or program,” . . “
"The Admihiétiaiion should propoée 1egislation

]

t6 terminate géderél support fo?-development

and marketﬁ;g.of.schoql'c;urs;‘(curriqulum)

makerials,_so that fulf‘}eaponsibiliBQ and

control over this”imééftAnt-area would be

returned to State and local educatﬁoa agjrcies
., -

and privaie schdois, in,conjuncti;n with’'private

sector commercial firms,".




. I1f, indeed: President Reagan does decide to accept the rec-

ommendations 0f the Heritage Foundation, I would urge the administration .

to review the historical and current'problems of taking the medical/biomedical
research model and applying it to gducation. We must constantly impress

- ' upon Congress End thé administratioqﬂthe differences between conducting

* L]

reskarch in a mediqal'context and an educational context. I believe we

were successful in doing this when HHS issued its January regulations.

-

Furthermore #e need to continually push for a code of ethics

L
for educaklonal research. Without a \gode of. ethigs, educational R&D

professaicpals do not know what the con sus guidelines are, encouraging

£

ur, r
confusigh about what isMthical behavior. in educational RsD context.
¥
i

Ethacal lssues‘are broad in perspective relating to every phase of the

RsD process--from the issues addressed and how projects are funded

through accountability and quality assbrance. Each educaéional R&D
* *

person makes his or her judgments about ethical problems in relative

. —mtrn

rsolation wirthout- information on how ¢thers might resolve ‘similar conflicts.,

¢ Furthermore., when Condgress or commissions examine standards of educational

. -

R&D, there is no .code of ethics to show our concern. As professionals. we ~

must not wait for a code of ethics to be ;egiblated for us.

“

e : / ’ ) . . #o

) . -
. ' #*
3 ) ’ -
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.o "f ; APPENDIX _ )
... " T« " RESEARCH FOR BETTER SCHOOLS CASE STUDY
. , - 0 ! . ' ' .
. . ) ; "\ . 4 .
Intfdgpqtion ‘ v

- 1

B

' . The review procedures used by‘Research for Betfer Schools,

I

ihc;*{RBs) vide an insightfyl case study and model for the processes

s, " . I

. uged to protect human suvbjects. RBS is committed to imbroge the guality-

" of instructidn as it is'actually delivered to the student. To accomplish
t . . . ~ .
:Ehiq mission, RBS is involved in developing, evaluating, and disseminating

' products  that witll optimize opportunities for intellectual growth as

-

well as promdte self-reliance, responsibility and responsiveness to

. . ’ ’

changing social and technological environmeAts; and providing technical ’
*

assistance. to local, intermediafe and gtate educational agencies., For
f Lt . !
this type of instifption, $he ethical considerations, some of which are

L
Fl

unigue to education, are constantly highlighted to assure that the
rights'éna wélfake o§ ;p; subjepé; involved in résearch and development
. activities are adeguately protpcﬁé@?' ’
_ ng rec%ives the majbrii;fof its funding f£rom first the Department
S . . -

3 . L} 4
of'ﬂealth, Education and Welfare and now Depantmént of Education through

£ : 1

the*d¥fl08 of;Educatzon (1966~1972) and the; Natmonal Institute of Education
bt o
(1973 - ). @herefor&y in 1972 RBS preparad lbs ln*tlal policy and
- - "
procgdures, signed a Statement of COmpliance for General Institutional '

N x*

Assuragoe,-and aubmltted them+to the Instixutlonai Relations Branch, P

- ‘4
[ ¢

Dzvxsxon of Research of ‘the Natzonal Institutes of Health, This policy

"and the pmocedures were ravlsed Ju;ytzs, 1935 to comply with the Part 46

: of Tltle 45 of the Code of Federal Regulat;ons as amended March 13,

r

ir Y

' 1975, o' fulflll’lts obl;gatlon, RBS establlshed a committee competent

\‘t‘ . - ;\
-
. . R ’

. Ce o 18
. LT
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+ oo v "'"'9
, to rdview projects and act;vltles that 1nvoluh Rumar subjectg. An
appozntlgh the members of the Commlttee, the EX?Cutlvh Dlrector stzpulated

& . T
. two conditions: ' (1) members of the RBS staff‘would be excluded and (2) -

representatives from different éisciplineé"wobld be included. Conflict

of  interest would not be a problem singe gommittee members would be non-
RBS staff. Furthermore, a more detailed gkgmihation of plané and proposals

-

o " would oedu;)if outsiders were brought in 'as consultants for ethical

\ review only. ) ‘ ’ ot

-

. The second condation, an inter-disciplinary committee in which

each member could bring his expert;se‘to thefethical analysis of -actisities,

was met by choosing a lawyer, a school principal, a psychologist, an-

educational R&D'specialist and a member of the RBS Board of Directors %o

. serve on the revigw committee.

