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Dear Speaker Unpingco:

Enclosed please find Substitute Bill No. 347 (COR), "AN ACT TO ADD
CHAPTER 24 TO DIVISION 3 OF TITLE 17 OF THE GUAM CODE ANNOTATED,
RELATIVE TO DESIGNATING UOG'S COMMITTEE ON HUMAN SUBJECTS IN
RESEARCH AS THE INSTITUTIONAL REVIEW BOARD FOR REVIEW AND
APPROVAL OF RESEARCH CONDUCTED ON GUAM WITH REGARD TO HUMAN
SUBJECTS", which was vetoed and subsequently overridden by i
Liheslatura. This legislation is now designated as Public Law No.
24-326.

Very truly yours,

Carl T. C. Gutierrez
I Maga'lahen Gudhan
Governor of Guam

Attachment: copy attached for signed bill or overridden bill
original attached for vetoed bill

cc: The Honorable Joanne M. S. Brown
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MINA'BENTE KUATTRO NA LIHESLATURAN GUAHAN
1998 (SECOND) Regular Session

CERTIFICATION OF PASSAGE OF AN ACT TO I MAGA'LAHEN GUAHAN

This is to certify that Substitute Bill No. 347 (COR), “AN ACT TO ADD CHAPTER 24 TO
DIVISION 3 OF TITLE 17 OF THE GUAM CODE ANNOTATED, RELATIVE TO
DESIGNATING UOG'S COMMITTEE ON HUMAN SUBJECTS IN RESEARCH AS THE
INSTITUTIONAL REVIEW BOARD FOR REVIEW AND APPROVAL OF RESEARCH
CONDUCTED ON GUAM WITH REGARD TO HUMAN SUBJECTS,” returned without
approval of [ Maga’lahen Guahan, was reconsidered by I Liheslaturan Guahan and after such
consideration, did agree, on the 30" day of December, 1998, to pass said bill
notwithstanding the veto of I Maga'lahen Guahan by a vote teen (14) members.

ANTONIO R. UNFINGCO
Speaker

This Act was received by I Maga'lahen Guahan this 3/S 7 day of &66&77 be,
1998,at__- 240 gelock ;E M.

('_

Dhevngidtond
Assistant Staff Officer
Maga’lahi’s Office

Public Law No. _ 24-326




MINA’BENTE KUATTRO NA LIHESLATURAN GUAHAN

1997 (First) Regular Session

Bill No. 347 (COR)
As substituted by the Committee
on Education and as amended

on the Floor.

Introduced by: L. A. Leon Guerrero
B

J. M.S. Brown
Felix P. Camacho
Francisco P. Camacho
M. C. Charfauros
E.].Cruz

Mark Forbes

L. F. Kasperbauer
A.C. Lamorena, V
C. A. Leon Guerrero
V. C. Pangelinan

J. C. Salas
A. L.G. Santos

F. E. Santos

A.R. Unpingco

J. T. Won Pat

AN ACT TO ADD CHAPTER 24 TO DIVISION 3 OF
TITLE 17 OF THE GUAM CODE ANNOTATED,
RELATIVE TO DESIGNATING UOG’S
COMMITTEE ON HUMAN SUBJECTS IN
RESEARCH AS THE INSTITUTIONAL REVIEW
BOARD FOR REVIEW AND APPROVAL OF
RESEARCH CONDUCTED ON GUAM WITH
REGARD TO HUMAN SUBJECTS.
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BE IT ENACTED BY THE PEOPLE OF GUAM:

Section 1. Legislative Findings. [ Liheslaturan Guahan finds that
research studies involving human subjects are conducted on Guam, and
realizes a need to protect the rights of persons participating in human
research projects through a review of research proposals, plans, procedures
and protocols. It further finds that designation of the University of Guam’s
(“UOG’s”} Committee on Human Subjects in Research as the Institutional
Review Board (“IRB”) for researchers and collaborators at University of Guam
and for researchers who are not under other IRB’s is the appropriate body to
review proposals, plans, procedures and protocol for research involving
human subjects and to approve or disapprove the same.

Furthermore, I Liheslaturan Guahan finds that human research conducted
on Guam do not always acquire informed consent from persons participating
in the programs, and that there is a need to regulate and mandate informed
consents to ensure that those persons participating are adequately informed.

The Review Board will be under the auspices of UOG as it has been
identified as the suitable entity under the direction of the Graduate School
and Research Department.

Section 2. Chapter 24 is hereby added to Division 3 of Title 17 of the
Guam Code Annotated to read as follows:

“CHAPTER 24.
Section 24101.  Definitions. As used in this Chapter:

(a) ‘Board’ means the Guam Research Review Board.
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(b) ‘Investigator’ means any individual, public or private entity,
or agency engaged in or purposing to engage in research subject to
regulation.

(c) ’Legally’ authorized representative means an individual or
judicial or other body authorized under applicable law to consent on
behalf of a prospective subject to the subject's participation in the
procedure(s) involved in the research.

(.d) ‘Research’ as defined in the Federal Register, §102
Definitions.

() ‘Research’ subject to regulation means research involving
human subjects.

(f)  'Human subjects’ means a living individual about whom an
investigator conducting research obtains:

(1) Data Through Intervention or Interaction with the
Individual. Intervention includes both  physical
procedures .by which data are gathered and manipulations of the
subject or the subject's environment that are performed for
research purposes. Interaction includes communication or
interpersonal contact between investigator and subject.

(2) Identifiable Private Information. Private information
may include information about behavior that occurs in a context
in which an individual can reasonably expect that no observation
or recording is taking place, and information which has been
provided for specific purposes by an individual and which the

individual can reasonably expect will not be made public (for
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example, medical records).  Private information must be

individually identifiable in order for obtaining the information to

constitute research involving human subjects.

(g) 'Minimal risk’ means that the probability and magnitude of
harm or discomfort anticipated in the research are not greater in and of
themselves than those ordinarily encountered in daily life or during the
performance of routine physical or psychological examination or tests.

Section 24102. Board; Terms; Appointment; Continuance;
Removal. Members of the Board shall be consistent with the
University of Guam’s Committee on Human Subjects and Research
which is: three (3) or four (4) professional research proficient experts
from the University of Guam; at least one (1) Guam community
representative; at least one (1) local religious leader; and at least one (1)
licensed practicing local medical doctor.

Section 24103. Purpose. The purpose of the Board is to
review, approve, require modifications to secure approval or
disapprove all research subject to regulation.

Section 24104. Powers. The Board shall have and exercise
each and all of the following powers:

(a) review and have authority to approve, require
modifications to secure approval or disapprove all research
activities covered by the rules and regulations;

(b) require documentation of informed consent of all
human subjects participating in the research subject to regulation.

At the Board's discretion, require additional information be given
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to the subjects which would add to the protection of the rights and

welfare of the subjects;

(c) notify the investigators and the institution in writing
of its decision to approve or disapprove the proposed research
activity, or of modifications required to secure approval of the
research activity. If the Board decides to disapprove a research
activity, it shall include in its written notification a statement of
the reasons for its decision and give the investigator an
opportunity to respond in person or in writing;

(d) conduct continuing review of research subject to
regulation at intervals appropriate to the degree of risk, but not
less than once per year and shall have authority to observe or have
a third party observe and consent to the process and the research;
and

(e) to disapprove research subject to regulation which had
been previously approved.

Section 24105. Duties of Investigators. The
proposals, plans, procedures and protocols for all proposed research
subject to regulation shall be submitted to the Board for review,
approval, modification or disapproval. No research subject to
regulation shall be conducted without Board approval. The plans,
procedures and protocols for all research subject to regulation which is
being conducted at the time of the enactment of this legislation shall be
submitted to the Board for review, approval, modification or

disapproval within thirty (30) days of this bill becoming law. Research
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subject to regulation which is being conducted at the time of the
enactment of this legislation may continue pending Board action.
Section 24106.  General Requirements for Informed Consent.

No investigator may involve a human being in research subject to
regulation unless the investigator has obtained the legally effective
informed consent of the subject, or the subject’s legally authorized
representative. An investigator shall seek such consent only under
circumstances that provide the prospective subject or the representative
sufficient opportunity to consider whether or not to participate, and that
minimize the possibility of coercion or undue influence. The
information that is given to the subject or the representative shall be in
language understandable to the subject or the representative. Unless
otherwise provided by law or regulation, no informed consent, whether
oral or written, may include any exculpatory language through which
the subject or the representative is made to waive or appear to waive
any of the subject’s legal rights, or releases or appears to release the
investigator, the research sponsor, if different, or their agents from
liability for negligence.

(a) Basic Elements of Informed Consent. Except as
provided in Paragraphs (c) or (d) of this Section, in seeking
informed consent the following information shall be provided to
each human subject or the subject’s legally authorized
representative:

(1) a statement that the study involves research, an

explanation of the purpose of the research and the expected
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duration of the subject’s participation, description of the
procedures to be followed and identification of any
procedures which are experimental;

(2) a description of any reasonably foreseeable risk
or discomforts to the subject;

(3) a description of any benefits to the subject or to
others which may reasonably be expected from the research;

(4) a disclosure of appropriate alternative
procedures or courses or treatment, if any, that might be
advantageous to the subject;

(5) a statement describing the extent, if any, to
which confidentiality of records identifying the subject will
be maintained;

(6) for research involving more than minimal risk,
an explanation as to whether any compensation and an
explanation as to whether any medical treatments are
available if injury occurs, and, if so, what it consists of or
whether further information may be obtained;

(7) an explanation of whom to contact for answers
to pertinent questions about the research and research
subject’s rights, and whom to contact in the event of a
research-related injury to the subject; and

(8) a statement that participation is voluntary,
refusal to participate will involve no penalty or loss of

benefits to which the subject is otherwise entitled, and the



O 20 3 N th kW N e

O L N N T R L L R e T = T O W * Sy G G U W
hh A~ W N =~ O W 00~ N h BRWON RO

subject may discontinue participation at any time without
penalty or loss of benefits to which the subject is otherwise
entitled.

(b) Additional Elements of Informed Consent.

When appropriate, the Board may require that one (1} or

more of the following elements of information shall also be

provided to each subject:

(1) a statement that the particular treatment or
procedure may involve risks to the subject, or to the embryo
or fetus, if the subject is or may become pregnant, which are
currently unforeseeable;

(2) anticipated circumstances under which the
subject’s participation may be terminated by an investigator
without regard to the subject’s consent;

(3) any additional cost to the subject that may result
from participation in the research;

(4) the consequences of a subject’s decision to
withdraw from the research and procedures for orderly
termination of participation by the subject;

(5) a statement that significant new findings
developed during the course of the research which may
relate to the subject’s willingness to continue participation
will be provided to the subject; and

(6) the approximate number of subjects involved in

the study.
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(c) The Board may approve a consent procedure which

does not include, or which alters, some or all of the elements of
informed consent set forth above, or waive the requirements to
obtain informed consent; provided, that the Board finds and

documents that:

(1) the research or demonstration project is to be
conducted by, or subject to, the approval of Federal, state,
territorial or local government officials, and is designed to
study, evaluate or otherwise examine: (i) public benefit of
service programs; (ii) procedures for obtaining benefits or
services under those programs; (iii) possible changes and/or
alternatives to those programs or procedures; or (iv) possible
changes in methods or levels of payments for benefits or
services under those programs; and

(2)  the research could not practically be carried out
without the waiver or alteration.

(d) The Board may approve a consent procedure which

does not include, or which alters, some or all of the elements of
informed consent set forth in this Section, or waives the
requirements to obtain informed consent; provided, that the Board

finds and documents that:

(1) the research involves no more than minimal risk
to the subject;
(2}  the waiver or alteration will not adversely affect

the rights and welfare of the subject;
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(3) the research could not practically be carried out
without the waiver or alteration; and

(4) whenever appropriate, the subjects will be
provided with additional and pertinent information after
participation.

(e) The informed consent requirements are not intended to
preempt any applicable Federal, state or local laws which require
additional information to be disclosed in order for informed
consent to be legally effective.

(f) Nothing in this Section is intended to limit the
authority of a physician to provide emergency medical care, to the
extent the physician is permitted to do so under applicable
Federal, state, or territorial law.

Section 24107.  Criteria for Board Approval of Research.

In order to approve research subject to regulation, the Board shall

determine that all the following requirements are satisfied:

(a) Risks to subject are minimized: (i) by using
procedures which are consistent with sound research design and
which do not unnecessarily expose subject’s to risk; and (ii)
whenever appropriate by using procedures already being
performed on the subjects for diagnostic or treatment purposes.

(b} Risks to subject are reasonable in relation to
anticipated benefits, if any, to subjects and the importance of the
knowledge that may reasonably be expected to result. In

evaluating risks and benefits, the Board should consider only

10
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those risks and benefits that may result from the research, as
distinguished from risks and benefits of therapies subject would
receive even if not participating in the research. The Board should
not consider possible long range effects of applying knowledge
gained in the research (for example, the possible effects of the
research on public policy) as among those research risks that fall
within the purview of its responsibility.

(c) Selection of the subjects is equitable. In making this
assessment the Board should take into account the purposes of the
research and the setting in which the research would be
conducted and should be particularly cognizant of the special
problems that research involving \}ulnerable populations, such as
children, prisoners, pregnant woman, persons with disabilities,
the elderly, or economically or educationally disadvantaged
persons.

(d) Informed consent will be sought from each
prospective subject or the subject’s legally authorized
representative, in accordance with, and to the extent required by
Board regulation.

(¢) Informed consent will be appropriately documented,
in accordance with, and to the extent required by Board
regulation.

(f)  When appropriate, the research plan makes adequate
provision for monitoring the data collected to ensure the safety of

subjects.

11
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(g) When appropriate, there are adequate provisions to
protect the privacy of subjects and to maintain the confidentiality
of data.

When some or all of the subjects are likely to be vulnerable
to coercion or undue influence, such as children, the elderly,
prisoners, pregnant women, mentally disabled persons or
economically or educationally disadvantaged persons, additional
safeguards have been included in the research plans, procedures
or protocols to protect the rights and welfare of these subjects.

(h) Progress reports or thesis shall be made available to
subjects participating in the research as appropriate.

Section 24108.  Grievance Procedure. If application for
approval is denied for a research proposal, investigators may appeal to
the Dean of the Graduate School and Research. The Dean will appoint
an ad hoc committee for a second, independent review of the research
project. The findings of the ad hoc committee are to be presented to the
Committee on Human Subjects in Research no later than ninety (90)
days after receipt of grievance from the investigator, to determine the
final decision to approve or not to approve a research project.

Section 24109. Fines and Penalties. Upon determination of
the Review Board through the approved rules and regulations, any
investigator, research sponsor or their agents, which conducts research
subject to regulation in violation of this Chapter shall be subject to a fine

of One Thousand Dollars ($1,000.00) per each violation, and shall be

12
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prohibited from continuing and conducting human research studies for
not less than two (2) years.

The Dean of the Graduate School and Research shall refer any
cases determined by the Review Board as a valid violation to the
Attorney General’s Office for investigation and prosecution.

Section 24110. Appropriation: Authorization. There is
hereby appropriated from the General Fund a total of Forty Thousand
Dollars ($40,000.00) for the purpose of hiring one (1) clerical staff and
other accommodations necessary to assist with the function of
processing applications. This appropriation shall continue until

expended for the operations and purposes specified herein.”

13
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Beofhe via: Committee on Rules
Senator
Thomas C.
Ada

Member Dear Mr. Speaker:

Senator

“:“5(3; The Committee on Education to which was referred Bill No. 347 (COR): “AN ACT TO
n%ember ADD CHAPTER 24, DIVISION 3, 17 GCA TO DESIGNATE THE UNIVERSITY OF

conton GUAM'S COMMITTEE ON HUMAN SUBJECTS IN RESEARCH AS THE
Elizabeth INSTITUTIONAL REVIEW BOARD FOR REVIEW AND APPROVAL OF RESEARCH
Barrett. CONDUCTED ON GUAM WITH REGARD TO HUMAN SUBJECTS,” hereir. reports

Anderson

Member back with the recommendation TO DO PASS Substitute Bili No. 347.

Vice Speaker
Anthony C.

Blaz .
Mamber Votes of the committee members are as follows:

Senator
Joanne M.S.
Brown
Member

7 To Pass
Senator

Felix P.
Camacho Not To Pass

Mernber

Senator : H
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Camacho
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Senator
Edwardo J.
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Senator Sincereiy,
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Member -
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Senator /_-’} /
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Member
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Senator
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Member

Education is the Wayl
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COMMITTEE ON EDUCATION Agaha, Guam 94910 e mal leakids@ite.net

October 22, 1998

TO: All Members
Committee on Education

FROM: Chairman

SUBJ: Voting Sheet

Transmitted herewith is the voting sheet and committee report for Substitute Bill No. 347
(COR): “AN ACT TO ADD CHAPTER 24, DIVISION 3, 17 GCA TO DESIGNATE THE
UNIVERSITY OF GUAM’S COMMITTEE ON HUMAN SUBJECTS IN RESEARCH AS
THE INSTITUTIONAL REVIEW BOARD FOR REVIEW AND APPROVAL OF
RESEARCH CONDUCTED ON GUAM WITH REGARD TO HUMAN SUBJECTS.”
Your attention to this matter is greatly appreciated.

Sincerely,

7 @7/7 G
LAWREN KASPERBAUER

Attachments

Education is the Wayl ———



COMMITTEE ON EDUCATION

TWENTY-FOURTH GUAM LEGISLATURE
155 Hesler Street, Agana, Guam 96910

Chairman: Senator Lawrence F. Kasperbauver Vice Chairman: Senator John C. Salas
Ex-Officio Member: Speaker Antonio R. Unpingco

VYOTING SHEET ON:

Substitute Bill No. 347 (COR): “AN ACT TO ADD CHAPTER 24, DIVISION 3, 17 GCA TO DESIGNATE
THE UNIVERSITY OF GUAM’S COMMITTEE ON HUMAN SUBJECTS IN RESEARCH AS THE
INSTITUTIONAL REVIEW BOARD FOR REVIEW AND APPROVAL OF RESEARCH CONDUCTED ON
GUAM WITH REGARD TO HUMAN SUBJECTS.”

TO NOTTO TO PLACE IN
COMMITTEE MEMBERS INITIAL PASS PASS ABSTAIN INACTIVE FILE
7 -
Sen. Lawrence F. Kasperbauer ¥ ,}/(_,
Chairman

Sen. John C. Salas

Vice-Chairman

Spkr. Antonio R. Unpingco

Ex-Officio Member

Sen, Thomas C. Ada

Member

Sen. Frank B. Aguon, Jr.

Member

Sen. Anthony C. Blaz

Member

Sen. Joanne M.S. Brown

Member

Sen, Felix P. Camacho

Member

Sen. Francisco P. Camacho

Member

Sen. Edwardo J. Cruz

Member /
Sen. Mark Forbes %k
Member

Sen. Angel L..G. Santos

Member

Sen. Judith Won Pat é% v

Member



COMMITTEE REPORT
COMMITTEE ON EDUCATION
May 5, 1998

Bill No. 347: AN ACT TO CREATE A REVIEW BOARD OF REVIEW
AND APPROVAL OF RESEARCH CONDUCTED ON GUAM
WITH REGARD TO HUMAN SUBJECTS.

Senators present: Senator Larry Kasperbaur, Chairperson, Senator
Lou Leon Guerrero, Senator Mark Charfauros and Senator Frank
Camacho.

Those present to testify were: Dr. Jose T. Nededog, President,
University of Guam, Dr. Joyce Camacho, Dean of Graduate School
and Research, University of Guam, Dr. Kyle Smith, Professor of
Psychology, University of Guam, Dr. Randall L. Workman, Professor
of Sociology, University of Guam, Gregoria Smith, Psychometrist,
UOG/UCSD Research Project, Mr. Ray Adonay, Dr. Bert
Weiderholt, Physician/Neurologist, University of California-San
Diego and Debbie Quinata.

