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Within the maze of activities that contribute to research and development,
ethical considerations demand continuous professional attention. Responsible
Pr

researchers must proceed with respect and concern for the welfare of the
subjects who participate in R&D programs.
This paper will focus on:
the need to establish a system for the protection of

human subjects;

a-case study describing the operation of a system designed
to protect human subjects; and

a summary of the decisions made within this system for the
protection of human subjects in educational research.

Every researcher has an obligation to protect subjects participating in
research experiments or development programs. Inthe case of educational
research, children as subjects present ethical considerations different ﬂ}én
those presented by adult subjects. Children have less knowledge and expe;'ienf;;
therefore, they are less able to evaluate what participation in research may

mean. Thus, the investigator and the institution must be responsible for establish-

ing and maintaining.ethical practices.

Department of I;Iealth, Education and Welfare policy requires that prospec-
tive grantees provide as suraricés to protect human subjects involved in ’
research. Guidelines for the establishment of policy and procedures are provided
by DHEW in a National Institute of Health/ DHEW document entitled "'The
\ Institutional Guide to DHEW Policy and Protection of Human Subjects.” As
part of the proéedt..lres, each institution provides a statel:ngnt of compliance
assuring DHEW that it will esj:qal).lish and:maintain a competent committee that

will analyze each planned activity to determine that:
‘ -
-= The i'ightg and welfare of subjects are adequately protected.

1
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ri_s_k:z',i s/he may be exposed to the possibility of harm -- physical,

psychological or other «- as a consequence of any activity which goes beyond

" the application of those ‘established and accepted methods necessary to meet
his needs. The more obvious examples of risk inclide the requirement of
strenuous exercise or subjections to deceit, public embarrassment and

humili ation. F;:locedures which <ould not be condoned might involve discom-
fort, anxiety, harrassment, invasion of privacy or any action that constitutes,
a threat to the subject's dignity through .the imposition of demeaning. or

dehumanizing procedures,

Informed c?nsent is the agreement: obtained from a subject, or froi'n his
authorized repre\sentative, to pa;ticipate in a particular research activity.
It serves to respect the indi\;idl;al‘s autonomy and his right to make choices
about his own life by providing a subj(.ect with information about the experiment.
) Se‘curing informed consent may provide secondary benefits by‘encouraging
the investigator to question the value of the proposed project and the adequacy
of measures to protect subjects. Furthermore, informed consent may serve
to incr'ease society's awareness about human research. Detailed specifica-.

tions for informed -consent may be found in Appendix A. ..

| Current policy calls for a self-regulatory systém in which a decentralized
institutional reviéw panel is charged with the responsibility of seeing that the
investigator ?:dheres to the three broad guidelines stated abov;e. The review
process and the decisiorfs rendered must be fully documented. Furthermore,

committee records must be available for audit at any time.

However, recent experience with human experimentation in various
“"‘"—-..
disciplines has prompted renewed concern among the profé‘Ssmns and the public .
that the present regulations regardmg the research process are unsaﬁsfactory.

Some critics call for increased government c.ontrols. more detalled codes of
\) '
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ethics, more powerful professional rgxiew.committ‘»\es or more active

]:;arti.cipation of non-scientists in the reséarch carried out with human subjects.
Others fear that involvement of outsiders or more stringent controls will
prohlblt sc1ent1f1c progress and creatlvity N

More specifically, current proposed changes in NleDHEW p\hcy

requlre' \

L} . - . . \\\'
»1, Inter-disciplinary committees that are composed of some memhsrs

from outside the organization sponsoring the proposal. N\,
2. Review and approval of all proposals involving human subjects by \
A a Committee before submission to DHEW for funding. To comply
- with this, informed consent procedures would have to be followed .
before the investigator was assured funding. )

3. Informed consent of parents of subject children and the consent of

the children themselves if they are seven years of age or older.

These proposed measures highlight the tension which exists between current -
self-determination and the delegation of authority to experts. Questions which
remain unanswered i;lclude: To whom do you delegate authority? ~ Who are the -
expe-rts ? What are their distinctive qualities? What risks are and should be
acceptable? What-vslues do we seek to maximize by accepting or refecting

certain kinds of risks? -

An example of the review procedures used by an educational researchand -

&

development institution, Research for Beéter Schools, Inc. (RBS) provides an
. _insightful case study and a model of the processes used to pr::)tect human subjects.
RBS i3 «ommitted to the development, testing and d'isseminhtion of programs
that individualize and humanize instruction from early childhood through later
life. To accomplish this mission, it is involved in developing products. that
. will optimize opportunities for intellectual growth as well as prornote.self-
reliance, responsiblhty and responsweness to changing social and technelogical
environments. For this type of institution, the ethical considerations, some

5
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. of which are unique to education, 'are constantly highlighted to assure that the
* ’ ’
rights and welfare of the subjects involved in research and development

[ 3 ‘.
activities are adequately protected. . .