:

Réview of curriculum and evaluation designs and materials is -

conducted three times a year with objectivity and in a manner to ensure

. - .. 1

|

!

" the exercise of independent judgment of the mchbers. Materials to be \
- - ‘

E

submitted to the IRB are determlned by the princapdl investigator and A

-~

member of the RBS staff who serves as 4 committee liaison. The 1nfozmat¥on
‘ : oo ;

. provided to the IRB usually consists of a genetal description of the
4 ’ ]
. projgct, examples of curriculum matefials, pians for co;}ecting angd :
!
usiﬁa data, all evaluation instruments. and procedures for protec;ing

confiéentiality of, subjects. Submitted with the materials is the following

)

4

* form showing the investigator's assessment of the risk involved:
"I have read the attached instructions'concerning human
. experimentation and herdwith submit to the Institutional’
{ -Review Board all the infqrmation it needs to judge the risks
within this program.

“ ' 1o 4 . ’ “as

———
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1, qgavihg‘réad the preceﬁing statement defining risk,
n my opinion; the risk for the suhjects in the
propased progect is:

"~ ) ) none’
‘ . . . '
minimal

. _ some
v . '

. T acceptable and within eipected beunds

. . - " . acgeptable but exceeding expected gbunds
" not acceptable . d
4

: +2. I am attaching idformation which includes:

a. " provisions ;o be used in guarding the rights
) and welfare’ of the human subjects ih this
résearch -

b, a description of the methods to bé\employed for
securing Informed Consent of the subjects,
where necessary, with copies of th® form and
explanation to be used .

¢, a description of the risks to the suhjects

. and the potential benefits of this researchn

- . -to the subjects and to the public.

Should any changehin methods hecome advisable, I will bring this to
the attention of the Institutional Review Board before changes are |
initiated." )

"In attendance at the IRB reviews are the five appointed members

A

{three aré required for a quorum}; an RBS.staff member who is the liaison

o * ’
between the RB3 investigators, the Committee and.DHEW: and the Director ©

. of Evaluation. The liaison.is responsible for the documentation and,
minutes of IRB reviews. At it§ first meeting, the Committee ghose not
to elect a chairman; instead, ‘all members have equal authorit}. If a

membér has a concern, then all members must interact until the question

is resolved. ' ‘ ﬁ’

4

, In reviewing projects, the IRB is guided by the Ethical Standards

\ of Psychologists and Ethical Principles in the Conduct ggfaesearch with

. f . . -




LY
» ’

Human Participaﬁts,'Amg;ican Psychological Association, Since eduycational

. research has no coﬁpagable'code of ethics at this time; this one, from

‘ i

» the discipline of psycholdgy, is the closest in applicability.
s ' ‘ '

[

Areas investigated by the Committee include the tonfidentiality

of subjects angd the collection, inter-connection and utilization of data

in the cOQnitive'and affective areas, bhoth at RBS and oi: site {the
- school). The IRB's review of proposals includes questions such’as:
o What is the degréq of risk? ) »

0 Is the risk unusual?,

o Is thé\risk exéended?

© ' How many subjectg are at risk? ‘ %
» , » '
' 0 Is the risk worth the gain? /’}
) o ' What is the type of risk? one of causiﬂ anxiety?
invasion of privacy? causina discomfort? Chreat to
. ’ 2
-dignity or self-image? ecconomic loss? :
L) ; ‘ /
. b .
!
* F)
- .
/ .
, -~ ; 21 .
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Guiding Principles .
N .