Those not present, but submitted written testimony were: Dr. John
Steele, Dr. Marcus Tye, Asst. Professor, Psychology, University of
Guam, Dr. Richard Colfax, Management & Marketing
Chairperson, University of Guam, Dr. Seyda Turk Smith, Associate
Professor, Psychology, University of Guam, Dr. Pamina |. Hofer,
Clinical Neurolopsychologist and Guam Lytico and Bodig
Association.

Overview of Bill

Senator Lou Leon Guerrero shared with the Committee members
and the audience an overview of Bill 347.

Bill 347 was drafted as a result of a public hearing conducted during
the 23rd Guam Legislature when Senator Lou Leon Guerrero was
Chairperson of Health, Welfare & Senior Citizens to discuss various



research done on Guam. There was a public outcry on how we
protect human subjects for research. The University of Guam has a
review board, as well as the Guam Memorial Hospital. However,
Bill 347 will set forth rules and regulations to assure that people are
protected with informed consent. All research studies and
methodologies must go through a review process.

Oral Testimonies

Dr. Jose Nededog, President, University of Guam presented his oral
testimony in support of Bill 347. He indicated that this bill can act as
an umbrella for various research done on Guam. His concern was
that the present staff is overtasked and the bill should be modified to
include support - a clerk and supporting equipment.

Dr. Joyce Camacho, Acting Dean for Graduate School and Research
submitted oral testimony to support Bill 347. Her concerns include (1)
duplication of existing review; (2) the role of University of Guam in
research; (3) delays in conducting research; and (4) composition of
Committee members as stated in the proposed legislation.

Dr. Camacho gave some background information on the existing
research board: The Research Council is comprised of the Dean of
Graduate School and Research, Dean of Learning Resources,
Directors of Research Institute, Associate Dean of Agriculture
Experiment Studies and elected faculty from the five (5) academic
colleges with an ex-officio representative to the Council of
Undergraduate Research.

The Council meets bimonthly to discuss relevant research issues.
Their tasks include development, review and enforcement of
research policy at the University of Guam. One of the standing
committees of the Research Council is the Committee on Human
Subjects in Research. They are tasked with reviewing and approving
or disapproving of research proposals that involve human subjects.
They have existed since 1982 and serve Guam by providing



protection to human subjects in accordance with federal/local
regulations in research.

Suggested changes.

Change the words “Creation of Guam Research Review Board” and
replace with “The designation of the University of Guam'’s
Committee on Human Subjects in Research as the Institutional
Review Board or (IRB) for researchers and collaborators at the
University and for researchers who are not under other IRBs.”
Wherever the bill states “Guam Research Review Board” it should be
replaced with “UOG’s Committee on Human Subjects in Research”.

As with Dr. Nededog comments, clerical staff need to be assigned to
ensure that the functions of the Committee are carried out.

Dr. Randall Workman, Professor of Sociology and Community
Development at the University of Guam testified in support of the
intent of Bill 347. His written testimony outlined his concerns which
includes the importance of informed consent and assessment of risks
and benefits. Further, the bill, as currently written, establishes
unnecessary additional island wide IRB.

Dr. Kyle Smith teaches psychology and research methods at the
University of Guam and fully supports the call for all research
conducted on Guam to undergo review. The bill, as in its existing
form may produce some unnecessary affects on the training
available for standards at the University of Guam and creates
redundant delays. He supports the option to modify the bill to
accommodate student and research projects. Dr.Smith believes that
it was not the intent of the author to impede research projects. He
will fully support the bill with modifications.

Mr. Roy Adonay testified in support of Bill 347. Mr. Adonay
expressed the need to review the are of fines and penalties and needs
to be expanded. There is no indication as to who will monitor and



fine and who will collect. The University of Guam will not have the
power or authority to police all research.

Ms. Gregoria Smith testified in favor of Bill 347. She also submitted
written testimony that states obtaining consents from participants
are necessary in the practice of research to protect the rights of those
who participates. Researchers must be trained; research, especially
scientific research, requires special training.

Ms. Debbie Quinata, a member of OPIR, Chamorro Nation,
ancestral/original landowners. Ms. Quinata is opposed to Bill 347.
Guam already has an IRB for grant applicant that review standards
at the Guam Memorial Hospital. This bill will create more
loopholes. Ms. Quinata also stated that all off-island researchers
should share in the results of the national research and charge fees.
Mechanisms should be in place to ask for accountability - what are
they doing for our island and educating our students.

Dr. Bert Weiderholt, physician/neurologist and professor of
neuroscience at the University of California, San Diego. NIA
(National Institutes of Aging) funded program project for 5 years to
study disease on Guam. Dr. Wiederholt is in full support of Bill 347
and further supports Drs. Nededog and Camacho, Workman and
Smith. He has conducted research in various states and it is very
important to submit research project for local review, although not
federally required. Dr. Weiderholt and the project he is now
involved in on Guam, had no hesitation in submitting application for
research to the University of Guam and the Guam Memorial
Hospital - both were approved.

Senator Charfauros supports research and Bill 347. He suggested
various amendments to the bill: need rules/regulations, more
liability for researchers, require license to practice, progress reports
made available to public, increase fine to $10,000 for violation,
commercial profits need to be shared with research subjects and no
exploitation of research subjects.



Senator Kasperbauer shared his concerns with exploited research
subjects and need protection.

Final Summary

As author of Bill 347, Senator Lou Leon Guerrero gave final remarks.
She welcomed any amendments to assure the intent of legislation is
achieved - to protect human subjects. Although there are IRBs at
Guam Memorial Hospital and the University of Guam, there is
research being conducted that are not associated with these
institutions. Therefore, we are not assured that the research subjects
are protected. When discussing the bill with the representatives at
the University of Guam, there was discussions to expand the existing
Human Research Committee. The community needs to be part of the
research conducted.

Recommendation

It is the recommendation of the Committee on Education TO DO
PASS AS SUBSTITUTED BY THE AUTHOR BILL NO. 347, AN ACT
TO ADD CHAPTER 24, DIVISION 3,17 GCA TO DESIGNATE
THE UNIVERSITY OF GUAM’S COMMITTEE ON HUMAN
SUBJECTS IN RESEARCH AS THE INSTITUTIONAL REVIEW
BOARD FOR REVIEW AND APPROVAL



24tl Gnam Legislature

Committee on Rules, Government
Reform and Federal Affairs

Senator Mark Forbes, Cbairman

APR 0 8 1938

- MEMORANDUM
TO: Chairman
Commi Education

FROM: Chair
Committee on Rules, Government Reform and Federal Affairs

SUBJECT: Referral - Bill No. 347

The above Bill is referred to your Committee as the principal committee. It is
recommended you schedule a public hearing at your earliest convenience.

Thank you for your attention to this matter.

MARK FORBES

Attachment

H!MM°A~.G“-MD°TMN“4MR4MA
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TWENTY-FOURTH GUAM LEGISLATURE
1997 (First) Regular Session

Bill No. 347

As substituted by the Author

Introduced by: L. Leon Guerrero
W .Flores
T.Ada

AN ACT TO ADD CHAPTER 24, DIVISION 3, 17 GCA
TO CREATE A REVIEW BOARD FOR REVIEW

AND APPROVAL OF RESEARCH CONDUCTED ON
GUAM WITH REGARD TO HUMAN SUBJECTS.

BE IT ENACTED ON BY THE PEOPLE OF THE TERRITORY OF
GUAM:

Section 1.  Legislative Findings. The legislature finds that
research studies involving human subjects are conducted on Guam
and realizes a need to protect the rights of persons participating in
human research projects through a review of research proposals,
plans, procedures and protocols. It further finds that the creation of
a review board is the appropriate body to review proposals, plans,
procedures and protocol for research involving human subjects and
to approve or disapprove the same.

Furthermore, the legislature finds that human research
conducted on Guam do not always acquire informed consent from
persons participating in the programs and that there is a need to
regulate and mandate informed consents to ensure that those
persons participating are adequately informed.

The review board will be under the auspices of the University
of Guam as it has been identified as the suitable entity under the
direction of the Graduate School and Research Department.

Section 2. Division 3 of Title 17 GCA, is hereby amended to
add Chapter 24 to read as follows:

“Chapter 24
§24101. Definitions. As used in this chapter:
(@) Board means the Guam Research Review Board;
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(b) Investigator means any individual, public or private entity
or agency engaged in or purposing to engage in research subject to
regulation;

(c) Legally authorized representative means an individual or
judicial or other body authorized under applicable law to consent on
behalf of a prospective subject to the subject's participation in the
procedure(s) involved in the research.

(d) Research  means a systematic investigation, including
research development, testing and evaluation, designed to develop
or contribute to the understanding of a particular condition or
generalized knowledge. Activities which meet this definition
constitute research for purposes of this policy, whether or not they
are conducted or supported under a program which is considered
research for other purposes. For example, some demonstration and
service programs may fall under this definition of research. Not
included in this definition are:

(1) Opinion polls or other similar investigations of the
human subjects' opinions or beliefs;

(2) Research conducted in established or commonly
accepted educational settings, involving mnormal
educational practices, such as (i) research on regular
and special education instructional strategies or (ii)
research on the effectiveness or the comparison among
instructional techniques, curricula or classroom
management methods;

(3) Research involving the use of educational tests
(cognitive, diagnostic, aptitude, achievement), survey
procedures, interview procedures or observation of
public behavior, unless: ;(i) information obtained is
recorded in such a manner that human subjects can be
identified, directly or through identifier's linked to the
subjects; and (i) any disclosure of the human subject's
responses outside the research could reasonably place
the subject at risk of criminal or civil liability or be
damaging to the subject's financial standing,
employability or reputation;

(4) Research involving the use of educational tests
(cognitive, diagnostic, aptitude, achievement), survey
procedures or observation or public behavior that is not
exempted under paragraph (d)(2) of this section, if: (i)
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gal standards, controls, and laws as well as organizational and ethica}
are (this list is not exclusive or exhaustive):
and Procedures for the “Institutional Review Assuring Human
jects™ by the Committes on Human Subjects in Research (CHSR)
ines regarding the “Ethical Principles and Guidelines for the Protection
jects of Research™
ional Review Board Policies and Procedures (4/13/95)
deral Regulations (1974 and later) as issued by the U.S. Department of
ecalth, ion, and Welfare
~  Applicable ggulations of the Office for Protection from Research Risks (OPRR),
tute of Health, Department of Health and Human Services

gulations of the US Food and Drug Administration (FDA)
ith the “Belmont Report™ as adopted by the National Commission forthé —— 7
3 Protection of Human Subjects

- Applicable gpdes of conduct of social and behavioral research as adopted by the

l American Psychological Association (APA) since 1973

Boards ensure that the approps
Ruidelines are followcd Among
UOG Gui

- Heaith Research Extension Act of 1985

w' - Federal Public Law 99-158
Therefore there is NO NEED TO DUPLICATE THESE EXISTING REVIEW BOARDS BY ‘
ESTABLSHING A NEW REVIEW BOARD that has no guarantee of providing equal quality reviews or
protestion to the People of Guam. The existing UOG Comunittee for Human Subject in Research (CHSR)
and the Guam Memorial Hospital Institutional Review Board (IRB) for Research provide this protection to
the People of Guam, and will continue to provide this protection to the People of Guam if permitted to
continue serving the People of Guam as mcypresmﬂy do. This points in the direction of the need fora -
major revision of Bill #347 to 1denhfy the existing UOG Comumnittee for Human Subject in Rescarch
(CHSR) with the existing UOG poljcies and procedures as the designated Review Board for all rcscarch
related to hurnen subjests on

! Roles of UOG and GMH

A fizther redundancy is evident as the Bill identifies that the proposéd Review Board will involve the

University of Guam under the control and guidance of the UOG Pfesident, This is alrcady in place, The

proposed Bill #347 is a redundancy of the existing official UOG research review control body: the

Committee for Human Subject in Research (CHSR) which serves the community as an official appointed "
standing conunittee at UOG. RATHER, 1 believe BILL #347 SHOULD IDENTIFY THE UOG k L
COMMITTEE FOR HUMAN SUBIJECT IN RESEARCH (CHSR) AS THE DESIGNATED REVIEW

BOARD for all research projects related to humaen subjects ON GUAM.

' Membets of these Review Boards
The proposed Bill #347 identifies review board members to czeate a new review body that would again be
nearly identical $o representative membership of the Committe¢ for Human Subject in Research (CHSR)
which exists at UDG. The UOG CHSR has continuously consisted of (but not been kmited to):
: - 3 on4 professional rescarch proficient experts from UOG
- at lqnst 1 Guam Community Representative
" - 1 local Religious leader
- at least 1 licensed practicing local Medical Doctor
1 AND has always sccessed other community and prof%sion%advisors of resources where

uTtte when reviewing research proposals.

i Momove: Guam Memuorial Hospital Institational Review Board (IRB) for Rescarch is also composed of

an equally entative body of professional researchers, educators, and local leadexs. In accordatice with
the Instlmrke\mw Board Policics and Procedures (4/ 13/95), the Guam Memorial Hospital IRB is

f (but not T to):
|
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University of G
Unibetsedat Gu

College of Business and Public Administration
UOG Station, Mangilao, GU 96923
|

May 4, 1998 |

To:  Senator Lamy Kasperbauer, Ph.D. j
Chair of the Comrmttee on Education

From: Richard Colfax, Ph|D Mgmt & Mkig. Dept.
RE: Bil1 #347: Relative to Creating a Guam Research Review Board

Senator Kasfe:bauer

Hafh Adai.

Pr. Joyce Camacho, Acting Dean of the UOG Graduate School & Research, provided me with a copy of

the draft of Bill #347. 1 have read it very carcfully and have reviewed the UOG provided documents and
directives reJated to rescarch conducted with regard to human subjects. 1 amn an active member of the :
University qf Guam’s Commitice on Human Subjects in Rescarch (CHSR) and have been since mry ‘<
appointmeny in 1995. Further, 1 have been a co-representative of UOG on the Guam Memorial Hospital
(GMH) Ins§tutional Revicw Board (IRB) for Research for 2 years.

Since [ am unable due to scheduled classes at UOQG to attend the Public Hearing on Bill #347 on May S, [
would like to have the following included in the documents and testimonies that your Committee considers
as it makes deliberations about this Bill. l

Duplication of Existing Review Boards

In reading tl{e draft of Bill #347, the existence of the established research review and control bodies that
have been serving the People of Guam for many years seem to have been unrecognized or blatantly
ignored. I believe that the Legislature and your Committee are aware of the existence of the UOG
Cormmittes on Human Subjects in Research {CHSR) and the Guam Memorial Hospital Institutional Review
Board (IRB) for Research. Both of these entities presently exist and getively serve the People of Guam by
prowdmgﬂ% exact some protections to the people of Guarn that Bill ¥347 implies are not being given at
this time. rJ

[ BELIEVE THAT BILL #347 IS IMPORTANT BUT AS WORDED WILL INTERFER WITH,
COMPLICATE AND CREATE PROBLEMS IN THE NEEDED RESEARCH THAT INVOLVES GUAM
AND THE REOPLE OF GUAM. ] agree that it is important to address research issues that might not be
covered under existing UOG, GMH or DOE policies. However, Bill #347, as worded, appears to go beyond
the intent of the federal guides for research related to human subjects. The People of Guam and rescarchers
who conduct rescarch related to humans on Guaru are already prplected by excellent existing Review
Boards and policies. Thes¢ cxisting Review Boards professionslly seview and monitor most proposed, mew
and ongoing research activitics that falls under their jurisdiction releted to humans here on Guam. As stated
above, these Review Boards are the UOG Committee on Human Subjects in Research {CHSR) and the
Guam Memorial Hospital Institutional Review Board JRB) for Research. .

The People pf Guam are adequately protected in accordance with the U.S. federal and local regulations
related to hyman subjects in research by the UOG Committee on Human Subjects in Research (CHSR) and
the Guam Memorial Hospital Institutional Review Board (IRB) for Rescarch, These existing active Review

i
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the human subjects are elected or appointed public
officials or candidates for public office; or (i) federal or
local statute(s) require(s) without exception that the
confidentiality —of the personally identifiable
information will be maintained throughout the research
and thereafter;

(5) Research, involving the collection or study of existing

data, documents, records, pathological specimens, or
diagnostic specimens, if these sources are publicly
available or if the information is reported by the
investigator in such a manner that subjects cannot be
identified, directly or through identifiers that link
through the subject;

Research and demonstration projects which are
designed to study, evaluate, or otherwise examine: (i)
public benefits or service programs; (ii) procedures for
obtaining benefits or services under those programs; (ii)
possible changes and/or alternatives to those programs
or procedures; or (iv) possible changes in methods or
levels of payments for benefits or services under those
programs; and

Taste and food quality evaluation and consumer
acceptance studies, (i) if wholesome foods without
additives are consumed or (ii) if a good is consumed that
contains a food ingredient at or below the level an for a
use found to be safe, or agricultural chemical or
environmental contaminant at or below the level found
to be safe, by the Food and Drug Administration or
approved by the Environmental Protection Agency or
the Food Safety Inspection Service of the United States
Department of Agriculture.

(e) Research subject to regulation means research involving
human subjects.
(f) Human subjects means a living individual about whom an
investigator conducting research obtains
(1) Data through intervention or interaction with the

individual. Intervention includes both physical
procedures by which data are gathered and
manipulations of the subject or the subject’s
environment that are performed for research purposes.
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Interaction includes communication or interpersonal
contact between investigator and subject.

(2) Identifiable private information. Private information
may include information about behavior that occursin a
context in which an individual can reasonably expect
that no observation or recording is taking place, and
information which has been provided for specific
purposes by an individual and which the individual can
reasonably expect will not be made public (for example,
a medical records). Private information must be
individually identifiable in order for obtaining the
information to constitute research involving human
subjects.

(g) Minimal risk means that the probability and magnitude of
harm or discomfort anticipated in the research are not grater in and
of themselves than those ordinarily encountered in daily life or
during the performance of routine physical or psychological
examination or tests.

§24102. Board; Terms; Appointment; Continuance; Removal.
There is created a seven (7) member "Guam Research Review Board"
under the direction of the Office of the Graduate School and
Research at the University of Guam. Members of the Board shall be
comprised of representatives of the following: one (1) member from
the Guam Memorial Hospital Institutional Review Board; one (1)
member from the University of Guam Institutional Review Board;
(1) member of the clergy; the Director of the Department of Public
Health and Social Services or his/her designee; two (2) community
representatives recommended by the Mayor's Council, and an
attorney licensed to practice in the Territory of Guam. Members of
the Board shall be appointed by the President of the University of
Guam. The Board shall be appointed for a three (3) year term. The
President of the University of Guam may remove any member from
the Board for the neglect of any duty required by law, for
incompetence, for improper and unprofessional conduct or for
violation of Board rules and regulations. Four (4) members shall
constitute a quorum of the Board for the transaction of business. The
Board shall adopt rules and regulations in accordance with existing
federal law, if applicable and the Administrative Adjudication Act,
governing the conduct of its affairs and exercise of its powers within
ninety (90) days of enactment of this law.
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§24103. Purpose. The purpose of the Board is to review,
approve, require modifications to secure approval or disapprove all
research subject to regulation.

§24104. Powers. The Board shall have and exercise each and
all of the following powers:

(a) Review and have authority to approve, require
modifications to secure approval or disapprove all research
activities covered by the rules and regulations.

{(b) Require documentation of informed consent of all human
subjects participating in the research subject to regulation. At the
Board's discretion, require additional information be given to the
subjects which would add to the protection of the rights and welfare
of the subjects;

(c) Notify the investigators and the institution in writing of its
decision to approve or disapprove the proposed research activity, or
of modifications required to secure approval of the research activity.
If the Board decides to disapprove a research activity, it shall include
in its written notification a statement of the reasons for its decision
and give the investigator an opportunity to respond in person or in
writing;

(d) Conduct continuing review of research subject to regulation
at intervals appropriate to the degree of risk, but not less than once
per year and shall have authority to observe or have a third party
observe and consent to the process and the research; and

(e) To disapprove research subject to regulation which had
been previously approved.