RDS receives the majority of its funding from the Department of Health,

"Education and Welfare through the Office of Education (1966-1972) and the
National Institute of Education {1973-). Therefore, in 1972, RBS prepared

a formal policy and procedures, signed a Statement of Compliance for General
Institutional Assurance, and submitted them to ‘.the Institutional Relations Bravnch,
Division of Research of the National Insti‘l;utes of Health. To fulﬁll. its obliga- -
tion, RBS established a committee competent to review projects and activities
that involve human subjects. In appointing the members of the Committee,,

the Executive Director stipulated twc conditions: (1) members of the RBS staff
would be excluded and (2) représentatives from different disciplines would be
included. Conflict of interest would not be a problem since committee members
would be non-RBS staff. Furthermore, a more detailed exa minafion of plans
and proposals would occur if outsiders were i:urgught in as consultants for ethical

review only.

The second condition, an inter-disciplinary committee in which each.member

4

could bring his expertise to the inter-ethical analysis of activities, 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 to serve on the review

committee. .

* It 3
Committee review of curriculum and evaluation designs and materials is

T £}
conducted three times a year with objectivity and in a manner to ensure the

exercise of independent judgment of the members. Materials to be submitted

to the Committee are determined by the principal investigator and a member ‘
of the RBS staff who serves as a committee liaison. The information provided
to the Committee usually consists of a general description of the project,

examples of curriculum materials, plans for collecting and using data’, all

y . )
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evaluation instruments, and procedures for protecting confidentiality of
subjects. Submitted with the materials is the following form showing the

investigator's assessment of the risk involved:

I have read the attached instructions concerning human ¢xperimentation
and herewith submit to the Committee all the information it needs to
judge the risks within this program.

‘1. ilaving read the preceding statement defining risk, in my opinion,
the risk for the subjects in the proposed project is:

minimal

some

acceptable and within expect ed bounds

acceptable but exceeding expected bounds .

not acceptable.

2. [ am attaching information which includes:

a, provisionsto be used in guarding the rights and welfare
of the human subjects in this .research ‘

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

c. a description of the risks to the subjects and the potential
benefits of this research to the subjects and to the public.

-

Should any change in methods become advisable, I will bring this to the
attention of the Review Committee before changes are initiated. " ’

The Committee prepared this form after concluding that all research and
developmer‘lt activities have at least a minimal degree of risk, and that this "
should be recognized by all investigators. The minimal degree of risk is not

to be equated with DHEW defined risk.

1
I

In attendance at the Committee reviews are the five appointed members
(three are required for a quorum); the Executive Director of RBS; his designee
who is the liaison between the RBS investigators, the Committee and DHEW,
and the Dircctor of Education. The liaison is responsible for the documentation
and minutes of Committee reviews. At its first meefing, the Committee chose

not to elect a chairman; inatead, all members have equal authority. If a

8
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mer.ber has a concern, then all members must interact until the question is

-

resolved,

Areas investigated by the Committee include th\‘e confidentiality of subjects

and the collection, inter-connection and util?zation of data in the cognitive and
affective areas. both at RBS and on site (the school}s The Committee's review

of proposals includes questions such as:

- What is the degrée of risk?
- Is the risk unusual?
- Is the risk extended? -
- How many subjects are at risk?
- Is the risk worth the gain? P
- What is the type of zi3k? one of causing anxiety?
invasion of privacy? causing discomfort? threat
to dignity or self-image? economic loss?

Since this Committee was established in February of 1972, major policy

decisions have been made, These include, as examplea:z

.
i3 A

1, The Committee believes that persons participa\ﬁng in educational N
programs either as students or staff members fpay be subject to \
at least three distinguishable types of risks: ecogpomiic, psychological \
and medical,’ The Committee is concerned about %1l three types of
risks, inasmuch as the research and development f\rograms operated

" by RBS may entail all three types; however, economjic and psychological
risks are particularly likely, the first during program developnrent
and the second during program evaluation. ,

The particular form of economic risk to which a partici i

educational program is most likely to be subject is the pogsible waste

of his or her time, To combat this particular risk, the following

should be established by the RBS staff in planning research and

development activities: b

a) There is an expectation of potential benefit in terms of
students' learning faster and'better as a result of the
research or development activity,

, 1The complete set of questions asked whenever the collection and/or
' inter-cgnnection of data are involved may be found in Appendix B, .
m 4

zA complete listing of Committee policy decisions and specific ex;amples
of implementation may be found in Ap;q:dix C.