—m
"

Sinze the Institutional Review Board was established in 1972,
the following guiding principles, both geueral and specific, have been
developed based on the review of Research for Better Schools' proposals

and plans. Thus, they represent case law and should not be interpreted
as all inclusive, ' \

There are. three general principles which have been developed
by this Institutional Revtew Board (IRB): ’

(1) Fundamentally, the.research method% used by RBS should not expose
subjects to unnecessary risks. An individual is considered to be
at risk 4f he/she may be éxposed to the possibility ¢f injury -- ,
physical, social, ‘emotiorial or coguitive -~ as a consequence of
any participation as a subject in any research, development, or
related activity whieh departs from the application bf those es-
tablished and accepted methods necedsary to mcet his or her needs, ° .
or which ‘increases the ordinary risks of daily life, including the
recognized risks inherent in a chosen occupation or field of
service. Illustrative of the possible risks involved are the

following: ; .o

Losé of ﬁime - ioss of socigl acceptance

Anxiety and frustration Loss of privacy

Public ridicule loss of equal oppoftunity in employ-
Harrassment ment .

Loss of institutipnal funding Denial of knowledge’ acqulsltion
Loss of personal ircome

. o . .\~

.+ 1f, in the course of its reviews, the IRB finds a.deviation from the

above general principle, appropriate changes will' be made or
rQQUested. . ot

(2) Safeguarding the rights and welfare of subjects at rigk in activities
* supported under grants and contracts from government agencies is
primarily the responsibility pf the organization which receives or 1is
accountable for the funds involved. Coa .

(3) . a1l RBS activities previewed by the IRB will be monitored through an
annual review. .

An examination of the specific principles which have been developed
" demonstrates that they compose three interrelated dimensions: topics, popula-
‘tions; and themes. This is displayed on the following page. Following
this chart each dimension will ‘be considered separately with an attempt,
" where possible, to state a genetric principle, and then to epply it to the
gpecific subsets. .

»

.
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“Themes _ ‘.f LT , . ‘
/’\ o ‘ . . -

d . IRB's principles basicalif*ré&ate,to threg general thenmes:
- ' * - . -

- } . . - . N
. l.~Confidentiality of data ecollected about aniézﬁividual or institution
A is one of the primary concerns of the IRB. The identification’of
. snbjects,'schoolg.ahd school districts should not be feadily recon-
. strugtable and should ‘be reconstructab;;gZof course, Shly by author=
: ized personnel. Furthevmore, all reas le steps are taken-to
prevent dig€losure to upauthorized persons of the responses and/or ~
. test results-of any+individual participant. More specific,guide-~
> o lines related to confidentiality may be found undet data collection,
processing and retention. . -
‘- 2. Community acceptance, as it applies to instruméntation or the devel-
. . - opment of educationsl activities, may be defined as agreement that
what 15 being developed 1s ‘generally acceptable as’ A normal part of
the educational experience, g¢ither-instruction or evaluation.

-
3. Vaste of time or economic risk 1s the third major concern. Whether
applied to a participant in an educational activity who may not
v learn as wuch as an alternative program, or to an individual respond-
. Ing to a questionnaire .in which the items, due to thelr poor qualrity,
Jare invalid, the number of subjects invol¥fed should be as small as
can reasonably be arranged consistent with ‘the objective of the re-

search and development activity. .As the risk is reduced, the number

of subjects involved can be iIncreased.

: - .oy

» . M . ¢
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There are two major topicse, the first related to data and the second to )
the development of educatiomal activities. .
Data

- .

Data regarding an inddvidual 1s of concern from the nature.of the infor~ —
mation collected, to the sources used, through the processing, jeporting

and retention. More specifically, the folléwing prineciples have been de- ’
veloped: T

. . * r -

* .
(1) Data aré collected in the following categories:
- [

Lategory . " Guiding Principles
Directory information, e.g., age, Personal demographic information
sex, race, school bu{ldiug, class. such as religion and’ ancestry
P . . " should not be asked. !
-

Socio=econonmic information;wé}g-,
salary, aumber of dependents. v

Achievement T ' o

. Ability

. + Attitudinal

- o
, Work history _ '
Acfivitiep in context, e.g.,
observational data. .
H .(2) Sources of data may involve: - ) .
. - Categoxy. Guiding Principles -
. Individual as subject (e.g., - Information that 1s personally
student, teacher, principal, - evaluative ghould not be asked.
’ central office staff). - " If the iaformation is not a
’ ' matter of objective fact but
involves a judgmeat by the
reppondent, asking the question
. may be personally damaging.
{Example: In one project the
/ procedures used ia collecting in--
- itial screening data were changed
4 : as not to include asking the sty- °
' ", ) dents .to request.letters of rec
& _ . ompendation.)




Gategory \ '

\/“. F o I N

cbservations.