§24105. Duties of Investigators. The proposals, plans,
procedures and protocols for all proposed research subject to
regulation shall be submitted to the Board for review, approval,
modification, or disapproval. No research subject to regulation shall
be conducted without Board approval. The plans, procedures and
protocols for all research subject to regulation which is being
conducted at the time of the enactment of this legislation shall be
submitted to the Board for review, approval, modification or
disapproval within thirty (30) days of this bill becoming law.
Research subject to regulation which is being conducted at the time
of the enactment of this legislation may continue pending Board
action.

§24106. General Requirements for Informed Consent. No
investigator may involve a human being in research subject to
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regulation unless the investigator has obtained the legally effective
informed consent of the subject or the subject's legally authorized
representative. An investigator shall seek such consent only under
circumstances that provide the prospective subject or the
representative sufficient opportunity to consider whether or not to
participate and that minimize the possibility of coercion or undue
influence. The information that is given to the subject or the
representative shall be in language understandable to the subject or
the representative. Unless otherwise provided by law or regulation,
no informed consent, whether oral or written, may include any
exculpatory language through which the subject or the
representative is made to waive or appear to waive any of the
subject's legal rights, or releases or appears to release the
investigator, the research sponsor, if different, or their agents from
liability for negligence;

(a) Basic elements of Informed Consent. Except as provided in
paragraphs (c) or (d) of this section, in seeking informed consent the
following information shall be provided to each human subject or the
subject's legally authorized representative:

(1) A statement that the study involves research, an
explanation of the purpose of the research and the
expected duration of the subject's participation,
description of the procedures to be followed, and
identification of any procedures which are
experimental;

(2} A description of any reasonably foreseeable risk or
discomforts to the subject;

(3) A description of any benefits to the subject or to others
which may reasonably be expected from the research;

(4) A disclosure of appropriate alternative procedures or
courses or treatment, if any, that might be
advantageous to the subject;

(5) A statement describing the extent, if any, to which
confidentiality of records identifying the subject will be
maintained;

(6) For research involving more than minimal risk, an
explanation as to whether any compensation and an
explanation as to whether any medical treatments are
available if injury occurs and, if so, what it consist of or
whether further information my be obtained;
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(7) An explanation of whom to contact for answers to
pertinent questions about the research and research
subject's rights, and whom to contact in the event of a
research-related injury to the subject; and

(8) A statement that participation is voluntary, refusal to
participate will involve no penalty or loss of benefits to
which the subject is otherwise entitled and the subject
may discontinue participation at any time without
penalty or loss of benefits to which the subject is
otherwise entitled.

() Additional Elements of Informed Consent. = When
appropriate, the Board may require that one (1) or more of the
following elements of information shall also be provided to each
subject;

(1) A statement that the particular treatment or procedure
may involve risks to the subject (or to the embryo or
fetus, if the subject is or may become pregnant) which
are currently unforeseeable;

(2) Anticipated circumstances under which the subject's
participation may be terminated by an investigator
without regard to the subject's consent;

(3) Any additional cost to the subject that may result from
participation in the research;

(4) The consequences of a subject's decision to withdraw
from the research and procedures for orderly
termination of participation by the subject;

(5) A statement that significant new findings developed
during the course of the research which may relate to
the subject's willingness to continue participation will
be provided to the subject; and

(6) The approximate number of subjects involved in the
study.

(¢) The Board may approve a consent procedure which does not
include, or which alters, some or all of the elements of informed
consent set forth above, or waive the requirements to obtain
informed consent provided that the Board finds and documents that:

(1) The research or demonstration project is to be
conducted by or subject to the approval of federal, state,
territorial or local government officials and is designed
to study, evaluate or otherwise examine: (i) public
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benefit of service programs; (i) procedures for
obtaining benefits or services under those programs;
(iii) possible changes and/or alternatives to those
programs or procedures; or (iv) possible changes in
methods or levels of payments for benefits or services
under those programs; and

(2) The research could not practically be carried out
without the waiver or alteration.

(d) The Board may approve a consent procedure which does
not include, or which alters, some or all of the elements of informed
consent set forth in this section, or waive the requirements to obtain
informed consent provided that the Board finds and documents that:

(1) The research involves no more than minimal risk to the
subject;

(2) The waiver or alteration will not adversely affect the
rights and welfare of the subject;

(3) The research could not practically be carried out
without the waiver or alteration; and

(4) Whenever appropriate, the subjects will be provided
with additional and pertinent information after
participation.

(e) The informed consent requirements are not intended to
preempt any applicable federal, state or local laws which require
additional information to be disclosed in order for informed consent
to be legally effective; and

(f) Nothing in this section is intended to limit the authority of a
physician to provide emergency medical care, to the extent the
physician is permitted to do so under applicable federal, state, or
territorial law.

§24107. Criteria for Board Approval of Research. In order to
approve research subject to regulation, the Board shall determine
that all the following requirements are satisfied:

(a) Risks to subject are minimized: (&) by using procedures
which are consistent with sound research design and which do not
unnecessarily expose subject’s to risk; and (ii) whenever appropriate
by using procedures already being performed on the subjects for
diagnostic or treatment purposes;

(b) Risks to subject are reasonable in relation to anticipated
benefits, if any, to subjects and the importance of the knowledge that
may reasonably be expected to result. In evaluating risks and
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benefits, the Board should consider only those risks and benefits that
may result from the research (as distinguished from risks and
benefits of therapies subject would receive even if not participating
in the research). The Board should not consider possible long range
effects of applying knowledge gained in the research (for example,
the possible effects of the research on public policy) as among those
research risks that fall within the purview of its responsibility;

(¢ Selection of the subjects is equitable. In making this
assessment the Board should take into account the purposes of the
research and the setting in which the research would be conducted
and should be particularly cognizant of the special problems that
research involving vulnerable populations such as children,
prisoners, pregnant woman, persons with disabilities, the elderly, or
economically or educationally disadvantaged persons;

(d) Informed consent will be sought from each prospective
subject or the subject's legally authorized representative, in
accordance with, and to the extent required by Board regulation.

(e) Informed consent will be appropriately documented, in
accordance with, and to the extent required by Board regulation.

(f) When appropriate, the research plan makes adequate
provision for monitoring the data collected to ensure the safety of
subjects; and

(g) When appropriate, there are adequate provisions to protect
the privacy of subjects and to maintain the confidentiality of data.

When some or all of the subject are likely to be vulnerable to
coercion or undue influence, such as children, the elderly, prisoners,
pregnant women, mentally disabled persons or economically or
educationally disadvantaged persons, additional safeguards have
been included in the research plans, procedures or protocols to
protect the rights and welfare of these subjects.

§24108. Grievance Procedure. If application for approval is
denied for a research proposal, investigators may appeal to the
Dean of the Graduate School & Research. The Dean will appoint an
ad hoc committee for a second, independent review of the research
project. The findings of the ad hoc committee are presented to the
Research Review Committee no later than ninety (90) days after
receipt of grievance from investigator, to determine the final
decision to approve or not to approve a research project.

§24109. Fines and Penalties. Upon determination of the
review board through the approved rules and regulations, any
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investigator, research sponsor, or their agents, which conducts
research subject to regulation in violation of this chapter shall be
subject to a fine of One Thousand Dollars ($1,000.00) per each
violation and shall be prohibited from continuing and conducting
human research studies for not less than 2 (two) years.

10



University of Guam
Unibetsedat Guahan

OFFICE OF THE PRESIDENT

UOG Statton, Mangilao, Guam 96923
Telephone: (671) 735-2990« Fax: (671) 734-2296

May 5, 1998

The Honorable Lawrence Kasperbauer
Chairman, Committee on Education
24th Guam Legislature

155 Hessler Drive

Agana, GU 96910

Re: AN ACT TO CREATE A REVIEW BOARD FOR REVIEW AND APPROVAL
OF RESEARCH CONDUCTED ON GUAM WITH REGARD TO HUMAN SUBJECTS.

Dear Chairman Kasperbauer:

I am here today to testify in support of Bill No. 347. This bill proposes to create a
Guam Research Review Board for review and approval of research conducted on Guam
with regard to human subjects. University administrators and facuity agree that any
research on our island must undergo one review process. However, since the Guam
Research Review Board would be a duplication of the University of Guam’s Comunittee on
Human Subjects in Research (CHSR), I recommend that CHSR, under the Office of
Graduate School and Research, be designated as the Institutional Review Board (IRB) for
i;sgarchers and collaborators at the University and for researchers who are not under other

.

It is noted that there is no mention of additiona! financial or human resources to
accomplish the numerous tasks as specified in the bill. At the present time, Graduate
School and Research has only three employees listed in its staffing pattern, and each of
these employees has a clearly defined job description and delineated tasks. To comply with
the bill’s proposed tasks, it is essential to add one clerical staff position and funding for a
computer, office furniture, and supplies. In addition, funds would be needed for
advertising or informing the community about the Committee on Human Subjects in
Research to assure that researchers submit research proposals for review.

Sincerely,

. Jose T. Nededog

A LAND GRaRT INSTITUTION ACCREDITED BY THE WESTERN ASSOCIATION OF SCHOOLS AND COLLEGE



JOHN C. STEELE, M.D., FRCP(C)

NEUROLOGIST Tel/Fax: (671) 828-3000
FELLOW, AMERICAN COLLEGE OF PHYSICIANS

May 11, 1998

Senator Lawrence F. Kasperbauer
Chairman, Committee on Education
Twenty-Fourth Guam Legislature

Dear Dr. Kasperbauer

I am writing to provide testimony about Bill 347 to “create a review board for review and
approval of research conducted on Guam with regard to human subjects”.

I agree with the intent of the Bill but I have concerns about the mechanism it proposes to achieve
the intent. It is a bill which proposes a “ fox to guard the hen house”

That intent of bill 347 is to be certain that all medical research on Guam is reviewed and approved
by a Committee which will assure protection of human subjects.

In October 1995 at a Legislative Oversight Hearing about lytico-bodig research on Guam which
was chaired by Senator Leon Guerrero all participants, including myself agreed that such review
and approval was desireable.

After that Oversight Hearing, Dr. Ulla Craig and her medical research associate Dr. Wigbert
Wiederholt composed this Bill at the request of Senator Lou Leon Guerrero. However many of us
disagreed that the authority of this process should rest in Dr. Craig’s Division at the University of
Guam, since she and Dr. Wiederholt were pursuing their own exclusive human subject studies of
lytico-bodig there. We felt there would be a conflict of interest and that putting the autherity with
them could jeopordize similar and competing studies by myself and other scienticists wishing to
conduct research on Guam.

Senator Leon Guerrero understood that and set the Bill aside.

However, because we agreed that peer review of research was necessary, after the 1995
Oversight Hearing the Hospital formed an Institutional Review Board (IRB) to review research
proposals concerned with human subjects. This Hospital Committee meets regularly and it follows
Federal guideleines. It is chaired by the GMH Administrator and constituted by members from the

Hospital staff and community. The IRB reviews and approves all research conducted under its
auspices, including my own.

HCR 18118 + Umatac, Guam 96918 * E- Mail: JSTEELE@KUENTOS-GUAMYNET



As the competition to find the cause of lytico-bodig mounts between teams led by Dr. Wiederholt
and myself, Senator Leon Guerrero is introducing the original Bill which Drs Craig and
Wiederholt developed in 1995. Because she is a member of their Community Advisory Committee
and therefore likely to be biased in their favor, I understand the Bill is being introduced under
your auspices. It is cosponsored by Senator Ada but Senator Flores has recently withdrawn his
support for it.

Bill 347 proposes another Committee to review research involving human subjects. Although it
will be constituted by a representative from the GMH IRB and University of Guam Human
Subjects Committee, it will supercede the authority of each and both. Furthermore it places
authority for research involving human subjects into the hands of the UOG Graduate School, of
which Drs. Craig and Wiederholt are a part. It vests medical research decision making at the
University and there is little question but that the authority of section 24105 will be used to
restrict and perhaps end studies of lytico-bodig by myself and my colleagues, Professors John
Hardy, geneticist at Mayo Clinic, Teepu Siddique, molecular geneticist at Northwestern
University, Nicholas Wood geneticist at the National Hospital, London UK, and Patrrick McGeer,
immunopathologist at the University of British Colurnbia.

To ensure fairness and to avoid discrimination against our studies by Drs. Craig and Wiederholt,
I am requesting that the authority for reviewing and approving research involving human subjects
remains with the (established) GMH IRB and UOG Human Subjects Committee. To ensure
protection for human subjects, I recommend that you and your Committee mandate prior
approval of all human subject research by one or other Committee, subject to the fines and
penalties of Section 24109, if investigators fail to comply.

Your favorable decision of these recommendations will ensure fairness in research and avoid the
possability of discrimination against my studies by Drs. Craig and Wiederholt, and members of the
UOG Graduate School

I thank you.

P Dl

John C. Steele MD
Neurologist

Madeleine Z. Bordallo, President of the Guam Lytico & Bodig Association

Norbert Perez, President of the Republic of Guahan

Tyrone Taitano, Chairman GMH IRB

Professor John Hardy, Professor of Pharmacology Mayo Clinic Jacksonville

Professor Teepu Siddique, Director Neurogenetics Laboratory, Nothwestern University
Professor Nicholas Wood, Department of Genetics, National Hospital Queen Square
Professor Patrick McGeer, Kinsmen Laboraotory of Neurological research, Vancouver

Dr. Marcelle Morrison-Bogorad, Associate Director of Neuroscienc and Neurophysiology of
Aging Program, National Institute of Aging
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May 11, 199

Senator La nce F. Kaperbauer

Chaitrman, Committee on Education
215-A Chalan Santo Papa, Suite 106 F , .
Ada’'s Professional & Commercial Center ,
Agana, Guam 96932 i :

Dear Senator Kdsperbauer, ’

Thank you for spliciting comments and viewf of the Guam Lytico and Bodig
Association abogt “Bill No. 347: Relative to the creation of a Review Board (at the
University of Guam) for review and approvalaf arch conducted on Guarn with——
regard to humgn subjects.”

bjects should be reviewed by a human

We agree that all research involving human
conducting such research should be

subjects committee and that all investigato
required to have approval for their studies.

Bill|347 which we wich to share with

uam with this purpose. The Human
ity of Guam is mandated to provide

g in research. Another human
Memorial Hospital. That Institutional
embers from the community and

eral guidelinesyWe thereforne do see any advantage or
i the Unjversity to supersede the

reason for disenfrachisin ew boards gnd having a third review
board replace them,

2. We have specific intere

| h of lyticoland bodig , whose
patients we represent. W

ed thgt the supervision of -Iytico
and bo.dlg research will -medical mittee on which there is
no designated physician e feel that this lay committee will

not accurately interpret, .
the sciarti myw e mpn by ovg medicu] research proposuls and .

ghts of subjects (§24106, line 12-15
t and that this ghou)d include their rights to commercial
the research. term legal rights in respect to

and Governngent needs to be cléarly defined.

3. We feel that the descripfion of the legal
page 6) thould be expli
and economic benefits

individual, our commu

and UOG be moglified to incorporate
iew board. If vedeligation of authority
the present Bill fo clarify the concerns

we recommend that the e
the advantages that you
is not possible, then we ho
we have raised.

‘ Thank you for consulting mg¢ and the Guamjiytico and Bodig Association in This

matter.
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Testimony for Bill No. 347

Distinguished Senators,
Buenas yan hafa adai,

My name is Gregoria Smith, currcntly serving as the psychometrist for
the UOG/ UCSD Research project on Litigo and Bodig Research. 1
speak in favor of the intent of Bill 347. First, I wish-to commend the
introducers of this bill as it is time to define what research is on Guam,
However, T would like to suggest that a corresponding mechanism of
impaosing fines to violators be included . Whether the Attorney
General’s office should be the investigating agency and where the

collected fines should go are issues that may be included as amendments,

As an associate professor at the University of Guam for 25 years, I have
done social science research on the culture of the peoples of the
Western Pacific. These past few years, I have researched on the
Meaning of Hlness and Coping with ALS and Parkinsonism
Dementia. Since they involve human subjects, all of the researches that
T have done had to go through institutional review boards of New York
University, UOG, or of the Federal agencies for whom I performed  the
studies and who funded the studies. -

Going through review boards and obtaining consent from participants
are processes that are necessary in the practice of research, a practice
that has come from past histories of unknowing subjects being
physically harmed by experiments, subjects who have appeared jn films
and printed media without their consent. I look af this bill as not
necessarily one that would hamper any prospective researcher but one
intended to protect the rights of those who participate.

I believe that among these rights are that the researcher be trained in
conducting a proper investigation or that he/she be supervised by
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someone or agency who is knowledgeable on ethical conduct of
researchers. Being a doctor, teacher or a social worker, for instance,
does not always mean a person can conduct research. One may be a
good, honest, knowledgeable doctor / teacher but a poor or inept
researcher. Research, especially scientific research, requires special
training in many skills among which is understanding the language of
statistics and a knowledge of the various steps one follows in
administering the project. If it is complex, it might require knowledge of
the project’s algorithm, requiring decision-making-in every step of the
way. This is why most researches are conducted under the auspices of
either the federal government, educational institutions or foundations
who conduct training courses for the discipline of research,

Training for research includes among other things, knowledge and
explication of the “methodoelogy” being proposed that would fit the
stated objectives of the project. One can not just think of something
and say he wants to do research on it. One has to have hypotheses and
say how he/she is going to prove that his results are going to make a
significant difference from what we assume to be normal in the general
scheme ol things. The tests have to be rigorous so that the results can
withstand the scrutiny of other scientists who are conducting related
studies. For there is a society of scholars to whom one communicates
and shares knowledge with. One hopes that the results of one’s studies
would lead to a different way of looking at something whether it is a
disease, specie in nature or the relationship among categories or
concepts we are famitiar with .

Needless to say, the ultimate benefactors of the results of one’s
scholarly cfforts are neither the conductor of the research although he
may be recoghized by his peers in one way or another nor the assistants
who provide so-called leg work for the researcher. The real benefactors
arc those whose quality of living will be made better by such a
discovery and the young inquisitive minds who will push off from where
we feave, either to affirm or negate our findings. The scholars and

«
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stakeholders in this deliberation today must then, recognize that it is the
community at large and humanity in general who would benefit from
the results. In order to do this we must all safeguard the quality of
researches performed here and that they be done in the strictest ethical
standards that show respect to those people without whom we will
not be able to conduct our studies.

This bill will objectify what some of us are doing in the name of
“Research”, It will make us accountable for what we do in its name and
will enforce the standards that are recognized most anywhere else,

Thank you for your kind attention.

Gregoria Smith
Community Psychologist
Tel/ Fax 649 7571
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1. Such a law would be iarge!y unprecedented Virtually all jurisdictions in the US and many other

- 4, The passage of such, a law would serigusly uridermine the effarts of facuity to bring in rmarch money,

. make sure-the bill is amended 10 exemptiany research conducted on Guam that receives approvaf from ,

M. C. Tyé, Ph.D. °

u 4752080 P.01

E L wnte to' urge you to!obby agamst Bili No. 347. I ama faculty member of the University of Guam whe:e i f‘
lam: engaged in an activé program of research, as are many of my colleagues. Research is of intrinsic

pnde in the support for' resaarch that is being fostered at the University of Guam and am puzzled by Bill
No. 347. The spirit of the bitl:is fully appropriate—it is indeed important to be concerned first.for the _
weifare of human sub;ecs and to protect human subjects—what is puzzling to mé is the need for sucha |
bill, espeaally one that constrains research done at the University, since UOG already has-a review -
process that very ca:efully momtors research. Some of the many reasons agamst this bill mclude -

I
Beniefit 1o the. communny (bioth here on Guam and elsewhere) and directly helps student learning. | take - i
H

* countries allow- universities and hospitals to administer research internally. Indeed, UOG alfeady has
an excellent mstntutlsonal reycew panel, the CommntteeOn Humar Research Subjects. A :

2. Even the proposal of such ‘a law is disturbing as it gives the appearance that our island’s govemment
fails to understand (and perhaps faits to value) research and the University.