.
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b) The developmental cycle provides for short unit sequences

tested and then modified, and the sequences being as short
. as feasible to minimize possible time loss for the students.

¢) The number of sti:dents_involved is as small as can reasonably
be arranged consiatent with the objectives of the research or

. development g<tivity. As the risk is reduced, the number of
students ipvolved can be increased.
) ‘#’" &

2. CommyzAty acceptance of a purpose or a procedure as being'a normal
parf.iA an educational treatment can be used as one criterion for
dstermining the acceptability of a purpose or procedure.

.. The identification of subjects, schools, and the school districts should
not be readily reconstructable and should be reconstructable, of
course, only by authorized personnel. ; -t

.

LY

.

In fulfilling its obligations, the Committee has never completely rejected
propesed activities; however, clarification and/or alteratinns in procedures

and instruments have bee”» mandated. Examples of Committee mandates have

4

included:

1. Changing in-house procedures for storing of raw data to insure confi~
dentiaMty.
1 4

2. Revising forms for informed ¢onsent to add specificity.

3. Rewriting particular items in evaluation instruments before
the questionnaires could be administered.

>

Committee d'ecisions‘, along with their rationale, are recorded in the

N ]
Minutes of the Committee and given to the principal investigators.

a

An additional benefit derived from the Committee is its ongoing con~
structive suggestions. Going beyond its assigned responsibility, the Committee
uses its technical experti se to add external, varied input to program planning

and the development of evaluation instruments.

Thus, the Review Committee for the Protection of Human Subjects’at
Research for Better Schools provides a system assuring that the rights and
welfare of human subjects are protected. The value of this Committ ee and
its conymitment to the individual make a unique contribution to educational

19

research and development.
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IN FORME/I:) CONSENT -
/

y : . ‘ ’

Informed Corlsent is the agreement c;)btaine-d from a subject, or from

his authorized représentative, to participate in an activity. DHEW defines
basic elements of Informed Consent in the six statements which follow.
However, in some instances these may be mc;ﬂified or eliminated -~ see

-

Item C. next page. .-

1. & fair explanation of the procedures to be followed, including
an identification of those which are experimental;
2. A description of any attendant discomforts and risks; X

3, A description of any benefits to be expected: /

4, A disclosure of apy appropriate alternative procedures that
would be advantageous to the subject;

5. An offer to answer any inquiries concerning the procedures: /
and -

. > 6. An instruction thatthe subject is free to withdraw his consent
and to discontinue particpation in the project or activity at any

tlrrﬁi. .
I . _
~In adaitii:n, the agreement, written or oral, entered into by the sub-
jecf, should'include no exculpatory language through which the subject is
made to waive, or appear to waive, -any of his legal rights, or to release
the institution or its agents from liability or negligence. Informed Consent
must be gocumented. The documentation will follow one of the following

three forms:

1.3
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A. Provision of a written consent document embodymg all of the basic---
elements of Informed Consent.. This form is to be signed by the sub. .
ject or his authorized representative. A samiple-of the _forrn as ap- .
proved by the Committee is to be retained in its recerds. Completed

forms are to be retained by the Program Director.

¥

B. Provision of a '"short" form written consent document indicating that
the basic elements of Informed Consent have been presented orally to
the subject. Written summaries of what is to be said to the subject
are to be a:pproved by the Committee. The "short" form is to be signed
by the sub]ect or his authonzed representatwe and an auditor-witness
to the oral presentation and to the sub‘]ect'*s or his authorized Tepre.
sentative's signatu ret. A copy of the approved -summa ry, annotated to
show any additions, is to be signed by the persons oﬁtaining the consent
on behalf of the institution and by the auditor-witness. Sample copies

of the consent form and of the summaries as approved by the Commit- ¢

tee are to be retained in its records. Completed forms are to be re. @
h # L

. tained by the Program Director. @

. Modificiftion of either of the above two primary procedures must be

approved by the Committee in the minutes signed by the Chairman.

dranting of permission to use _modified procedures imposes additional d
. responsibility upori the Review Commyittee and the institution to estab- ’
"lish that the rtsk to any subject is minimum, that use of either of the
primary procedures for obfaining Informed Consent would surely m-"
validate objects of considerable immediate importance, and that any

reasonable alternative means for attaining the ge,objects wonld be less

"advantageous to the subject.

st 8
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COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS

AREAS OF CONCERN

-

ON SITE RBS

-

What is the type of risk: cause of anxiety?”.
invasion of privacy? cause of discomfort?
threat to dignity of self- image‘?