~ ' Category

Ipstrdmgnts

R

e

| .
Guiding Principles

Queetions should not be asked of.
parents which appear to guggest, .
that they take certain actions with
respect to their children when such -
actions, if taken, might turn out

to be counter-productive to learning.
(Example: RBS should®not develop:,
Ques tionnaires which imply values, .-
and henge suggest, by implication,
action.)

~Data ‘Gathering Techniques include, as examples, instrumentation and

Guiding P%inciples

Authority to review standardized
_cognitive instruments is delegated
to the Division Director and the
corporation 8 liaison with the IRB
(JoAnn Weinberger). The .IRB must .
" review and approve the use ofy non-
.standardized cognitive and all
effective instruments as follows'

- non-standardized, non-cognitlve

" dimstruments to be administered to
over AOO.subjects must be pre~
viewed ' '

-.nonrstandardized, noh-cognitive
instruments tc be administered to -
under PO subjects must be re-
viewed-bn a sample stis.

"ﬂ non-s tandardized. "

Instruments which have been approved
by the IRB for a particular use wust
receive another review if they are tg
be distributed or used in a different
manner, . (Example: Career Educatitn
survey instruments were approved for
. uge ‘initially to evaluate RBS model.
When marketed, however, additignal
; included potential use and
} confidentiality of data.)

'y
A

- -
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(4)

(5)

Category

Guiding Pringiplcs,
Observation ) _ Uﬁobtrusivéness on the part of
. b : thé observer.is critical.

L")

-

Data Collection relates 'to maintaining the confidentiality of data ahd’
assurances’ of confidentiality which can be given tq subjects. Regard-
ing the confidentiality of data, the identification of subjects, schools
and school districts should not be readily reconstructable and should be
reconstrﬂctable. of course only by-authorized personnel. Hore specif-
ically. the guidelines to be followed are: X . ..
- Nhenever it can be accomplished ywith reasonable economy and conven-
ience. pupil names should be replaced by codss before data enter
RBS, "Using this procedure no information at RBS could be associated
with &ie individual supplying it and the subjécts would be protucted.

~ Quagtionnaives being returned to RBS should come from the subject,
not from at intermediary in order to protect confidentiality. -
(Example: A teacher comqleting a survey should mail to RBS directly'
and Ebould-not be expected to give it to the primcipal to log-in.)

With reg&rd to assurance of confidentiality, RBS takes all reasonabie

tteps to-prevent disclosure to unauthorized persons of the responses’
and/or test results, of any individual participant. Upon request or
when otherwise considered desirable, potential or active participants.
may be given gfhis assurance, but at the same time, they must be in- ’
formed: the podsibility that RBS may be forced to supply confiden-
tial ddba-to préviously unauthorized persomnel through.the “right to
know" roceedings under the federal Freedom of Information Act.

Qﬁt Processing refers to the wethods uged in hamdling data to ingure
dbneidentiality. coding, storing and computer or hand processing. Tar-
ticular’guidelines which have been developed in this area include:

- Names and coded data should be kept ip separate locations. - .
(Example: Class lists and data should be kept in locked file cab-
"Inets ie geparate offices.)

- The c&mputer should not be able to associate pupil names with re-
search data at ‘the computer center. Rasearch data are defined as
information not repor;ed by indivigual namgs.

. H] - L] L
RBS st&ﬁf‘will use the above criteria for data processing to provide

procedurat guldance. 'Only procedures which are different than the
standard IRB approved pr396£3 will be previewed.

- .:..*- l i - ) /
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(6) Betentidn of Data referg to the storage of personally identifiable

data: In general, personally identifiablejdata which is collected

to evaluate effectiveness of a product 18 kept until the product

has been approved by the Joint Dissemination Review Panel, a pub~
lisher/distributor is obtained, five years have transpired and/or.

the data is no longer néeded for legitimate research. Retention for
longer periods may be permitted on approval by the Executive Director
where certain irreplaceable data Is highly valuable as support for
RBS résearch or as an aild to the future generation of important hy- '
potheses. .

3
. ! .

Rgpo:tihg relates to the preparatlon of reports aund ghe,uses of the
data. Relating Lo confidentiality Is the need In the preparacion and
distribution of reports to prevent identification or linkage of data
supplied by or desgriptive of any one person or organization. This
is most difficult when utilizing case studies. Thus, the recorder
must take speclal care to disgulse as much as possible without de-
grading important research information the identities involved.
Special attention must be paid to the following:

- If a gtatement is not pertinent or acceptable as proof, do not
_ report ic. : ’

Y Clearly label observatious separately from recommendations.