3, § Simple student research prolecns wou |d become almost impossibie because of the burden of goingto a
' committee outside thé university, and/reductiéns in research would detract from the quality.of
ﬂndergraduate educanon at the UmvTSIty of Guam. .

whnch tradlttonally he!ps suppon the host institution. t'also adds to Guam'’s already large bureaucracy.
Thank you for your ume pnd y0ur efforts|in ensuring that this bl does not pass, or at the very least tq,
UOG s existing mlernaJ C-ommmee an I-{uman Research Subjects

5|ncerely, f ' f - A .

Amncnmmsmunon Amunrmkmmmﬂnm orScnoomANnCoumss ;
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. - ' £ .D.
uNIVERSITY OF GUAM Mascus G, P
. ° PSICHOLOGY
_UNIBETSEDAT (GUAHAN T o W
( COLLEGE OF ARTS & SCIENGES |
' DIVISION OF SOCIAL/BEHAVIORAL SCIENCES & SOCIAL WORK ‘ ;
. . UOG Statian, Mangilao, Guam 96823 USA ;
A X : Telephone: (671) 736-2870 Fax: (671) 7345255 :
' i
oave: 5 May 1998 _ o
0. - The Honntabte Eawrence F, Kasperbauer : FAX: 671-475-2000 !
. - Senator, Chir, Comimittee on Education . o
Fow: | Dr. Marcus Ci Tye Asst. Profmor Psychalogy — PHONE: 671-735-2888 v
7 University of Guarni FAX: 871-734:5255 o
e * Dr.Mary L Spenoer. Dean, College of Arts & Sdiences, LOG l
. Dr. Ulla-Katripa Craig, Chiar, Committee on Human Research Subjects, UOG :
Dr. Joyce Mano Camacho Acting Dean, Graduate School & Research, UOG
Humborolpngplncludhgﬂusm 1 R
RE: " Bill No. 347, An Au 10 Create b Review Board for Review and Approval of Reseamn Corrduted an
_ . Guam with Regard'to Human Subjeds | :
*"e"m:-' T .
Dear Senator KaSperbauer -

TOTAL P.O1



Definitions
Research means a systematic investigation, including research development, testing and evaluation,
designed to develop or contribute to generalizable knowledge.

Researeh subject to requiation encompass those research activities for which a federal department or
agency has specific responsibility for regulating as a research activity. It does not include
research activities which are incidentally regulated by a federal department of agency solely
as part of the department’s or agency’s broader responsibility to regulate certain types of
activities whether research or non-research in nature {e.g., Wage/Hour requirements
administered by the Department of Labar).

Human subject means a iiving individual about whom an investigator {(whether professicnal or student)
conducting research obtains (1) data through intervention or interaction with the individual, or
(2) identifiable private information,

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research
are not greater in and of themselves than those ordinarily encountered in daily life or during
the performance of routine physicai or psychological examinations or tests.

Certification means the official notification by the institution to the supporting department or agency, in
accordance with the requirements of this policy, that a research project or activity involving
__ human subjects has been reviewed and approved by an IRB in accordance with an approved
assurance. :

Purpcse

The CHRS evaluates the level of risk to human subjects, recommends procedural steps to
minimize risks, and provides certification as needed by the researcher. t does not judge
research design nor recommend methodological alternatives. Under federal regulations, the
CHRS is charged with safeguarding the rights and welfare of humans involved, and must
determine:

o whether the rights and weifare of the humans invoived in research will be
adequatsiy protected, and

o whether legally effective informed consent of all humans to be solicited will be
obtained with adequate records maintained (request CHRS Informed Consent
Guidelines, Form B and C).

Procadures

1. Obtain an application for CHRS review (Form A) from the UOG Office of the Graduate School and
Research. Include copies of the project proposal, all consent forms, and summary scripts of verbal and/or
video instructions fo be delivered to subjects. R

2. Maistain working comtact with the CHRS Chair during the review process, and provide supplemental
information as requested by the committee or submit a reply to suggested considerations.

3 If approved, research projects may be monitored by the CHRS as needed to ensure due process and
protection of rights for the human subjects involved.



Appendix 3

UnivERrsITY OF GUAM

Committee on Human Research Subjects
Office of the Graduate School and Research

RESEARCH SUBJECT’S BILL OF RIGHTS
Any person who is requested to consent to participate as a subject in a research project, or who 1s
requested to consent on behalf of another, has the right to:
1. Be informed of the nature and purpose of the experiment.

2. Be given an explanation of the procedures to be followed in the research study, and drugs or
device to be used. '

3. Be given a description of any possible discomfort and risks reasonably to be expected from a
research procedure, if applicable.

4, Be given an explanation of any benefits to the subject reasonably to be expected from the
research procedure, if applicable.

5. Be given a disclosure of any appropriate alternative procedures, drugs, or devices that might be
advantages to the subject, and their relative risks and benefits.

6. Be informed of the avenues of medical treatment, if any, available to the subject after the
experiment if complications should arise.

7. Be given an opportunity to ask any questions concerning the experiment or the procedures
involved.
8. Be instructed that consent to participate in the research study may be withdrawn at any time,

and the subject may discontinue participation in the research study without prejudice.
9. Be given a copy of a signed and dated written consent form when one is required.

10.  Be given the opportunity to decide to consent or not to consent to participate in a research
study without the intervention of any element of force, fraud, deceit, duress, coercion, or
undue influence on the subject’s decision.

If you have a question regarding the research study, the researcher or other research personnel will be
glad to answer them. You may seek information from the UOG Committee for Human Research
Subjects—established for the protection of participants in research projects—by calling 735-2173
(UOG Graduate School & Research) from 8 am to 5 pm, Monday through Friday, or by writing to the
above address.
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1.03 Human Diﬂerends

Where differcaces of age, geader, race, cthaicity,
national origin, religion, scxual oricntation, disability, kang-
uage, of socioccopamic status significantly affect psycholo-
gists' work coocerning pasticular individuals or groups,
psychologisuobhinthcuzining,upaimm.muluﬁm,
wmpmisimmmywmmmcmmccofmﬁr
sevices, o they make appropriate roferrals.

1.09 Respecting Qthers

In their work-related activitics, psychologists respect
the rights of others to hold values, attitudes, pnd opinions that
differ from their own.
110 Nondiscrimination

In their work-related activitics, ps
cagage in unfair discrimination based on
cthnicity, national origin, religion, soxual
ability, sociocconomic stalus, or any basis
111 Sexual Harassment

(a) Psychologists do not engage in
Scxual harassment is sexual solicitation, physi

occurs in connection with the i
roles as a psychologist, and that either: (1) i unwelcome, is
offeasive, or creates a hostile workplace environmeat, aud

the psychologist knows or is told this; or (2) is sufliciently
severe or intense to be abusive o a person in the
captext. Scxual harassment can consist of a single intcasc or

severe act ar of multiple persistent or pervasive acts.

(b) Psychologisis accord sexual-harassment camplain-
aats and respondents dignity and respect. Pyychologists do
nmpanicipu:indmyingapumawmq' admn{anec or
sdvancement, cploytment, tenure, or promotion, salcly
upon their having made, or their being the subjject of lscxual-
harassment charges. This does not precluds taking action
based upon the outcome of such procecdings j i
of other appropriate infonmation.

112 Other Harassment

Psychologists do not knowingly
that is harassing or demcaniog (0 persons
interact in their work based on factors such as
age, gender, race, ethnicity, naiional origin,
orientation, disability, language, or soci

1.13 Personal Problems and Co;

() Psychologists recognize that their
lems and conflicts may interfere with their plfcutiyeness,
Accordingly, they refrain from undestaking ivity when
they know or should know that their pessonaljproblems are
fikely 10 jcad to harm o a patient, client, collepgue, student,
rescarch participant, or other person 1o whotn szmalyowe

(b} lnaddition, psychologists have an obligation ¢o be
abnwmof.mdwmmm.mgirpam
muhmnmadymhadamwmnmlﬁmﬂy
impaired performance. '

(cy When psychologists become awarc af personal

that may interfere with their performing work-
related duties adequately, they take appropfale mEasures.
nwhaohainingpmfaﬁonalmu!!aﬁonormmd
determine whether they sbould limit, suspend, or tenminate
their work-related dutics.

114 Avoidicg Harm

their patients of clients, rescarch participants, students, and

olhers with whom they work, and to minimize hiagn whee it ———-

is foreseeable and unavoidable, -

1.15 Misuse of Psychiologists® Influence
Because ists’ scientific and professional

judgments and actions may affect the lives of othess, they are

Mmmmmmmmm-
mionﬂ.mpoﬁﬁulhﬂmzhnmighlhdwmismeofmdr
influence.

1.16 Misuse of Psychologists’ Work“ ;.","_,tff {
(@) Prychoiogists do not panticipate in activities in:

whichituppwsﬁkclythnzhcirskiusurdaxawﬂlbcmisused
by others, unless corrective mechagisms are available. >
also Standard 7.04, Trathfulness and Candor)) . 0 -

(1) If psychelogists lcam of missse OF MIATCpIESCaa-

tion of theit work, they take reasonable sicps to comredt o
minimizc the misuse Of Mmisrcpresengation. . . o

117 Mgltiple Relationships

@

feasible 08 reasonabic for psychologists to avoid social or:..
other nonppofessional contacts with persons such as patients, .

clients,
chologists must aiways be sensitive to the potential hanmful
cffects of other contacts on their work and on those persons
with whowm they deal. A psychologist refrains from cntering
into or promising another personal, scientific, professioal,
financial, or other refationship with such persons if it appears

, Supcrvisces, or research pasticipants.: Psy- -

likely that such a relationship rcasonably might impair the

psychologist's objectivity or otherwise intesfere with the

psychologist's effectively performing his or her functions as

apsychologist, or might hann or exploit the other party.
(b) Likewise, whenever feasible, & psychologist re-
frains from taking oa professional or scicntific obligations

when preexisting relationships would create a risk of such

(©) If & peychologist finds that, dus to urifirescen

factors, apoteniially harmful multiple relationship has acisen,
the psychalogist atiempts to resalve it with dus segard for the
bestinterests of the affected penon and maximal compliance
with the Ethics Code,

a professional or scicatific obligation.

T

Standard 1.08-Standard 117 » S

-

1IN B A SRR E
¢
d

‘et FTEE

g ey

cpn T e 0T WOREPURT

ISR £ 2




May Ub 5B um:cfa |

@il i e e Vlwd T B0

Pyychologists try 1o eliminate the effect on their work of
bnsasbamdonlhmefacwn.mdlhqdonotknomngly
participate in or condone unfair discriminatory practices.

Principle E: Concern for Others’ Welfare

| Psychologists seek to contribute to the welfare of
those with whom they interact professicnally. In their
essional actions, psychologists weigh the welfare and

of their patients or clients, students, supervisces, hu-
research participants, and otheraffected s, and the
ofammalsub)ecuofreseamh. When icts occur

ginciple F: Social RsponTbility

Psychologists are awarc of |their profespional and
SCif uﬁcmpomibllmcstothecmmumtyand soc:etym

of psychology. Psychologists try to avoidmisusc of
Prychologists comply with the law and encour-
agq the development of law and sacial policy that serve the
intg their patients and clients and the public. They are
eng to contribute a portion of their professional time

for{ittle or no personal advantage. |

E'IP-IICAL STANDARDS
L

the |

1.03 Professional and Scientific Reli:t'i ashp

Psychologists provide diagnostic. therapeutic, toach-
ing, rescarch, supervisory, consultative, or other psychologi-
cal services only in the coatext of a defined professional or
scientific relationship or role. (See aiso Standards 2.01,
Evzluation, Diagnosis, and Interventions in Professional
Context, and 7012, Farensic Assessments.)

1.04 Boundaries of Competence

(2) Psychologisis provide services, teach, and conduct
research only within the boundarics of their competence,
based on their cducation, raining, supervised experience, or
appropriaie professional experience.

{(b) Psychologists provide services, teach, or conduct
research in new areas or involving new techmque.s onIy after
first undertaking appropriate study, training, supervision,
and/or consultation from persons who arccompetentinthose -
areas or techniques, .,

{c) In those emerging arcas in wh:chgcnmﬂymog
nized standards for preparatory training do'not yet exist,
psychologists nevertheless take reasonable steps 10 ensure
the competence of their work and 10 protect patients, clients,
students, research participants, and others {from harm.

1.05 Maintaining Expertise T

Psychologists who engage in assessment;: therapy,
teaching, rescarch, organizational consulting, or other pro-
fessional activitics mainiain a reasonabic level of awareness
of current scientific and professional information. in their
fields of activity, and undertake ongoing cfforts to maintain
competence in the skills they use.

1.06 Basis {or Scientific and Profcssxonal
Judgments

Psychalogists rely on scientificaliy andpmfuﬂmaﬂy
derived knowledge when making scicntific or professional

judgments or when engaging in scholarly or pmfcss:onal
endeavors,

L.07 Describing the Nature and Results of
Psychological Services .

(a) When psychologists provide assdsmmt. evalua-
tion, treatment, counseling, supervision, teaching, consults-
tion, research, or other psychological services toan individa-
al, a group, oran organization, they provide, using language
that is reasonably understandabie to the recipient of those
services, appropriate information beforchand about the
nature of such services and appropriate information tawer
about results and conclusions. (See aiso Standard 2.09,
Explaining Asscssment Results.)

{b) If psychologists will be preciuded by law or by
organizational roles from providing such information to
particular individuals or groups, they so inform those indi-
viduais or groups at the outset of the service.

4 |« Principle E-Standard 1.07

o A T T

e F




Ay UD Su udicws

s @malle we i

APA membesship, and referral of the maer to other bodics.
Complaipants who scek remedies such as monctary damages
in alieging cthical violations by a psychologist must tesort to
private negotiation, administrative bodies, or the courts.
Actions that violate the Ethics Code may lcad to the imposi-
tion of sanctions on a psychologist by bodics other than APA,
including state psychological associations, other profession-
al groups, psychology boards, other state or federal agencies,
and payors for healtl: scrvices. In addition to actions for
violation of the Eihics Code, the APA Bylaws provide that
APA may take actiun against 2 member after his or her
conviction of a felony, cxpulsion or suspension from an
affiliated state psychological association, or suspension or
lass of licensure,

PREAMBLE

Psychologists work to develop a valid and reliabie
body of scientific knowicdge based on rescarch. They may
apply that knowledge Lo buman behavior in 2 variety of
contexts. In doing so, they perform many roles, such as
researcher, educator, diagnostician, therapist, supervisor,
consultant, administrator, social interventionist, and expert
witness. Their goal is {0 broaden knowiedge of behaviorand,
where appropriate, lo apply it pragmatically to improve the
condition of both the individual and society. Psychologists

strive to heip the public in
and choices coacemin; Ly
provides a common sct of
build their professional ;

This Code is inte

cloping informed judgments
behavior, This Ethics Code
ues upon which psychologists
scientific work,

to provide boil the poncrat
tules to cover most situations
encountered by psychulugisis. It has as its primary goal the
welfare and protection of the individuals and groups with
whom psychologists work. Itis the individual responsibility
of cach psychoiogist to aspirc to the highest possibie stan-
dards of conduct. Psyvhwlogists respect and protect human
and civil rights, and Jo not knowingly participate in or
condone unfair discriminatory practices.

The devclopment of adynamic sct of ethical standards
fora psychologist’s work-related conduct requires a persoaal
commitment to alifeloug, cffort 1o act cthically; to encourage
tthical behavior by studcats, supervisces, employees, and
colicagues, as appropriaic; and to coasult with others, as
necded, conceming cihical problems. Each psychologist
supplements, but docs 1ot violate, the Ethics Code’s valucs
and rules on the basis of guidancc drawn from personat
values, culture, and expericoce. l

GENERAL PRINCIPLES
Principle A: Comipetence

Psychologists sirive to maintain high standards of
competence in their work. They recognize the boundarics of
their particular competeicics and ithe limitations of their
cxpertise. They provide only those services and use only
those techaiques for which they are qualificd by education,
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training, or cxpericnce. Psychologists are cognizant of the
fact that the competengics required in serving, {eaching, and/
or studying groups of peopic vary with the distinclive char-
acteristics of thase groups. In those arcas i which recog-
nized professional standards do not yet exist, psychologists
exercise carcful judgment and take appropriatc precautions
to protect the welfare of those with whom they work, They
maintain knowledge of rejevant scientific and professional
information related to the services they render, and they
recognize the need for ongoing education. Psychologists
make appropriaic use of scicntific, professional, lechnical,
and adminisirative resousces.
Principic B: Integrity
Psycholopists seek 10 promote intogrity in the scicace,
teaching, and practicc of psychology. In these activities
psychologists arc honest, fair, and respectful of others. In
describing or reporting their qualifications, services, prod-
ucts, fees, rescarch, or tcaching, they do not make statcments
that arc false, misleading, or deceptive. Psychologists strive
to be aware of their own belicf systems, values, nceds, and
limitations and the effect of these on their work. Totheextent
feasibjc, they attcmpt to clarify for relevant partics the roles
they are performing and to function appropriatcly in accor-

dance with those rolcs. Prychologists avoid improper and.
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Principle C: Professional and "
Scientific Responsibility s
Psychologists uphold professional standards of con-
duct, clarify their professional roles and obiigations, accept
appropriate responsibility for their behavior, and adapt their
methods to the needs of different populations. Psychologists
consult with, rcfer to, or cooperate with other professionals -
and institutions tothe eatent needed (0 serve the best intercsts
of their paticats, clients, or other recipicats of their services.
Psychologists’ moral standards and conduct are personal
matless 1o the same degree as is true for any other person,
excopt as psychologists’ conduct may compromise their
professional responsibilities ar reduce the public’s trust in
psychology and psychologists. Psychologists are concemed
about the cthical compliance of their colleagues” scicatific
and professional conduct. ‘When appropriaie, they consuit
with colleagues in onder to prevent or avoid unethical con-

Principle D: Respect for People’s Rights
and Dignity e
Psychologists accord appropriate respect to the funda-
mental rights, dignity, and waorth of all people. They respect
the rights of individuals to privacy, confideatiality, self-
determination, and awtonomy, mindful that legal, and
obligations may lead 10 inconsistency and conflict with the
exercise of these rights. Psychologists are aware of cultusal,
individual, and roje differences, including those duc io age,
gradcr, race, ethcuy,mmnﬂ erigin, religion, sexval ori-
entation, disability, language, and sociocconomic status,

potentially hannfu\} dual relationships.

PreamblePrinciple D « 3
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INTRODUCTION

The American Psychological Association's (APA's)
Ethical Principles of Psychologists and Code of Conduct
(hercinafter referred 1o 28 the Ethics Coile) consists of an
Introduction, a Preamble, six General Principles (A—F), and
specific Ethical Standards. The Introduction discusses the
intent, organization, considerstions, and scope of
application of the Ethics The Preamble and General
Principles are aspirational goals to guide psychologists
toward the highest ideals of psychology. Although the
Preamble and General Principles are not themselves enforce-
able rules, they should be considered by psychologists in
arriving at an cthical course of action and may be considered
by ethics bodies in interpreting the Ethical Standards. The
Ethical Standards set forth enforceable rules for conduct zs
psychologists. Most of the Ethical Standards are written
broadly, in order to apply to psychologists in varicd roles,
although the application of an Ethical Standard may vary
depending on the context. The|Ethical Standards are not
exhaustive. The fact that a givenjconduct is not specifically
addressed by the Ethics Code does not mean that it is
necessarily either ethical or unethical.

Membership in the APA its members to adhere
tothe APA Bthics Code and to thg rules and procedures used
to impiement it. Psychologists and students, whether or nat
they arc APA members, should baaware that the Ethics Code
may be applied to them by state ology boards, cousts,
or other public bodies.