’k ecdnomic loss? ‘

What is the degree of risk?

Is the risk unusual?

Is the risk extended?

How many subjects are at risk?

Collecting Data: Cognitive

Affective

%

Tt Nt wpmtt St Segl gt et vt gt Segl et vyt St vt

j b Is the risk worth the gain?
- Who is the beneficiary: the individual? society?
e If risk is involved, how difficult is it to remove
the risk? '
1 " Will the subjeet or his representatwe give
f . - informed consent?
A L)
!
H

L

£l




AREA OF CONCERN (Continued)-

-

RBS

ON SITE
Inter-connecting Data: *
Cognitive y .o
}
)
)
. }
)
. )
Affective )
b )
3 )
)
)
)
}
)
7 )
)
)

*  The concern in the area of inter-connecting data
is the linking of different records on the same
individual., Developing a large bank of knowl-
edge on the students in one school without pre-
cise reasons given will be questioned by the

Committee.
S

What is the type of risk:
,cause of anxiety? invesion .

T ofsprivacy? cause of dis-

comfort? threat to dignity or
self-image? -economic loss?
Is the risk unusual?

Is the risk extended? .

How many subjects are at
risk? '

Is the risk worth the gain?
What steps would have to be

- taken to inter-connect data?

Are the data which can be
inter-connected sensitive?
Who is the beneficiary: the
individual? society?-

I yisk is involved, how
difficult is it to remove the
risk?

¥l
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Since this Committee was established in February of 1972. major
policy decisions have been made. These include:
¥
Committee Policy Decisions Specific Example of Implementation .
L i
+« 1. The Committee believes that In terms of curricplum, the develop-

perscns participating in educational mental cycle utilized was examined
programs either as students or . in terms of the possible rigks:
staff members may be subject to at i
least three distinguishable types a) the pupil would waste {jme in ,
of risks: economic, psychological school, and
and medical, The Committee is b) the pup.il would not learn the

concerned aboyt all three types of
risks, inasmuch as the research

and development programs operated )
by RBS:may entail all three types; -
however, economic and psychological
risks are particularly likely, the

first during program development

and the second durmg program evalu-

particular subject matter.

However, due to the develdpmental
cycle utilizing short instructional
sequences, the attendant risks were
considered minimal since the
student could recover in a reasonable
ation. ‘ amount of time. The potential bene-
fita are the possibility of learning

The particular form of econormc . . faster and better.
, risk to which a part1c1pa-nt in an educa=-

tional program is most likely to be

subject is the possible waste of his or

her time. To combat this particular.

risk, the following should be established

by the RBS staff in planning research

and dévelopment activities:

a) There is an expectation of po- o 8
’ tential benéfit in terme of students'

learning faster and better as a result of

the research or development activity,

b) ~ The developmental cycle provides
for short unit sequences tested and then
modified, with the sequences being as
short as feasible to minimize possible
time logg for the students.




Commitiee Policy Decisions

¢) ‘The number of siudents

invoived is a8 small ag can reason-

abhly be arranged consistent with
the ¢bjectives of the research or

' development activity. As the

risk is reduced, the number of

students involved can be increased.

This may be represented by an
inverted pyramid:

Developmental Cycle
Field Test

Number of

éubjects Pilot Test

Try-o'ut

2. Community acceptance of a pur-
pose or a procedure as being a
normal part of aa educational treat-
ment can be used as one criterion
for determining the acceptability of
a purpose or procedure.

3. The idéntification of subjects,
schools, and the school districts
should not be readily recoi‘\stmctable
and should be reconstructable, of
coutse, only by authorized personnel.

17 -

SpeciI:ic Example of Implementation

g

Achievement and affective tesling
are acceptable evaluation procedures.

The Committee recommends that
names and coded data he keptin
separate locations. For example,
class lists and data should be kept

in separate file cabinets. The com-
puter should not be able to associate ,
pupil name with research data ata -
Computer Center. Research data
are defined as information not re-
ported by individual names.

4 -
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Committee Policy Decisions

4. Since there is some risk to the
body of children attending a school
if the results of an educational
treatment are negative and publicly
reported, information about the
results of educational programs
should be reported only to the
schools in which the information
originates. Within RBS, schools
should be assigned numbers for
data processing.