-Avolid inflammatory remarks.

Restrict distribution of poauible "high risks" reportsfﬁo "right-

_ - to-know'" persons,

t .
- Submit all case studies to IRB for review. - o )

Othe) issues related to reporting involve potential risks to teachers

"and to étudepta. With regard to teachers, Question of risk .is when

the responses of students about the instructional process are given
to the gchool préncipal or to the district superintendent. The

- ¢riteria.for gonsidering the extent of risk in this‘situation are:

% .

- It is éenerally acceptable procedure for responses to such items
to be presented to principals and other administrators.

~ ‘Thé teacher has se¢en the instrument before administering it and ,
has dot objected to its use. )

- Benefits o the students outweigh the riaka to the teacher as an
object of investigation.




1

~ The RBS staff will help administrators interpret the data since the

_ teacher 1s ope element in/ 'the instructional process but other
elements can also affect student' learning and attitude.

Risks to studeénts may result ig data are given to a school to augment
the permanent/record of a student unless the data have been collected
by XBS for its«g;zearch and the school would otherwise have collected
the same data. e IRB should be kept informed about any information
being returned to schools about individual students. (Example: In
one project, the information being returned to the student‘s home
school, standardized achievement test scores, was reviewed and approved
since th®Z pupil racord was not being augmented by information Lhe
school district did not usually collect. In another project, identifi-

_able student data wete returned to the school because the instruments
and scoring service were purchased by the school-districct.)

RBS_should not be held responsible for arrangements adopted by a school
to -use Intelligeuce and standardized achlevement test data that RBES

supplies to the school in lieu of data from the regular school districtL
testing program. To reduce the risk that a school will misuse research
or development data supplied to it by RBS the school should be reguired
to seek permission of RBS before relﬁaaing data which RBS has supplied.

Developuent of Educational Activities includes issues related to comnunity
acceptance, length of treatment, affective turriculum, and informed'consent.

One criterion for determining Lhe acceptability of a purpose or procedutes
is acceptance on the.part of the community as a normal part of an educd-

-
tional treatment.

The number of subjects involved should be as small ps can reasonably be
arranged cnnsiaEEnt with the objectives of the research and devélopment
activity. As the risk is reduced, the number of subjects Involved can be
increased. This developmental cycle may be represented as follows:

——
Try=out
Pilot Test o .
g
Fleld Test )

Economie¢ risk as applieé to a participantfén an educational program is wost
likely to be & waste of time., Howevexr, in this development cycle the
atten®ant rislks are congidered minimal since the subject could recover in

&8 reagonable amount of time.
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To reduce economic xisk, the developuental cycle shoukg provide for short

R unit sequences tested and Lthen modified, with the sequences being as short
as feasible to minimize possible time loss for students. (Example: Devel-
opmental cycles for individualized products were examined for compliance.
Possible risks in these areas were: (a) a pupil would waste tiwé in ‘school,
end (b) the pupil would not learn the particular subject matter.)

Affective programs designed to influence feelings should:

- Guide subjects in how to retognize their own feelinés and those
, of others. , .

~ Promote understanding of and inslght into the’sources and causes
of feelings.

~ Lncourdge the expression of feelings of socially acceplable ways.

' - Focus attention on the specific behaviors of subjects and others

which arouse feelings, rather than on their personal character-
istiecs.

- Allow rejection of subjects' speclfic behaviors while avoiding
rejectxon of subjects themselves.

~ Emphasize c¢hanging behaviors as a way of changiwg'feeiings.

) ~ Provide teacher training so that teachers can identify and handle -

problem situations gpuch as subjects' feelings of rejection.

~ Arrange for the signing of "Iaformed Consent" forms! which comply

with DHEW requirements,

"RBS should inform and obtain a written consent on the use of any cuz~
riculum and/or teaching procedure in any formalized program which poses _
unysually and extended risk &0 the individual or which provides materi-
als intended for purposes other than progrém evaluation and revision.

.
L}
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{1974}, codified at 5 U!s.C. g 552,
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at 5 u.s.c. § 552
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4 National Research Act of 1974, P.L. 93-348, 88 Stat., 342 (N974)., .

U.S. Privacy Protection Study Commlsslon, Personal Privacy in.an
Information Society, The Report of the . . . Commission,
Washington, D.C.: Government ﬁrlntlng Offlce, 19?7.
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