This Ethics Codeapplies ogly topsychologists” work-
related activities, that is, activities that are part of the psy-
chologists® scientific and professional functions or that are
psychological in nature. Itinciudes the clinical or counseling
practice of psychology, research, teaching, supervision of
uainees, development of assessment instruments, conduct-
ing asscssments, educationat counseling, organizational con-
sulting, social intervention, administration, and other activi-
ties as well. These work-related activities can be distin-
guished from the purely private conduct of a psychologist,
which ordinarily is not within the purview of the Eshics Code.

The Ethics Code is intended to provide standards of
professional conduct that can be applied by the APA and by
other bodies that choose to adopt them.  Whether or aot a
psychologist has violated the Ethics Code does niot by itsclf
dﬂmmwhulmbeorshemlegally liable in a court action,
whether a contract:is enforceable, or whether other lepal
conseguences beour. These resulis are based on legal rather
than ethical rules. However, compliance with or violation of
themecsCodennybendmus:bicucndam insome legal
proceedings, depending on the circumstances.

In the process of making decisions regarding their
profussonal behavior, psychalogists must consider this Etho
ics Code, in addition to applicable laws and
board regulations. IﬂheEthluCodeutabhshuahlgher
standard of conduct than is required by law, psychologists
must meet the higher ethical standard. If the Ethics Code
standard appears to conflict with the requirements of law,
then psychologists make known their commitment 1o the
Ethics Code and take steps to resolve the conflict in a

responsiblc manner. If neither law nor the Ethics Code
resolves an issue, psychologists should consider other
pmfmaulmmk‘uﬂthedamonhﬂrmmn-
science, as well as seek consultation with others within the
field when this is practical.

The procedures for filing, investigating, and resolving
complaints of uncthical conduct are described in the current
Rules and Procedures of the APA Ethics Committee. The
actions that APA may take for violations of the Ethics Code
include actions such as reprimand, censure, termination of

“This version of the APA Ethics Code was adgpied by the American
Paychological Associstion’s Cooneil of Represcaigtives during lts mect-
ing. Awgust 13 and 16, 1992, and ix effective beginning December 1, 1992,
Inquiries concrming the substance or interpretation of the APA Ethics Code
should be addressed 1o the Director, Offioe 6 Ethics, Awserican Prychologi-
cal Associstion, 750 Firet Street, NE, Washington, DC 20002-4242,

‘This Code will be used to adjadicaic compiaiats broaght coneeraing
alieped conduct occurting on o afer the cficctive date,  Complzints
regarding condect oocurving prios 1o the effective date will be adjndicaied
on the basit of the varsion of the Code thet was in cfToct at the Ume the
conduct ocetared, cxcept that no provisions repealed io Junc 1989, will be
enforced even if an earlier versios contains the provision. The Eshics Code
will undergo continuing review sad stody for [wiare revisions; comments
on the Code may be sent 10 the sbove address.
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Amcrican Prychological Association. (1953). Eﬂlﬁm’:&m&ds—dﬂr-

chalpgizss. Washington, DC: Autbor. Tl

American Psychological Association. (1953} s:m-:remieﬂ h:hv-'

jor for psychologists. Americon Psychologiss, 13, 268-271. .
American Pyychologicsl Association, (1963). Mwww
chologiss. American Pryckoiogist, I8, 56-60.

Amcrican Psychological Association. (1968). Elhlullhndmhorpsy-

dnhm American Psychologist. 23, 351-361.
WAMM (1972, Mm:h). MM
d' APA Monitor, pp. 22~-13.
Psychological Associstion. (1979). Elhallm:dad.mjm
chologisis. Washingion, DC: Aothor,

Amezican Prychological Associasion, (1981). mwmpua:m»'

chologisis. American Psychologist, 36, 633-638..
American Psychological Assaciation. (1990). Ethical principles of pry-
chologists {Amended Junc 2, 1939). Mm?aﬂdaxuﬂ .390-395.

Request copies of the APA'sEhannwpluorPsydubdmud
Code of Conthuct mum\mwmmmm

Washington, DX 20002-4242, or phoac (202) 336-5510.

'Prolessional materials that are most helpful ia this regard src guide-
MMMMMMMCMWW
psychological organizations. Sach puidelines and standards, whether
adopied by the American Prychological Association (APA) or itz Divi-
sions, are not enforcesblo as such by this Gthics Code, but are of educative

valee 0 psychalogists, coants, and professional bodicx. Such mmcrials

inciode, but e not Limited 10, the APA's Gemernl Guidelines for I'roviders
of Fspchological Services (1987), Specialty Guidelines for the Delivery of
Smtyctumlrmm Counseling Prychologicts, industrisi/
Psychologisis, and School qunnbxhu (1981). Garicle-
lines for Compuser Based Tests and interpresations (1987), Standards for
Educatiomal and Prychological Terring (1985), Ethical in the
Conduct of Research With Hisman Paniicipapss (19%2), Guidelines for
Ethical Conduct in the Care ond Use of Asimals (1986), Guidelinex for
Providers of Psychological Services io Ethuic, Linguistic, snd Calrally
Diverse Popelations (1990), and Publication Mamml of the American
Prychological Associasion (3nd e, 1933), Materials not adopied by APA
a3 a whole include the APA Division 41 (Forensic Psychology)/American
ﬁvmhwmysWJyGMmwaMch
m ' " ul .
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1 Hospital Administrator

the President of Medical Staff |

1 iate Administrator

the n, Department of Surgery

the Mpmm Departmentt of Medicine

the Chief Pathologist

1 Staff RN (Registered Nurse)

the Pastoral Care Coordinator

1 University of Guam Committee for Human Subject m Research (CHSR) representative
AND has standing policics that empower the IRB to request and obtain relevant inputs from
experts and gther resources in areas not represented by the existing IRB members,

Existing Review Boards do not need to be Duplicated

Bill #347 proposes the duplication of the existing research review processes and procedures thatare 7=
conducted by the UOG Committee for Human Subjeet in Research (CHSR) and the Guam Memorial

Hospital Institutional Review Board (IRB) for Rescarch, THE PEOPLE OF GUAM ARE SUPERBLY e
PROTECTED BY THE EXISTING REVIEW BOARDS when research is processed through them. /

WMM Board. GUAM NEEDS TO HAVE THE UOG
EFORH J IN RESEARCH (CHSR) DESIGNATED BY THE GUAM
LEGISLATURE AS THE REVIEW BODY FOR ALL RESEARCH RELATED TO HUMAN SUBJEC
THAT TAKES PLACE ON GUAM. Further, the existing UOG Policies and Procedures that relate to and
govem the CHSR need to be accepted as the standard for Guam. The UOG Committee for Human Sutu‘ecl
in Research (CHSR) as it presently exists can probably cope with the volume of work needed to review
resaarch on Guam. H \lg&:suc mpportm!lbenecdedmtheﬁmn of an annual monctary aBocation to
defray office and I

-
To do s0)\MAJOR REVISION OF n.L #347 APPEARS NECE§SARY 50 that the above can be
accomplished. And this will help énsure that the People of Guam will remain protected as they should be.
However, HER/REVIEW BOARD as presmﬂy proposed IS NOT NEEDED.

!
THEREFORE, SENATOR Y URGE YOU AND YOUR COMMITTEE

ON EDUCATION TQ RE- CONSIDER THE ARGUMENTS REGARDING RILL #347. IURGE THE
COMMITTER TO MQVE THAT BILL #347 UNDERGO SERIOUS REVISION SO THAT IT WILL
EMPOWER AND SUPPORT THE UOG COMMITTEE FOR HUMAN SUBJECT IN RESEARCH
{(CHSR) with the exis UOG palicies and procedures AS THE GUAM RESEARCH REVIEW BOARD
FOR HUMAN SUBJECTS.

Dankolo Na Si Yu’os Ma'sse for the opportupity to voice an opinion regarding why Bill #347 should be
revised. If § can be of assmtance,pluschelﬁeetocanonme
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Senator Lawrence. F Kasperbauer

S/BS 0 4752000

|
RSITY OF GUAM

U}v BETSEDAT GUAHAN

PSYCHOLOGY PROGRAM
DIVISION 0( SOCIAL/BEHAVIORAL SCIENCES & SOCIAL WORK

syda Thrk Smith, Ph. D.

. UOG Station, Manglao, Guam 58923
Telephone: (671) 785-2881 Fax: (671) 734-5255
‘ o-mail stsmrth@uog9 uog.edu

May 4th, 1998

Chairman

o Twenty-fourth Guam Legislature -
Conumttee on Educatxon

Reference Bﬂl #347 Relative to Creatmg a Guam Research Rewew Board

’ As a researcher and an ‘educator teaching research methodology and -
| supervising, undergraduate research at the University of Guam, 1 firmly
.. oppose fo the establishment of a new “Guam Research Review Board"
. that ‘will oversea all research conducted on Guam. This will make -
~ undergraduate research impossible to conduct and will deprive UOG
¢ stydents of valuable research experience. I would hke to state some of my
f rerso ng for this claim:

- 1. |Any research that is conducted at the UOG is being reviewed - and will
'coinhnue to be reviewed - by the University's Committee on Human
| Rese Sub;eds to assure “the. protection of the rights of persons
" .} participating in human research projects.” Under the present system,
», undergraduate resgatchers working under faculty supervision can design,
' submit for review, and conduct a study within one semester. Such
_ research which: typlcally is noninvasive and straightforward - néeds only
lited review, and the approval takes approximately 7.8 days. It -

ible to fit-another review by another Research Review

| Board to this. limited.time frame.

2, Given that all undergraduate research is reviewed by the Umvermtys
o Comnuttee on Huntan Research Subjects, the duphcahon of this process
unnecessary and redundant The University's review board has a -

gqod track record and has been able to review research apphcatlons and
protect the rights of human subjects successfully. _

. Undergraduate research is an integral part of the curriculum of the UOG -

Psychology Program. All psychology classes have a research component.

. Students learn to évaluate research and develop research proposals. At
* least: half of the students faking _psychology classes learn to oonduct

research (0 answer their questions on topics | discussed
addition to that. students who apply top P e in class. In

graduate school in psychology gre
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quu'ed to have extenmve tesearch aining and those who have hands-

n research expenence have advantage iover other applicants. It is critical
t ‘our stndents: continue to cpndyct undergraduate research that
iches - their learmng expenence gnd increases their educational
Orhunﬂmes
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ETHICAL PRINCIPLES AND GUIDELINES
FOR THE PROTECTION OF HUMAN SUBJECTS
OF RESEARCH

A Summary of the
Belmont Report

The National Commission for the
Protection of Human Subjects of
Biomedical & Behavioral Research

U.5. Depanmen: of Health, Education tnd Welfare
Published: April 18, 1979

The following congists of quoted excerpts. A copy of the complete report is
available in the files of the UCG Committee for Human Research Subjects, Graduate

School and Research Qffice.

INTRODUCTION

Scientific research has produced suhstantial social benefits.
It has also posed some troubling ethical questions.

Since 1945, variocus codes for the proper and responsible
conduct of human experimentation in medical research have been
adopted. These are the Nuremberg Code of 1947, the Helsinki
Declaration of 1964 (revised 1975), and the 1971 Guidelines
(codified into Federal Regulations in 1974) issued by the U.S.
Department of Health, Education, and Welfare. Codes for the conduct
of social and behavioral research have also been adopted, by the
American Psychological Association, 1973.

Three principles, or general prescriptive judgments, that are
relevant to research involving human subjects are identified in
these statements. These should assist scientists, subjects,
reviewers and interested citizens to understand the ethical issues
inherent in research involving human subjects.

This report copsists of a distinction between research and
Practice, a discusslon of the three basic ethical principles, and
remarks about the application of these principles.



undue influences if the subject is especially vulnerable.

Unjustifiable pressures usually occur when persons in
positions of authority or commanding influence -— especially where
possible sanctions are involved -- urge a course of action for a
subject. A continuum of such influencing factors exists, however,
and it 1is impossible to state precisely where Justifiable
persuasion ends and undue influence begins.

2. Assessment of Risks and Benefits: presents both an
opportunity and a responsibility to gather systematic and
comprehensive information about proposed research, including
alternative ways of obtaining the benefits sought in the research.
Por the investigator, it is a means to examine whether the proposed
research is properly designed. For a review committee, it is a
method for determining whether the risks to subjects are justified.

The term "risk" refers to a possibility that harm may occur.
It includes reference both to the chance (probability) of
experiencing a harm and the severity (magnitude) of the envisioned
harm. The term "benefit"” is used to refer to something of positive
value related to health, education, knowledge, or welfare, Unlike
®"risk," "benefit" does not express probabilities. Risk is praperly
contrasted to probability of benefits, and benefits are properly
contrasted with harms rather than risks of harm. Risk/benefit
assessments are concerned with the probabilities and magnitudes of
possible harms and anticipated benefits.

Many kinds of possible harms and benefits need to be taken
into account. There are, for example, risks of psychological harm,
physical harm, legal harm, social harm and economic harm and the
corresponding benefits. Risk can perhaps never be entirely
eliminated, but it can often be reduced by careful attention to

alternative procedures.



C. Applications

Applications of the general principles to the conduct of
research leads to consideration of the following requirements:

1. Informed Consent: requires that subjects, to the degree
that they are capable, be given the opportunity to choose what
shall or shall not happen to them. There is widespread agreement
that the consent process can be analyzed as containing three
elements - information, comprehension and voluntariness.

Informatjon. Most codes of research establish specific items
for disclosure intended to assure that subjects are given
sufficient information. These items generally include: the research
procedure, their purposes, risks and anticipated benefits,
alternative procedures (where therapy is involved), and a statement
offering the subject the opportunity t ask questions and to
withdraw at any time from the research. Additional items have been
proposed, including how subjects are selected, the person
responsible for the research, etc.

However, a listing of items does not clarify ways for judging
how much and what sort of information should be provided. It may be
that a standard of "the reasonable volunteer" should be followed:
the extent and nature of information should be such that persons,
knowing that the procedure is neither necessary nor fully
understood, can decide whether they wish to participate in the
furthering of knowledge. Even when some direct benefit to them is
anticipated, the subjects should understand clearly the range of
risk and the voluntary nature of participation.

Information about risks should never be withheld for the
purpose of -eliciting the cooperation of subjects, and truthful
ansvers should always be given to direct questions about the

research.

Comprehension. The manner and context in which information is
conveyed is as important as the information itself. For example,
presenting * information in a disorganized and rapid fashion,
allowing too 1little time for consideration or curtailing
opportunities for questioning, all may adversely affect a subject's
ability to make an informed choice.

Because the subject's ability to understand is a function of
intelligence, rationality, maturity and lanquage, it is necessary
to adapt the presentation of the information to the subject's
capacities. Investigators are responsible for ascertaining that the
subject has comprehended the information.

Voluntariness. This element of informed consent requires
conditions free of coercion and undue influence. Undue influence
occurs through an offer of an excessive, unwarranted, inappropriate
or improper reward or other overture in order to obtain compliance.
Also, inducements that would ordinarily be acceptable may become

4



hand, it would seem that respect requires that prisoners and
students not be deprived of the opportunity to volunteer for
research. On the other hand, under prison and classrcom conditions
both may be subtly coerced or unduly influenced to engage in
research activities for which they would not otherwise volunteer.

2. Beneficence: is a term often understood to cover acts of
kindness or charity that go beyond strict obligations. In this
document, beneficence is understood in a stronger sense, as an
obligation. Two general rules are complementary expressions of
beneficent actions in this sense: (1) do not harm and (2) maximize
possible benefits and minimize possible harms.

The obligations of beneficence affect both individual
investigators and society at large, because they extend both to
particular research projects and to the entire enterprise of
research. In the case of particular projects, investigators and
members of their institutions are obliged to give forethought to
the maximization of benefits and the reduction of risk that might
occur from the research investigation.

A difficult ethical problem remains about research that
presents more than minimal risk without immediate prospects of
direct benefit to the subjects involved. Some have argued that such
research is inadmissible, while others have pointed out that this
limit would rule out research promising great benefit to people in
the future. As with all hard cases, the different claims covered by
the principle of beneficence -- benefits versus harms -- may conme
into conflict and force difficulty chaices.

3. Justice: asks Who ought to receive the benefits of research
and bear its burdens? This is a question of "fairness in
distribution"” or " what is deserved.™ An injustice occurs when some
benefit to which a person is entitled is denied without good reason
or when some burden is imposed unduly.

The selection of research subjects needs to be scrutinized in
order to determine whether some classes (e.g., welfare patients,
racial, ethnic, and gender minorities, or persons in institutional
settings) are being systematically selected or excluded simply
because of their easy availability, their compromised position, or
their manipulability, rather than for reasons directly related to
the problem being studied. Justice demands both that research not
provide advantages only to certain persons or groups, and that such
research should not fail to direct benefits toward those involved.



A. Boundaries Between Practice and Research

It is important ¢to distinguish between biomedical and
behavioral research, on the one hand, and the practice of accepted
therapy on the other, in order to know what activities ought to
undergo review for the protection of human subjects of research.
The distinction between research and practice is blurred partly
because both often occur together (as in research designed to
evaluate a therapy).

The term "practice" refers to interventions that are designed
solely to enhance the well-being of an individual patient or client
and that have a reasonable expectation of success. By contrast, the
term “research" designates an activity designed to test an
hypothesis, permit conclusions to be drawn, and/or develop and
contribute to knowledge (expressed, for example, in theories,
principles, statements of relationship, and descriptive summary).

Research and practice may be carried on together when research
is designed to evaluate the safety and efficacy of a therapy. This
need not cause any confusion regarding whether or not the activity
requires review; the general rule is that if there is any element
of research, that activity should undergoe review for the protection
of human subjects.

B. Basic Ethical Principles

1. Respect for Persons: incorporates at least two ethical
convictions; first, that individuals should be treated as
autonomous agents, and second, that persons with diminished
autonomy are entitled to protection. The principle thus divides
into two separate moral requirements: the requirement to
acknowledge  autocnomy and the requirement to protect those with
diminished autonomy.

An autonomous person is an individual capable of deliberation
about personal goals and of acting under the direction of such
deliberation. To respect autonomy is to give weight to autonomous
persons®' considered opinions and choices. To show lack of respect
for an autonomous agent is to repudiate that person's considered
judgements, to deny an individual the freedom to act on those
considered judgements, or to withhold information necessary to make
a considered judgement.

The capacity for self-determination matures during an
individual's life, and some individuals lose this capacity wholly
or in part because of illness, mental disability, or circumstances
that severely restrict liberty. Respect for the immature and the
incapacitated may require protecting them as they mature or while-
they are incapacitated.

Respect for persons demands that subjects enter into the
research voluntarily and with adequate information. In some
situations, however, application of the principle is not obvious.
The involvement of prisoners, at one extreme, or of students in
more normal circumstances, provide instructive examples. On the one

2



nar ua So W e A®

b b B

ramasita we

i

early as is feasible, (Sec aiso Standard 4.08, Interruption of
Services.)

(D) If the patient, client, or other recipicat of services
docs not pay for scrvices a5 agreed, and if the psychologist
wishes to usc collection ageacies or Jogal measures to collect
the fecs, the psychologist first infoems the person that such
measures will be taken and provides that person an opposiu-
nity 10 make prompt payment. (Sce also Standard 5.11,
Withhalding Records for Nonpayment.)

1.26 Accuracy in Reports to Payors and
Funding Sources
In their reponts 1o payors for services or sources of
rescarch funding, psychiologists accurately state the naturc of
the rescarch or scrvice provided, the fees or charges, and
where applicabie, the ideatity of the provider, the findings,
and the diagnosis. (Sce also 5.05, Disclosures.)