5. Data should not be given to a
school to augment the permanent
record of a student unless it would

be of specific help to local school
personnel. The Committee wants

to be kept informed about all the
types of information being returned to
schools about individual students.

6. Whenever it can be accomplished
with reasonable economy and con-
venience, pupil names should be re-
placed by codes before data enters
RBS. These codes should be assigned
at the field sites with no master lists
kept at RBS. Using this procedure,
no information #t RBS could be as-
sociated with the individual supplying
it and the subjects would be protected.

7. The RBS staff should not be held
responsible for arra3ngements adopted
by the school to use intelligence and
standarized achievement test data

that RBS supplies to a school in lieu of
regular school district testing pro-
gram.

>

L
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Specific Example of Implementation

All schools have codes for data
processing. Information, identi-
fied by school name, is only re-
ported to that individual school.
Any comparative reports use
schools codes. )

In one project, the information
being returned to the student's home
school wasg reviewed and approved
since the pupil record is not being
augmented. The only test results
being returned are on an achieve-
ment test used by that school
district. '

&
In one project, pupil codes are justified
based on administrative feasibility -.
there are fewer classes and pupils.
However, a master list is kept at .
RBS.

RBS cannot be held responsible for
what the school does with the infor-

- mation, either by insisting that they

meet certain security procedures or
by monitoring so that the schools do
indeed meet those procedures. The
schools receive no more data thah
they would have received from their
central office.




19
Committee Policy Decisions Specific Exampx‘ of Imglemen'ta\'tion
L3
8. To red;:ce the risk thata All schools receiving data from RBS
school will misuse research or "are informed of this decision.

development data supplied to it by

RBS, the school should be required

to seek pern’fissioﬁ of RBS before

relea sing data which RBS has .
supplied. . |

9. Parent questionnaires should be RBS should not develop questionnaires
designed to avoid questions which which imply values, and hence suggest,
would appear to suggest to par‘ents by implication, action. In this regard,
that they take certain actions with concern should be given to length,
respect to their children when such specificity of questions, avoidance
actions, if taken, might turn out to of generalities, etc. -

be eounter-progductive to learning.

10. 1n collecting demographic data, In one project,- the procedures used in
. the RBS staff should not ask for collecting initial screening data
information that is personaily were changed so as not to include
evaluative., If the informationis king the students to request letters -~
not a matter of objective fact but ; recommendation.
"involves a judgment hy the respond- ,.,

ent, asking the question may be
personally damaging.

11. Religious preference of subjects The Committee was assured that
should not be asked., - religious preference was not to be
' i _ -completed even though there was a

place for it on the Personal Observa-
tion Inventory used by.one project.

Vet
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Committee Policy Decisions Specific Example of Implementati_(r;n
Y
12, There is a question of risk to Questionnaires which include item(s)
. teachers when the responses of stu- asking for the student's response
dents about the instructional process about his teacher({s) are acceptable
are given to the school principal or evaluation measures. '
to the district superintendent. The
criteria for considering the extent of *
risk in this situation are:
a) It is a generally acceptable
procedure for responses to
such items to be presented to
principals and other admin-
istrators. y
b) Benefits to the students out- . ) '
weigh the risks to the teacher '
as an object of investigation, )
c) It is the responsibility of the .
RBS staff to help administra-
tors interpret the data since
the teacher is one element in
implementing curriculum but
other elements can also affect )
student learning.
d) When the teacher se¢es the instru-
~ ment before administering it,
" s/he has given de facto informed
consent. )
13, The policy of RBS is to inform Informed Consent signed by parents
and obtain a written consent on the of entering students in the Academy
use of a curriculum and/or teaching for Career Education was required
procedure in any formalized pro- since the creation of a new school
gram which poses unusual and may provide for unusual curriculum "~
extended risk to the individual or and teaching procedures.

which provides material intended *
for purpoges other than program
evaluation and revision.
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"4, When audio visual records of an
educational activity are made for
research or development purposes,
a release form should consit of a
full disclosure of the possibiljty.

that the audio visual materials may

be used for purposes otlier than for
evaluation and revision. The in-
clusion of full information about
these possibilities in the release
form is necessary so that the
persons granting the release may
realize that they are waiving their
right to privacy and any claims of
economic benefit from the subse-
quent sale or use of the audio-visual
materials. .

21

Specific Example of Implementation

For one program, the consent form
written to incorporate the
Committee's recommendations,