1.27 Referrals and Fees

Whmapsychologmpays.mpaymuﬁmmr
divides fees with another professional other than in an
employcr-empioyes reiztionship, the payment 10 each is
based on the services (clinical, consultative, administrative,
or other) provided and is not based on the reforral itself

2. Evaluation, Assessment, or Intcrvention

201 Evaluation, Diagnosis, and Interventions
in Professional Context

{a)Psychologists perform cvaluations, diagnoslic scr-
vices, or interventions only within the coatext of a defined
professional relalionship, (Sec also Standard 1,03, Profes-
sional and Scientific Relationship.)

(d) Psychologists' asscssments, recommendations, re-
ports, and psychological diagnostic or evaluative statements
arc on infonmation and techniques (including personal
interviews of the individual when appropriatc) sufficient to
providc appropriate substantistion for their findings. (Sec
aizo Standard 7.02, Foreasic Assessments.)

2.02 Competence and Appropriate Use of
Assessments and Interventions

(a) Psychologists who develop, adminisics, scorc,
interpres, o7 usc psychological assessment techniques, iatet-
views, tests, of instruments do 30 in a manner and for

purposes that arc appropriate in light of the research on or
widemothcwuhusmdmapplmmofthc

(blkwhohmn&:mﬁmmmofmm
techniques, interventions, resulis, and inierpretations and
tak:mabicuepswpmvcntubmfmmmngme
mfmmmummmmmmmm

mg&om:dmmgnwmtmuuswmwwmpmm
other than to patients or clicnts as who are not
ified 40 use such informadon. (Sec also Standards 1.02,
ionship of Ethics and Law, and 1.04, Boundarics of
Competence.)

A v R’ LY L ‘

1

2.03 Test Construction

whodevelop and conduct rescarch with
tesis and mmmﬂwmm&ﬁc proce-
durcs and surrent professional knowledge for test design,
standardization, validation, reduction or elimination of biss,
and recommendations for uss.

2.04 Use of Assessment in General and With
Special Populations

(») Psychologists who perform interventions ot ad-
ministes, score, inlcrpeel, or use asscssment icchniques are

fmlnrwiﬂlmetﬂnb&lny validation, and relsted standard="—""

ization or outcome studies of, and proper applications and
uscsof.lhctachniqmlheym

{b) Psychologists recognize fimits 10 the cerinty
with which diagnosos, ju arpredictions canbe made
about individuais,

«© Wﬂmmwidmfyuum inwhich
panicular intcrventions.or assessment technidues or notns
may not be applicable or may require adjustment in admin-
istration orinterpretation becausc of faciors such as individu-
als’ gender, age, race, efhaicity, national mgm. mh;wn.
scxual oricntation, dlabzhly, lanpuage, or sociocconomic
status,

2.05 lnterprehngAssasmeutRmﬂts o

Whmmawwngmmmdu.mdu&ngm
mated intcrpretations, take into account the
variots test factors and characleristics of the person being
mmumghtaﬁutpychdngm Jjudgmeats or re-
mhmmyofmmWMMany
significant rescrvations they have about the accuracy or

limitations of their interpretations.
2.06 Unqualified Persons

Psychologists donot promote the use of psychological
asscasment echniques by uaqualified persons.  (See also
Standard 1.22, Delcgation to and Supesvision of Subordi-
Rales.)

2.07 Obsolete Tests and Qutdated .
Test Results .

(s} Psychoiogists do not base their asscssment or
mmmmdwnmwmmﬁhmmdﬂaorm
results that are outdated for the current puspose.

(b) Similarly, psychologists do ot base, such deci-
sions or recommendations on tcsts and measares that arc
obsalcte and not uscfil for the currcat purpose.

2.08 Test Scoring and Interpretation
. .
(») Prychologisis who offcr assessment or scoring

procedures to other professionals accurately describe the
putpose, norms, validity, reliability, and applications of the

Stapdard 1.26-Standard 208 » 7
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mm ad any special qualifications applicable to their

2.09 Explaining Assessment Resulfs
Unless the nature of the relationship is clearly ex-
Mwmemmw:nmmdpmlm
mvumnfqlupmonofmum(mhumm
consulting, preemployment orsecurity screen-
mp.udﬁotmqumm}.psychdng:mmmam
explanation of the results is provided using language that is

reasonably understandable to the person assessed or to an-
other legally oyized person on foftheclmt.

etherthe scoring and i aredone
by the p gist, by sssistants, or by automated or other

integrity sdcurity of lests and other assessment tech-
ith law, contractual obligations, and in a
mannerthat pergy pliance with the requirements of this
Ethics Code. (She Standard 102, Relationship of Ethics
and Law.)
3. Advert u:ing and Other
ﬁBl?c‘natemems

J.01 Def' it Tf Public Statements

i m:hlhxsm,uc.s(:odeinpubbc

smanmmd gtotheirprofessional services, products, or
publications or tp the field of psychology, Public stalements

incinde but are ited 10 paid or unpaid advertising,
brochures, wg , directory listings, personal re-
sumes or mtuvsws of cosmments for use in
media, in proceedings, lectures and public
3.02 8 y Others

(a) i whoa\;lgemhusmcmotplwe

| |
mu---mr"ﬂ""ﬂ"‘l

{c) If psychologisis leam of deceptive statements about
their work made by others, psychologists make reasonable
efforts to correct such statements.

(d) Psychologists do not compensate mployus of
press, madio, tefevision, or other communication media in
return for publicity in a news item,

{e} Apaid advertisement reiating to the psychologist's
aclivities must be identified a5 such, unless it is already
apparent from the context.

3.03 Avoidance of False or Deceptive .

Statements

(s) Psychologists do not make publicstatements that
are false, deceptive, misleading, or fraundulent, cither because

ofwhuduymmvey.wmggmorhmmqf_mm__ !

omit, conceming their rescarch, practice, or other work
activitics or those of persons or organizations with which

they arcaffilisted. Asexamples (and not in limitation) of this
puychologinsdumtmhefaluordmpﬁvcm
ments conceming (1) their training. experience, or
tence; (2) their academic degrees; (B)thc:rcredmuh;(d)
their institutions! or association affiliations; (5) their ser-
vices; () the scientific or clinical basis for, or resuits or
degree of soctess of, their services; (7) their fees: or (B) their
publications or research findings. {(See also Standards 6,15,
Deception in Research, and 6.18, Providing Participants
With Information About the Study.)

(b) Psychologists ¢laim as credentials for their psy-
chalogical work, enly degrees that (1) were camed from &
regionally; accredited educational institution or (2) were the
basis for psychology licensure by the state in which they
practice, | '

3.04 Mt?dxa Presentations

When psychologists provide advice or comment by
means of public lectures, demonstrations, radio or ielevision
mw&dmmmdmmum
ml. ar other media, they take reasonable precautions to
ensure that (1) the statements arc based on appropriate psy-
chological. literature and practice, (2) the statcments are
otherwise consistent with this Ethics Code, and (3) the recipi-
entsoflhquommmuemtmumysdmnﬂalhna
has been established with them persanally.
1

3,05 Tqumgmals )

Psycholorists do not solicit testimonials from current
psychotherapy clients or patients or other persons who be-
canse of their patticular citcuwnstances are vulnesable 10
undue influence,

3.06 In-Person Soficitation

donotengage, directly or through agents,
in uninvited in-person solicitation of business from actual or
potential psychotherapy patients or clients or other persons
who becanse of their particular circumstances are vulnerable
toundueinfiuence. However, this does not precinde attempi-

\
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ing {0 implement appropriate collatcral contacts withsignifi-
cant others for the purpose of bencfiling an alrcady engaged
thecapy patient.

4. Therapy
4.01 Stmcmring the Relationship |

(2) Psychologists discuss with clicats of paticats as
carly a3 is feasible in the therapeutic relationship appropriate
issaes, such as the nature and anticipated course of therapy,
fees, and confidentiality. (Seealso Standards 1.25, Fees and
Financial Amangemcats, and 5.01, Discussing the Limits of
Caonfidentiality.)

(&) When the psychologist’s work with clicats or
patients will be supervised, the above discussion includes
that fact, and the name of the supervisor, whea the supervisor
has legal responsibility for the case.

(c) When the therapist is a student intem, the clicat or
paticnt is informed of that fact.

(d) Psychologists make reasonable cfforts to answer
patients’ questions and 1o avoid apparcnt misunderstandings
about therapy. Whenever passible, psychologists provide
oral and/or writlen infonnalion, using language that is rea-
sonably understandable to the patient or clicas.

4.02 Informed Consent to Therapy 1

(%) Psychologists oblain appropriatc informed con-
sent 1o therapy or related procedures, using janguagt that is
reasonably understandable (o panticipants. ‘The content of
informed consent will vary depending on many circum-
stances; however, informed consent geacsaily implics that

informed of siguificant information concere

dure, (3) has freely and without undue infiucho

conscat, and {4) consent kas been appropriatel
(h)thnpummlcplly‘ papl

,lhepuwn(l}hulhcmmymmt.mhl;'m

the persons’ psychological capacities, (2) se
those interveations, and (3) consider such
coces and best interests.

4.03 Couple and Family Relatio

{a) When a psychologist agrees to provigh sem'u-.sm
muﬂpusomwhohnaldaﬁomhip(m 3 husbapd and

chﬁfyutheom(l)whichoftheimﬁv d

p—

1 jodgert HD S SEEe M PP

(b) As s00n as it becomes apparent that the psycholo-
gist may be calied on to perform poteatially conflicting roies
(such as muasital counselor to husband and wife, and then
witaess for onc party in a divarce proceeding), the psycholo-
gist atiempls to clarify and adjust, or withdraw from, roles
appropriaicly. (Secaiso Standard 7.03, Clarification of Role,
wikler Forensic Activitics.)

4.04 Providing Mental Health Services to
Those Served by Others
Indeculingwhuhenooﬂ'u'a'ptmidcmicsh

those aircady receiving mental health services sisewhere,

psychologists carcfully consider the treatment issues and the

potential paticat's of clicot's welfare. ‘The-psyehologist———

discusses these issucs with the patient or clical, or snother

icgally authorized person on behalf of the client, in ordes to

other service providers when appropsiate, and proceeds with

caution and scngitivity 10 the therapeutic issues,

405 Sexual Intimacies With Current Patients
or Clieats

Psychnbgmsdomwgagcmmualmmmmm
current patients or clicats.

4.06 Therapy With Former Sexual Partners

Psycholomdsdonotameptuthuapyhnwsor
clicnis persans with whom have engaged in sexual

4.07 Sexual Intimacies With Former
Therapy Paticnts |

(a)Pqehdogmdonqmmmuﬂmu
with a former tetapy patient o¢ client for at least two years
after cessation o termination of professional services,

{b) Because sexual intimacies with a former therapy
patient or client are so frequegtly bannfut to the patient or
dxuu.mdhmwemh Rtimaci

; mm'mpuhlicmﬁ-

Standard 4.0]-Standard 4.07 +* 9
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Relationship
{a) Psychologists do not patients or clients.
(See also Standard { 25¢, under and Finzncial Arrange-

)

(b)PIhf:hnlog'nstmninna professional relation-
pip when it becomes reasonably that the patient or
ientno longerneads the sesvice, istjot benefiting, oris being
me«i by continued service,

(¢) Prior t0 termination for whatever reason, except
preciuded by the patient’s or client's conduct, the
mmmmlmdm:vmm

providers
to facilitate transfer of responsibility
if the patient or client needs one immedi-

Privacy and Confidentiality
Tthn;nrd:mpomﬁauy spplicabic to the pro-
ific activities of all psychologists.

'P (miq&n;mthmfunblqmmm
) (1) the reicvant limitations on
i "Y-‘ﬁl“ﬂlﬂ: limitations whese applicable in
up, marital, and family therapy or in organizational con-
ulling, and (2) the foreseeable uses of the information
ted through gheir services.
(b) Unlcss it is not feasible or is contraindicated, the
sion of confidentiality occurs at the outset of the

ion 'pandlhruﬁaumcmmmmayw

(c) Permissipn for electronic reconding of interviews
red from clients and patients.
Maintaining Confidentiality

Paychologists have a primary obligation and take
onable precautions to respect the confidentiality rights of

those with whom they work or consult, recognixing that

fidentiality may be cstablished by law, institutional cul
or professional or scientific relatioaships. (Secalso Standard
626, Professional Revicwers.)

5.03 Minimizing Intrusions on Privacy

() In order i minimize intrusions on privacy, psy-
chologists include in written and oral repons, consuliations,
and the jike, only information germane to the purpose for
which the communication is made.

{b) Psycholopists discuss confidential information
obtained int clinical or consulting relationships, or evaluative
data conceming patients, individval or organizational cli-
ents, students, rescarch participants, supervisees, and em-

ployces, only for appropriate scientific or professional s ™~ |

poses and only with persons clearly concerned with such
matters. _

5.04 Maintenance of Records

Psychologisis maintain appropriate confidentiality in
creating, storing, accessing, transferring, and disposing of
records under their control, whether these are writicn, auto-
mated, or in any other medium. Psychologists maintain and
dispose of records in accordance with law and in a manner
that pezmits compliance with the requirements of this Ethics
Code.

5.05 Disclosures

{») Psychologists disclose confidential information
without the consent of the individual anly as mandated by
law, or where permitied by law for a valid purpose, such as
(1) to provide needed professional services to the patient or
the individual or organizational client, (2) to obtain appropri-
ate professional consultations, (3) W0 protect the patieat or
client or others from hamm, or (4) to obtain payment for
services, in which instance disclosure is limited to the mini-
mum that is necessary to achieve the purpose.

(b)&whnwwusomydndmmfmm-
formation with the appropriate consent of the patient or the
individual or organizational client (or of another legally
wmwuedpammbchdfotuwpumordmt).
prohibited by law. '

5.06 Consultations !

When consulting with colleagues, (1) psychologists
do not share confidéntial information that rezsonably could
lead to the identification of a patient, client, research partici~
pant, or other person or organization with whom they have a
confidential relationship tmless they have obtained the prior
consent of the person or organization or the disclosure cannot
be avoided, and (2) they share information only to the extent

to achieve the purposes of the consultation. (See
also Standard 5.02, Maintaining Confidentiality.)

10 1 ¢ Standard 4.08-Standard 5.06

v

Aot i f

oy R

T R

we
L vy

vl i
w oo -

g i = o VR WL



m e e ——— i ——

Framlie ws lud o

Mas Ua ao V- ~1-2 -]

5.07 Confidential Information in Databases

(3) If confidential information conceming recipicnts
of psychological services is to be catered into databascs or
systems of reconds available to persons whose access has not
been consented (o by the recipicnt, then psychologists use
coding or other techniques to avoid the inclusion of personal
identificrs,

(b) I 2 rescasch protocol approved by an institutional
review board or similar body requires the inclusion of per-
sonal identifiers, such identifiers ame deleted before the
information is made accessibic to persons other than those of
whom the subject was adviscd.

(c) If such delction is aot feasibic, then before psy-
chologists transfer such data 10 othcrs or roview such dala
collected by others, Lhey take reasonabic steps 10 delermine
thatappropriate consentof personally identifiable individuals
has been obtained.

5.08 Use of Confidential Information for
Didactic or Other Purposes '

(a) Psychologists do not disclose in their wrilings,
lectures, or other public media, confidential, personally
identifiable information conccring their patieats, individual
or ofganizational clients, students, rescarch participants, or

other recipicats of their services that they obtained during the
cmmot‘thw ; the person or organization has
consenied in nless there is other cthical or legal
authorization g

(b) Ordinarily, in s  scientific and professional

andData]i

5.09 Preserving

A 3 plans in advance 3o that confi-
dentiality of records and p is protected in the cvent of the
psychologist’s death, pacity, or withdrawal from the

Recognizing that ownership of records and data is
govunedbyhgﬂmwplq.psychologmukcmmblc
lndhwfnlstepssnlhnmmddmmnavan:blem
the cxtent needed to lhehstmmmofpancm.

individual or organizational rcsearch participants, or

appropriale others.

5.11 Withholding rds for Nonpayment
Paychoiogists may ngt withhokd records under their

cmuolthammqucﬂed imminently nceded for a
paticnt’s orefient’s edy because payment has aot
bern roceived, cxccpt as ise provided by law.

W' 191§ P RN

Rmrch an ing
6.01 Design of Education and
Training Programs
Psychologists who arc responsible for cducation and
training programs seck to enswre that the programs arc
compeicnly designed, provide the proper expericaces, and
meet e requirements for licensure, centification, or other
godsfwwhichchhnsmmadebylhemnm.
6.02 DescnpunnsofEducaﬁonand
Tra:mngl’rogram ‘

@ responsible for cdWalich and train-
ing programs seek 10 easurc that there is 2 current and

mmmdhmmmmmk

progress, and the nature of course cxperiences.
(SuahoWJ.OB.AvoﬁamofFabeorDewpuvc
Slatcments,)
(c)'{nﬂwdegrumwmmcymmml.

’ reganding ﬂwmbmmunmhemaed,bm
foreval

ps respansible for sanouncements, catalogs, bro-
chwes.orqdvmismuducdbingwbhops.mm.
or other nop-degrec- educationzl programs cisure

granting
that they accurately describe the audience for which the
mnmuwwmmm
<5, and the fecs involved.

6.03 Acmracy and Objectivity in Teaching

(a)\yhenmgaguimuchmgunmm;.mnholo-
mﬁspmpsycholognl accuraiely and with
amamabbdegmcofobpcuvny

(b) Wh wmndmluchmeormnz psychalo.
gists recognize the power they hold over students or
supuvm,andthq::emmhcﬁmmam
enmmgmrmd\m is personally demeaning to students

orsupery (Scz also Standands 1.09 Rupmgmhm.
and 1.12, Harassment.)

6.04 " tanonon'l‘nchmg

dowuaduheumoner.hnlqwnr
pnwdwu%hawqmspwahw training, licensure, of
ypuosis, biofecdback,
andprojecuveuchmqm to individuals who lack the pre-
reqummm:[mng.legalmpcofmmm

6.05 Assssmg Student and Supervisee

Ym

() Iniacademic and supervisory reiationships, psy-
chologists cstablish an appropriato proccss for providing
feedback toTanndmpmm

Standazd 5.07-Standard 6:05 « 1]
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(b) Psychologists evaluate students and supervisees
on the basis of their actual performance on and
established program requirements.

6.06 Planning Research |

(a) Psychologists design, conduct, and report research
inaccordance with recognized standards of scientificcompe-
tence and ethical research.

(o) Psychologists plan theirresezrchsoas
the possibility that results will be misieading. o

{c} In planning research, psychologists cop.nder its
ethical acceptobility underthe Ethics Code. Ifan issue
is unclear, prychologists seek to resalve the issus through
constliation with instituticnal review boands, animal care
mdusenmmhteu.peermﬂhﬂm,aoﬂwpmw
mechanisms,

(d) Psychologists take reasonable steps to implement
appmpmtepmmmnfnrﬁnnghumdwdfamofhnm
participants, other persons affected by the research, and the
welfare of gnimal subjects,

6.07 Responsibility

(=) Psychologists conduct research competently and
with due concem for the dignity and wetfare of the pastici-

{b) Psychologists are respousible for the ethical con-
duct of research conducted by them or by others under their
supervition or control.

(c) Rescarchers and assistants are permitied to per-
form only those tasks for which they are appropriately trained
and

(d) Az part of the process of development and imple-
‘mentation of research projects, psychologists consult those
with expertise conceming any special population under in-
vestigation or most likely to be affected.

6.08 Compliance With Law and Standards

Psychologisus plan and conducs research in 2 manner
consistent with federal and state jaw and regulations, sz well
as professional standards governing the conduct of research,
and particularly those standards goveming research with

6.09 Institutional Approval

Psychologists obtain from host institutions or orga-
nizations appropriate approval prior to conducting research,
and they provide accurate information about their research
propasals. They conduct the research in accondance with the
spproved rescarch protocdl.

6.10 Research Responsibilities

Prior to conducting research (except research involv-
ing anly snonymous swrveys, naturalistic observations, or
nmnhrmch).psycholog:szs enterinto an agreement with
participants that clarifies the nature of the research and the
responsibilities of each party.

ABYanEY 1B DY BOTO0

6.11 Informed Consent to Research

(a) Psychologists use language that is reasonably un-
desstandabie 1o research participants in obtaining their ap-
wwmmfmnedm(wuwgedmw
6.12, Dispensing With Informed Consent). "Such informed
consent is appropriately documented. ]

{b) Using language that is reasonably understandable
to participants, psychologists inform participants of the na-
ture of the research; they inform pasticipants that they sre free
to participate or 1o decline to participate or to withdraw from
the research; they explain the foreseeabic conseguences of
declining or withdrawing; they inform participaats of signifi-
cant factors that may be expected to influence their will-
ingness to panicipate (such as ritks, discomfort, adverse

efiects, or imitations on confudentiality, except as provided ..

in Standard 6.15, Deception in Rescarch); and they explain
other aspects about which the prospective participants in-
quire.

(c)Whupsycholopmwnductm:hwnhmdi-
viduals such as students or subordinates, psychologists take
special care 10 prolect the prospective participsais from
adverse conscquences of declining or withdrawing from

(d) When rescarch participation is A course require-
muw&yfwmuﬂit.ﬂnpmmﬁwpuﬁci-
pant is given the choice of alternative sctivities,

{e) For persons who are legally incapable of giving
informed consent, piychalogists nevertheless (1) provide an
appropriate explanation, (2) obtain the participant's assent,
and (3) obtain appropriate permission from a legally aatho-
rized person, if sach substitute consent is permitted by law.

612 Dispensing With Informed Consent

Before determining that planned research (such as
research involviag only anonymous questionnaires, natural-
istic observations, or certain kinds of archival research) does
nat require the informed consent of research participants,
psychologists consider appiicable regulations and institu-
tional review board Tequirements, and they consult wnh
colicagues as appropriate.

6.13 Informed Consent in Research Filmmg
or Recording .

Psychologmobwnmfonnnﬂmtﬁunmh
participants peior to filming or recording them in any form,
inpublic places and itis not anticipsted that the recording will
bcmdmammthnwuldmmonﬂaduﬂifmm
or harm.

6.14 Offering Inducements for
Research Participants S

{(2) In offering professional servicos as aninducement
to obtain research participants, psychologists maie clear the
natyre of the services, as well as the risks, obligations, and

12« Standard 6,06~Standard 6.14
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limitations. {Seealso Standard |, I&Baw[WimPaunnuor
Clients].)

(b)hyahohgnkdommammmmpm
ate financial or other inducements to obtain rescarch pasticl-
pants, particulariy when it might tend to coerce panicipation.
6.15 Deception in Research l‘

(a) Psychologists do not conduct 2 study involving
wmmeyhvedmmndum&cmofdmp-
tive techaiques is justificd by the study's prospective scica-
tific, educational, w:pphedvduandlhuquﬂycﬂeww
alicrnative procedures that do not usc deceplion arc not
feasible.

)Psycholomawcrdewvcmﬂ:pnuupam
mﬂmﬂmﬂapmmnmmaﬁmthmmlhnm
0 participate, such as physical risks, discomfort, or unpleas-
anl cmolional cxpericnces.

(c) Any ather deception that is an intcgral feature of
the design and conducs of an experiment must be explained
to participants as carly as is feasible, preferably at the
conciusion of their pasticipalion, but no later than at the
conciusion of the rescarch. (Scc also Standard 6.18, Provid-
ing Participants With Information About the Study.)

6.16 Sharing and Utilizing Data

Psychologisis inform repearch . participants of their
anlicipated shasing or further usc of personaily identifiablc
rescarch data and of the possibility of unanticipated future
uses. ‘

6.17 Mzmmzmglr:valswenm

In conducting rescarch, psychologists interfcre with
(he participants or milicu from which data are collected only
in s manner that is warranied by an appropriste yesearch

design and that is consistent with psychologists’ rojes as
scientific investigators.

6.18 Providing Participants With
Information About the Study

(=) Psychologisis provide a prompt opportanity for
participanis to obtain appropriate information about the
naturc, results, and conciusions of the research, and pry-
mhgmmmmwmmymmmmmﬁmmw-
ipants may havc,

(b) If scientific or humane values justify deiaying or

6.19 Hoporing Commitments E
Psychologisis take reasonable measures 1o honor all
commitments they have made to research participants.
6.20 Care and Use of Animals in
(a) Psychologists whoconduct research Tvolvingmi-

(b)Psychdogmnqmmfat.mndmpmof
animals in compliance with cuzrent federal, siate, and local
hmﬁmﬁmﬂmpwm

{c) Psychologisis trained in research metbods and
expmumdmthamofhbmyanmkwpuvman
Mummmﬂmmhﬁrm
ing appropriaic consideration of their comfost, hoalth, and
hamane treatment.

() Psychologists ensure that all individuals using
mmaknn&ﬂmrwhvemvdmwhonm
fesearch methods and in the care, maintenznce, and handling
of the specics being usced, to the extent approgmiale (0 theis
role.

(e)Rupmnhihﬁuandmvmﬂofmdeu-

sisting in a research project are consisteat -with-thefr &=~

spective compelcacies.

(D) Psychologists makereasonable effosts to minimize
the discomfort, infection, illness, and pain of anissal subjects.

(g)Aprmwhmmmﬂswmmw
privation is ysed only when an nlm:tivc‘gmcedmc is
muhhkmmegwnjm&ﬁdbymmnm
tific, educational, or spplicd value,

WSMMBH::WMW
priatcanesthesia; techniques to avoid infection and minimize
punmﬁollowddmg and after surgery.

(i) When il is appropriate that the animal’s life be
mmm.uudmupﬂy.wnhmeﬁonmmmpm
andmmdmwuhanwphdptwedm -

621 Reporting of Results

(a) Pxychologists do nntfabumedmorfak&fym—
sults in their publications.

(b)lfpsydwlngmd:mveragmﬁmlmmthw
published datz, they take reasonable steps (0 correct such
mmammm&mmm.ormampn
atc publication means.

622 Plagiarism

Psychologisis do not present substantial portions or
clements of another’s work or data as their own, oven if the
ather work or data source is cited occasionally.

6.23 Publication Credit

{a) Psychologists take responsibility- -nd credit, in-
cluding autharship credit, oaly for work they have actually
performed ot o which they have contributed.

(b)hmpﬂndm:hpnddhﬂpuﬂmmm
sccurately reflect the relative scientific or professional con-
tributions of the individuals involved, regandless of their
relative siatus. Mmmofmmmmalpunnm.
such as Department Chair, docs not justify authorship credit.
Mincr contributions to the research or to the writing for
publications are appropriately acknowledged, such as in
footnoles ofiin an introduciory statement.

{c) Alstudent is usually listed ag principal author on

any multip) article that is substantially bascd on
thcﬂudenl dissertation or thesis,

mals treat them humanely,

\ Standard 6,15-Standard 6.23 + 13
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6.24 Dllplicn!cl’nbllicaﬁonofnata

Psychologists donot publish, as original data, daa that
republishing data when they are accompanied by proper
atknowledgment.

625 Shsring Data |

A § results are poblished, psychologists 4o
not withhold the data on which their conclusions are based
from other competent professionals who seek 1o verify the
substantive claims through reanalysis and who intend 1o use
such data only for that purpose, provided that the confiden-
jality of the participants can be protected and unless legal
ghts concerning proprietary data prechude their release.

riewers

Professional _

Psychologists who reyiew matcrial submitied for pub-
on, grant, ot ather reyiew respect the
lFm ity of and the rights in such informa-

of those who submi T

Forensic Activities ‘

1 Professionalism {
Prychologists who forensic functions, such
a5 assesgnents, interviews, ons, reports, or expert
imomry, must comply all other provisions of this

mmohmbmlhmfmcmﬂwopn
knowlcdge of and competence in the areas undcﬂymg
 work, including speciglized knowledge conceming
populations. (See also Stndards 1.06. Basis for
ific and Professional J 1.08, Human Differ-

(a) Psychologisis* forensic asscssments, recommen-
lations, and reports are besed on information and

ngluding personal interviews of the individual, when ap-
propriate) sufficicnt to provide sppragriate substantiation for
! findms:, {(Sec Also Stndards 1.03, Professional and

ScienﬁﬁcWock;?.Di.Eﬂlluﬁm Diagnosis, and

dve ions in Professional Context; z.nﬁ,mwg
{b) Except as noted in (c), below psychok:gmpm.

idg written or oral forensic reports or testimony of the
hologi Mofmmmm!yaﬂulhey
lu conducted an examination of the individual adequate to
pgptt their statements or conclusions.
(© Whm.dspmmabkcffmn.mhnm

U dhe o

$o110WD i Emiga e BT

743 Clarification of Role

I most circumstances, psychologists svoid perform-
ing multiple and potentially conflicting toles in forensic
mattess. ‘When psychologists may be called on to serve in
more than one rle in & legal procecding—for example, as
consaltant orcxpert foranc party or for the courtand as s fact
witness—they clarify role expectations znd the cxtent of
confidentiality in advance to the extent feasible, and thereaf-
ter a3 changes occur, in onder to avoid compromising their

professional judgment and objectivity and in order to avoid

misieading others regarding their role.
7.04 Truthfulness and Candor

{2) In forensic testimony snd reporis) ' chol
testify truthifully, honestly, mdmdxd&y wnsmtwuh
lpplmblelenlpmmdw.dnmhcfmﬂymchmformﬂr

(b)wmmywmmMng.pcy-
chologists acknowledpe the limits of their data or conclu-
slons. ?

7.05 Prior Relationships

A priar profcssional relationship with a party docs not
preclude psychologists from testifying as fact witnesses or
from testifying 10 their services to the exieat permitted by

applicabie law, Pyychalogists take into ac-
count ways in which the prior relationship might affect their

mfmmm“qummuﬁdndmm:pom

lial conflict to the reievant parties.

7.06 CompbanceWithLawandRulus

In performing forensic roles, psychologisis are res-
sonably famijiar withthe rules goveming theirroles. Psycholo-
gists asc awarc of the i mpdn_ g demands
placed upon them by these principles and the reghirements of
the court system, and attempt to resolve these conflicts by
making known their commitment 1o this Ethics Code and
taking steps to resoive the conflict in a responsible manner,
(Sec also Stundard 1.02, Relationship of Ethics and Law.)

8.  Resolving Ethical Issues
8.01 Familiarity With Ethics Code

Psychologists have an cblipation to be familiar with
this Ethics Code, other applicable ethics codes, and their
applmanwpychulopu work. Lack of awareness or
demmumwaum
muhugeofmalncllm .

8.02 Confronting Etlncal Issues

Whmapsydmlomnm:nwhwmam
situation or course of action would violate this Ethics Cade,
mwmmmlymmmmwmus
knowledgeable about ethical issucs, with state or national

..
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P’Wuﬂn’nmmineu.orwimmmm

authorities in order 1o choose a proper sesponse.

8.03 Conflicts Between Ethics and
Organizational Demands
Iflhethmnﬂsofanomnu’ ion with which psy-

chologists arc affiliated conflict with this Ethics Code,

psychologists clarify the naturc of the conflict, make known

8.04 Informal Resolution
Ethical Violations

(PP e v U -

8.05 Reporting Ethical Violations

IF an spparent cthical violation is not appropsiate for
wmmmmswmwgmmm
Fmiy in that fashion wm'm take ﬁlll G
appropriate to the situation, unless such actiorrconflicts with
confidentiality rights in ways that cannot be résolved. Such
mmmwmmummummmm
on professiona] ethics or 10 statc licensing boands,

. pro-

.mh;“ of the APA or any
iated siate icyl association to which they be-

issucs as to confidentiality. Failure tn eooperate is itsc)f an

8.07 Improper Complaints
Prychologists do nat filc or encourage the filing of
the respoadeat rather than to protect the public.

Standard 8.03-Standard 8.07 = |5

- m'-; T

R TR T AN
vl N - ' v




UNIVERSITY OF GUAM
UNIBETSEDAT GUAHAN
COMMITTEE on HUMAN RESEARCH SUBJECTS

Office of the GRADUATE SCHOOL and RESEARCH

UOG Station, Mangiino, GU 96923
TO: Principal Investigators/Researchers at UOG
FROM: UOG Committee on Huran Research Subjects (CHRS)

SUBJECT: Institutional Review Assuring Human Rights of Subjects

This memo describes policy and review criteria for the protection of human subjects
involved in projects conducted at, sponsored by, or affiliated with the University of Guam,
regardiess of the absence or presence of support, and regardiess of who else may have
reviewed them. Research projects (whether professional or_student) that obtain (a) data
through interaction with individuals, or (b) identifiable private information are subject to
review. All such projects must receive prior exemption or approval from the CHRS, which
serves as the University's Institutional Review Board in compliance with federal policy
established by the U.S. Office of Science and Technology. Your understanding of these
regulations is important for the University's adherence to federal policy on this topic, and for
your own liability assumed in the performance of research and training projects.

Each of these federal departments and agencies have adopted these regulations for the
protection of human subjects involved in research conducted or funded by the following:

US Depariment of Agriculture; Department of Energy; National Aeronautics and Space
Administration; Department of Commerce; Consumer Product Safety Commission;
Intemational Development Cooperation Agency; Agency for International Development;
Department of Housing and Urban Development; Department of Justice; Department of
Defense; Depariment of Education; Depariment of Veteran Affairs; Environmental Protection
Agency; National Science Foundation; Department of Health and Human Services;
Department of Transportation.

Researchers should be aware of other regional review boards in addition to the
University CHRS. The Guam Memorial Hospital has an IRB for medical research on Guam.™ -
Also, permit reviews are required by the Federated States of Micronesia, with similar
legislation being considered by other Pacific Isiand entities. The FSM has an established
clearinghouse procedure for anyone proposing research in the areas of archaeology, oral
history, social culture, custom, arts/crafts, archival, political history, or anything to do with
historic and cuttural resources in the FSM.



To what does this policy apply?

University policy applies to all research involving human subjects conducted, supported or
otherwise subject to regulation by any federal department or agency which takes appropriate
administrative action to make the policy applicable to such research. It also includes research
conducted, supported, or otherwise subject to regulation by the federal government outside
the United States. Research that is neither conducted nor supported by a federal department
or agency but is subject to regulation must be reviewed and approved by an institutional
review board (IRB) that operates in accordance with the pertinent requirements of this policy.

Unless otherwise required, research activities where the only involvement of human subjects
will be in one or more of the following categories may be exempted or subjected oniy to
expedited review procedures as assessed from the CHRS Review Application:

(1) Research conducted in established or commonly accepted educational settings, involving
normal educational practices, such as (i) research on regular and special education
instructional strategies, or (i) research on the effectiveness of or the comparison
amonyg instructional techniques, curricula, or classroom management methods.

(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude,
— -achievement), survey procedures or observation of public behavior, unless:
(i) Information obtained is recorded in such a manner that human subjects can be
identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of
the human subjects’ responses outside the research could reasonably place the
subjects at risk of criminal or civil Eability or be damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research not exempt under paragraph 2 of this section, if: (i) subj are elected or
appoi‘ig(tec)i public officials or ﬁ:tdggws for public ofgfcg‘e or (ii fedem:ds;amte(?e)
require(s) without exception confidentiality personally identifiab
information will be maintained throughout the research and themazer.

(4) Research involving the collection or study of existing data, documents, records, pathological
specimens, or diagnostic specimens, if these sources are publicly available or if the
information is recorded by the investigator in such a manner that subjects cannot be
identified, directly or through identifiers linked to the subjects.

(5) Research and demonstration projects which are designed to study, evaluate or otherwise
examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits
or services under those programs; (jii) possible changes in or altematives to those
programs; or (iv) possible changes in methods, payment or services under those

programs.

(6) Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods -
without additives are consumed or (i) if a food is consumed that contains afood
ingredient at or below the leve! and for a use found to be safe, or agricultural chemical
or environmental contaminant at or below the levet found to be safe, by the Food and
Drug Administration or approved by the Environmental Protection Agency or the Food
Safety and Inspection Service of the USDA.



Section 103 Assuring compliance with this policy--research
conducted or supported by any federal department or agency.

(a) Each institution engaged in research which is covered by this
policy and which is conducted or supported by a federal department
ar agency shall provide written assurance satisfactory to the
department or agency head that it will comply with the reguirements
set forth in this policy. In lieu of requiring submission of an
assurance, appropriate for the research in question, on file with
the Office for Protection from Research Risks, HHS, and approved
for federal wide use by that office. :

(b) Departments and agencies will conduct or support research
covered by this policy only if the institution has an assurance
approved as provided by this section, and only if the institution
has certified to the department or agency head that the research
has been reviewed and approved by an IRB provided for in the
assurance, and will be subject to continuing review by the IRB.
Assurances applicable to federally supported or conducted research
shall at a minimum include:

(1) A statement of principals governing the institution in the
discharge of its responsibilities for protecting the rights
and welfare of human subjects of research conducted at or

sponsored by the institution, regardless of whether the
research is subiject to federal reculation.

(2) Designation of one or more IRBs established in accordance
with the requirements of this policy, and for which provisions
are made for meeting space and sufficient staff to support the
IRB's review and record keebing duties.

(3) A list of IRB members identified by name; earned degrees;
representative capacity; . . . . sufficient to describe each
members chief anticipated contributions . . .

(4) Written procedures which the IRB will follow . . .

(5) Written procedures for ensuring prompt reporting to the
IRB, appropriate institutional officials, and the department
or agency head of (i) any unanticipated problems involving
rigsks to subjects or others or any serious or continuing
noncompliance with this policy or the requirements or
determinations of the IRB and (ii) any suspension or
termination of IRB approval.

(c) to (g) [additional specifications and policy for assurances)

(f) . . . Institutions without an approved assurance covering the
research shall certify within 30 days after receipt of a request
for such a certification from the department or agency, that the
application or proposal has been approved by the IRB. If the

4



Section 102 Definitions

(a) Department or agency head . . .

(b) Institution . . .

(c) Legally authorized representative . . .

(d) Research means a systematic investigation, including research
development, testing and evaluation, designed to develop or
contribute to generalizable knowledge. . . .

(e) Research subject to regulation, . . . encompass those research
activities for which a federal department or agency has specific
responsibility for regulating as a research activity. It does not
include research activities which are incidentally regulated by a
federal department or agency solely as part of the department's or
agency's broader responsibility to regulate certain types of
activities whether research or non-research in nature (e.g., Wage
and Hour requirements administered by the Department of Labor).

(f) Human subject means a living individual about whom an
investigator (whether professional or student) conducting research
obtains (1) data through intervention or interaction with the
individual, or (2) identifiable private information. (intervention
and private information are given expanded definition)

() IRB . . .
(h) IRB approval . . .

(i) Minimal risk means that the probability and magnitude of harm
or discomfort anticipated in the research are not greater in and of
themselves than those ordinarily encountered in daily life or
during the performance of routine physical or psychological
examinations or tests.

(3) Certification means the official notification by the
institution to the supporting department or agency, in accordance
with the requirements of this policy, that a research project or
activity involving human subjects has been reviewed and approved by
an IRB in accordance with an approved assurance.



(b) Unless otherwise required . . . research activities in which
the only involvement of human subjects will be in one or more of
the following categories are exempt from this policy:

(1) Research conducted in established or commonly accepted
educational settings, involving normal educational practices,
such as (i) research on regular and special education
instructional strategies, or (11) research on the
effectiveness of or the comparison among instructional
techniques, curricula, or classroom management methods.

(2) Research involving the use of educational tests
(cognitive, diagnostic, aptitude, achievement), survey
procedures or observation of public behavior, unless:

(i) Information obtained is recorded in such a manner that
human subjects can be identified, directly or through
identifiers linked to the subjects; and (ii) any disclosure of
the human subjects' responses outside the research could
reasonably place the subjects at risk of criminal or civil
liability or be damaging to the subjects' financial standing,
employability, or reputation.

(3) Research [under 101(b)(2)) that is not exempt under
paragraph (b) (2) of this section, if: (i) ... subjects are
elected or appointed public officials or candidates for public
office; or (ii) federal statute(s) require(s) without
exception that the confidentiality of the personally
identifiable information will be maintained throughout the
research and thereafter.

(4) Research, invelving the collection or study of existing
data, documents, records, pathological specimens, or
diagnostic spec1mens, if these sources are publlcly available
or if the information is recorded by the investigator in such
a manner that subjects cannot be identified, directly or
through identifiers linked to the subjects.

(5) Research and demonstration pro:ects ..+ Wwhich are designed
to study, evaluate or otherwise examine: (i) Public benefit or
service programs; (ii) procedures for obtaining benefits or
services under those programs; (iii) possible changes in or.
alternatives to those programs ...(iv) possible changes in
methods or ... payment ... or services under those programs.

(6) Taste and food quality evaluation and consumer acceptance
studies, (i) if wholesome foods without additives are consumed
or (ii) if a food is consumed that contains a food ingredient
at or below the level and for a use found to be safe, or
agricultural chemical or environmental contaminant at or below
the level found to be safe, by the Food and Drug
Administration or approved by the Environmental Protection
Agency or the Food Safety and Inspection Service of the USDA.

2



UNIVERSITY QF GUAM
UNIBETSEDAT GUAHAN

COMMITTEE on HUMAN RESEARCH SUBJECTS
RESEARCH COUNCIL
GRADUATE SCHOOL & RESEARCH
UOG Station, Mangilao, GU 96923

Summary of Federal Policy for the Protection of
Human 8Bubjects; Notices and Rules
SOURCE: Federal Register, June 18, 1991 (Re £ s e ctive Augugt 19, 1991

"This document sets forth a common Federal Policy for the
Protection of Human Subjects accepted by the Office of Science and
Technology Policy and promulgated in regulation by each of the
listed Departments and Agencies."®

Each of these Departments and Agencies have adopted the common rule
as regulations for the protection of human subjects involved in
research conducted or funded by the following:

US Department of Agriculture; Department of Enerqgy; National Aeronautics and
Space Administration; Department of Commerce; Consumer Product Safety Commission;
International Develcocpment Cooperation Agency; Agency for International
Development; Department of Housing and Urban Development; Department of Justice;
Department of Defense; Department of Education; Department of Veteran Affairs;
Environmental Protection Agency; National Science Foundation; Department of
Health and Human Services; Department of Transportation.

(Quoted excerpts)
Section 101 To what does this policy apply?

(a) . . . this policy applies to all research involving human
subjects conducted, supported or otherwise subject to regulation by
any federal department or agency which takes appropriate
administrative action to make the policy applicable to such
research. . . . It also includes research conducted, supported,
or otherwise subject to regulation by the federal government
outside the United States.

(1) . . .

(2) Research that is neither conducted nor supported by a
federal department or agency but is subject to regulation as
defined in Section 102(e) must be reviewed and approved, in
compliance with Sections 101,102, and 107 through 117 of this
policy, by an institutional review board (IRB) that operates
in accordance with the pertinent requirements of this policy.

A LAND GRANT INSTITUTION ACCREDITED BY THE WESTERN ASSOCIATION OF SCHOOLS AND COLLEGES
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118 Barter (With Patients or Clients)

. Psychologists ordinarily refrain from accepting goods,
services, or other nonmonetary remuneration from patients
or clients in retum for psychological services because such
sirangements creale inherent poteatial for conflicts, exploi-
1ation, and distortion of the professional relationship. A
psychologist iay participate in bartering pply if (1) it is not
chnmllymmmdmt:d,mmthemhmmhlpunm
exploitative. (Sec also Standards 1.17, Multipic Relation-
ships, and llS.Feaandmeial Armangements.)

119 Exploitative Relationships

{a) Psychologists do not exploit persons aver whom
they have supervisory, cvzluative, or other suthority such as
students, supervisees, employees, regearch participatits, and
clients or patients. (Scc aiso Stendards 4,05-4.07 regarding
sexual involvement with clients orqmems.)

(b)l’xycholupstsdnno:mgpgemmnal rciation-
ships with students or supervisees in g over whom the
psyd!ohgulhuwﬂmadammmmty.bmunmh
relationships are so likel impalr judgment or be cxploit-
ative, ]

120 Consultations and Referrals

(2) Psychologists arrange for appropriste consolta-
tions and refermis based principalty on the best inicrests of
theirpatients orclients, with appropriate consent, and subject
to other relevant considerations, including applicable law
and contractual obligations. (See also Standards 5.01, Dis-
cussing the Limits of Confidentiality, and 5.06, Consulta-
ions.)

{b) When indicated and professionally ap{)mpnatc
psychologists cooperate with other professionals in order to
serve their patients or clients effectively and appropriately.

" h(c) Psychologisis* referral pncuccs are consistent
wi W,

121 Third-Party Requests for Services

{a) When a psychologist agrees to pravide services to
aperson or entity at the request of 2. third » the psychoio-
gist clarifics to the extent feasible, at the outset of the service,
the nature of the relationship with each party] This clarifica-
tion incindes the role of the psychologist (such as therapist,
organizational consultant, diagnostician, or expert witness),
the probabie uses of the services provided or the information
obumed.ﬂ_ mmefmmnnmmybcﬁmitfmoonﬁdenﬁ-

ity. :

(b) If there is a forceeeable risk of the psychiologist’s
being called upon to perform conflicting roles becausc of the
involvement of a third party, the psychologist clarifies the
nature and direction of his or her responsibifities, keeps all
parties appropriately informed as matters develop, and re-
soives the situation in accordance with this Ethics Code,

|
I
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toand Su n
of Subordinates

122

AT

(a) Psychologists delegate o their employees,
supervisees, and research assistants only those responsibili-
ties that such persons can reasonably be expected to perform

Yy, on the basis of their trining, or
exparience, either independeatly or with the level of super-
visign being provided :

(b) Psychologists provide training and supervi-
sion yo their employees or supervisecs and take reasonable
to sec that such persons perform services responsibly,

competently, and cthically.

: (c)lfinstiun::nal pdmwmmm
prevent fulflilment of this obligation, i
onloiE:mm:

a e sl aieed

to modify their role or to correct the

IﬂsT;h.
Documensation of Professional and
Scientific Work
(a) Psychologists appropriately their pro-
idnal and scientific work in order tq facilitate provision
ices later by them or by other i 10 ensure

lny.mdmmeetomumquimrcnsofmﬁm

(b) When psychologists have regson to belicve that

rwmdsofﬂurprofnumalmm ‘Ilbcusedmlegll

||||||||

(See aiso Standard 7.01, Professior
Activities.)

1.24Records=ndData

retain, and disposc of records and das
Tescarch, practice, and other work in accos

this Ethics Code. (See alxe Standard 5.
Records.)
1.25 Fees and Financial Arrangements
@ As as is feasible in a professional or scientific
mmﬂ.mﬁp’wmm atie:

law.
(ﬂ)lfhmmmmwm ‘ annmpuedbe-

msaofhmtahunsml'nancmg.tlmu discus

patient, client, or other appropriate recip

6 « Standasd 1.13-Standard 1.25 (

|
|
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certification is not submitted within these time }imips, _the
application or proposal may be returned to the institution.
(Approved by the Office of Management and Budget under Control

Number 9999-0020.)
Bections 104 through 106 [Reserved]
Section 107 IRB membership.

a) Each IRB shall have at least five members, with varying
backgrounds to promote complete and adequate review of research
activities commonly conducted by the institution. 1In additlop to
possessing the professional competence necessary to review specific
research activities, the IRB shall be able to ascer?ain_ the
acceptability of proposed research in terms of institutional
commitments and regulations, applicable law, and standards of
professional conduct and practice.

b) Every nondiscriminatory effort will be made to ensure that no
IRB consists entirely of men or entirely of women.

c) Each IRB shall include at least one member whose primary
concerns are in scientific areas and at least one member whose
primary concerns are in nonscientific areas.

d) Each IRB shall include at least one member who is not otherwise
affiliated with the institution and who is not part of the
immediate family of a person who is affiliated with the
institution.

e) No IRB may have a member participate in review of any project
in which the member has a conflicting interest, except to provide
information.

£) An IRB may, in its discretion, invite individuals with
competence in special areas to assist in the review of issues which
require expertise beyond or in addition to that available on the
IRB. These individuals may not vote with the IRB.

Section 108 IRB functions and operations.
Each IRB shall:
a) Follow written procedures;

b) Except when an expedited review procedure is used review
pProposed research at convened meetings at which a majority of the
members of the IRB are present, including at lease one member whose
Primary concerns are in nonscientific areas. In order for the
research to be approved, it shall receive the approval of a
majority of those members present at the meeting.



Section 109 IRB Review of Research.

a) An IRB shall review and have authority to approve, require
modifications in (to secure approval), or disapprove all research
activities.

b) An IRB shall requlre that information given to subjects as part
of informed consent is in accordance with Section.116. The IRB may
regquire that 1nformatlon, in addition to that specifically
mentioned in Section.116, be given to the subjects when in the
IRB's judgment the 1nformat10n would meaningfully add to the
protection of the rights and welfare of subjects.

c) An IRB shall require documentation of informed consent.

d) An IRB shall notlfy investigators and the institution in
writing of its decision to approve or disapprove the proposed
research activity, or of modifications regquired to secure IRB
approval of the research activity.

e) An IRB shall conduct continuing review of research covered by
this policy at intervals appropriate to the degree of risk, but not
less than once per year, and shall have authority to observe or
have a third party observe the consent process and the research.

Section 110 Expedited review procedures for certain kinds of
research involving no more than minimal risk, and for minor changes
in approved research.

a) In the Federal Register, a list of categories of research that
may be reviewed by the IRB through an expedited review procedure
will be amended, as appropriate after consultation with other
departments and agencies.

b) An IRB may use the expedited review procedure to review

1. Some or all of the research appearing on the list and
found by the reviewer(s) to involve no more than minimal

risk.
2. Minor changes in previously approved research.

Under an expedited review procedure, the review may be carried out
by the IRB chalrperscn or by one or more experlenced reviewvers
designated by the chairperson. Reviewers may exercise all of the
authorities of the IRB except that the reviewers may not disapprove

the research.



Ssection 111 criteria for IRB Approval.

a}) To approve research covered by this policy the IRB shall
determine that all of the following requirements are satisfied:

1. Risks to subjects are minimized.

2. Risks to subjects are reasonable in relation to
anticipated benefits. The IRB should not consider
p0551b1e long-range effects of applying knowledge gained
in the research (for example, the possible effects of the
research on public polxcy} as amonyg those research risks
that fall within the purview of its responsibility.

3. Selection of subjects is equitable.

4. Informed consent will be sought from each prospective
subject or the subject's legally authorized.

5. Informed consent will be appropriately documented.

6. When appropriate, the research plan makes adequate
provision for monitoring the data collected to ensure the
safety of subjects.

7. There are adequate provisions to protect the privacy of
subjects and to maintain the confidentiality of data.

b) When some or all of the subjects are likely to be vulnerable to
coercion or undue influence, such as children, prisoners, pregnant
women, mentally disabled persons, or economically or educationally
disadvantaged persons, additional safeguards have been included in
the study to protect the rights and welfare of these subjects.

Section 112 Additional Institutional Review.

Research covered by this policy that has been approved by an IRB
may be subj)ect to further appropriate review by officials of the
institution.

Section 113 Suspension or termination of IRB Approval.

An IRB shall have authority to suspend or terminate approval of
research that is not being conducted in accordance with the IRB's
requirements or that has been associated with unexpected serious
harm to subjects.



Baection 114 Cooperative Research.

Cooperative research projects are those projects covered by this
policy which involve more than one institution. In the conduct of
cooperative research projects, each institution is responsible for
safequarding the rights and welfare of human subjects and for
complying with this peolicy.

An institution part;clpating in a cooperative project may enter
into a joint review arrangement, rely upon the review of another
qualified IRB, or make similar arrangements for avoiding
duplication of effort.

S8ection 115 IRB Records.

An IRB, shall prepare and maintain adequate documentation of IRB
act1v1t1es, including the following:

1. Copies of all research proposals reviewed.
2. Minutes of IRB meetings
3. Records of continuing review activities.
4. Copies of all correspondence.
5. A list of IRB members.
6. Written procedures for the IRB.
Section 116 General Requirements for Informed Consent.

An investigator shall seek such consent only under circumstances
that provide the prospective subject or the representative
sufficient opportunlty to consider whether or not to participate
and that minimize the p0551b111ty of coercion or undue influence.
The information that is given to the subject or the representative
shall be in language understandable to the subject or the
representative.

a) Basic elements of informed consent

1. A statement that the study involves research, an
explanation of the purposes of the research and the
- expected duration of the subject's participation, a
description of the procedures to be followed, and
identification of any procedures which are experimental;

2. A description of any reasonably foreseeable risks or
discomforts to the subject;



A description of any benefits to the subject or to others
which may reasonably be expected from the research;

A disclosure of appropriate alternative procedures or
courses of treatment, if any;

A statement describing the extent, if any,
to which confidentiality of records identifying the
subject will be maintained;

An explanation as to whether any compensation and
an explanation as to whether any medical treatments are
available if injury occurs and, if so, what they consist
of, or where further information may be obtained;

An explanation of whom to contact for answers to pertinent
qguestions;

A statement that participation is voluntary, refusal to
participate will involve no penalty or loss of benefits to
which the subject is otherwise entitled, and the subject
may discontinue participation at any time.

b) When appropriate, one or more of the following elements of
information shall also be provided to each subject:

1.

2.

3.
4.

Section

A statement that the particular treatment or procedure may
involve risks;

Anticipated circumstances under which the subject's
participation may be terminated;

Any additional costs to the subject;
The consegquences of a subject's decision to withdraw.

117 Documentation of Informed Consent.

a) Informed consent shall be documented by the use of written

consent

form approved by the IRB and signed by the subject or the

subject's legally authorized representative. A copy shall be given
to the person signing the form.

b) An IRB may waive the requirement for the investigator to obtain
a signed consent form for some or all subjects if it finds either:

1.

That the only record linking the subject and the research
would be the consent document and the principal risk would
be potential harm resulting from a breach of
confidentiality.



2. That the research presents no more than minimal risk of
harm to subjects and involves no procedures for which
written consent is normally required.

SBection 118 Applications and proposals lacking definite plans for
involvament of human subjects.

Bection 119 Research undertaken without the intention of involving
human subjects.

In the event research is undertaken without the intention of
invelving human subjects, but it is later proposed to involve human
subjects in the research, the research shall first be reviewed and
approved by an IRB, as provided in this policy.

Bection 120 Evaluation and disposition of applications and
pProposals for research to be conducted or supported by a Federal
Department or Agency.

The department or agency head will evaluate all applications and
proposals involving human subjects submitted to the department or

agency
Section 121 [Reserved]
Section 122 Use of Federal funds.

Federal funds administered by a department or agency may not be
expended for research involving human subjects unless the
requirements of this policy have been satisfied.

Section 123 Barly termination of research support: Evaluation of
applications and proposals.

a) The department or agency head may require that department or
agency support for any project to be terminated or suspended when
the department or agency head finds an institution has materially
failed to comply with the terms of this policy.

SBection 124 Conditional IRB approval.
The department or agency head may impose additional conditions

prior to or at the time of approval when in the judgment of the
department or agency head additional conditions are necessary.
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, s . Randall L. Workman, Ph.D.
Testimony recommending changes to Bill 347 Professor of Sociology and Community Development
May 4, 1998

College of Agriculture & Licnces, oG

Greetings to Senator Kasperbauer, members of the Committee On Education, and other
attendees to today’s Public Hearing. I speak on the subject of Bill 347 drawing from my
experience of 20 years conducting research involving human subjects on Guam and in
Micronesia, and my tenure with the University’s Committee on Human Research Subjects since
it’s inception in 1982,

I strongly support the intent of Bill 347 that any research study involving the participation of
citizens and residents of Guam should be required to have at least one review by an

appropriately constituted institutional review board established on Guam

Scientific research has produced substantial social benefits, yet has also posed some troubling
ethical questions. Since 1945, various codes for the proper and responsible conduct of human
experimentation in medical research have been adopted. Basic principles of research involving
human subjects developed by these codes have been summarized in the Belmont Report, by The
National Commission for the Protection of Human Subjects of Biomedical & Behavioral
Research, U.S. Department of Health, Education and Welfare (Published: April 18, 1979). Inote
this and attach a summary of it for you to clarify the ethical issues inherent in research involving
human subjects. The essentiai heart of concern is

Respect for Persons: the idea that individuals are capable of deliberation about personal goals
and of acting under the direction of such deliberation. To respect autonomy is to give weight to a
persons’ considered opinions and choices. To show lack of respect for an autonomous agent is to
deny an individual the freedom to act on those considered judgements, or to withhold
information necessary to make a considered judgement Respect for persons demands that
subjects enter into the research voluntarily and with adequate information.

Applications of the general principles to the conduct of research leads to consideration of the
following requirements: /. Informed Consent: requires that subjects, to the degree that they are
capable, be given the opportunity to choose what shall or shall not happen to them, and 2.
ASM{F%MW' presents both an opportunity and a responsibility. Many kinds
of possible harms and benefits need to be taken into account. There are, for example, risks of
psychological harm, physical harm, legai harm, social harm and economic harm and the

comresponding benefits. Risk can perhaps never be entirely eliminated, but it can often be
reduced by careful attention to alternative procedures.

The University of Guam’s Human Research Subjects Committee, an irb meeting the appropriate
federal guidelines, has more than adequately carried out this responsibility for research
involving or associated with UOG faculty or students. I have attached a copy of their guidelines
to investigators. In recent years and with the assistance of UOG faculty the Guam Memorial
Hospital has established a similar irb for research within its facility, or in association with its
personnel and medicat staff. The purpose is to comply with federal regulation for grant funding;

SQURCE: Federal Register, June 18, 1991 (Regulations effective August 19, 1991) Section 103 Assuring
compliance with this policy—research conducted or supported by any federal department or agency.
(2) Each institution engaged in research which is covered by this policy and which is conducted or supported
by a federal department or agency shall provide written assurance satisfactory to the department or agency



head that it will comply with the requirements set forth in this policy. In lieu of requiring submission of an
assurance, appropnate for the research in question, on file with the Office for Protection from Research
Risks, HHS, and approved for federal wide use by that office.

Through this federal mandate, the UOG HRSC has become involved with numerous research
projects conducted on-island by other universities and research institutions from off-island. I
have attached a summary for your clarification. As this federal policy dictates:

Regi jons i ) Section 114 Cooperative
Research. Coopemnve rmmrch prOJects are those pro_;ects covered by this pohcy which involve more than
one institution. In the conduct of cooperative research projects, each institution is responsible for
safeguarding the rights and welfare of human subjects and for complying with this policy. An institution
participating in a cooperative project may enter into a joint review arrangement, rely upon the review of
another qualified IRB, or make similar arrangements for avoiding duplication of effort.

Unfortunately, this is not required for the island territory of Guam, rather it only becomes
mandated between institutions. Thus it is possible for federally funded research projects from
off-island institutions, to go through or affiliate with a Guam institution not covered by its own
irb and separate-from {JOG or GMH (e.g., a private medical clinic, Naval Hospital, or DPHSS,
MHSA, DPR, etc.) AND THEY CAN CHOOSE NOT TO HAVE A GUAM BASED IRB
REVIEW.

Yet, the UOG CHRS, a Guam based irb, is very capable of handling these few occassional cases
which may arise in any given year, and has the developed organizational mechanisms to
efficiently and effectively process such cases. The UOG CHRS can fully achieve the intent of
Bill 347, minimize and avoid any delay or obstruction that could adversely affect such research
projects, and do this in a cost effective manner because it would fit within their normal
processing of on-island research studies. The UOG CHRS handles about 25-30 studies each year,
most of these being Expedited/low risk studies by graduate and undergraduate students, with 3-4
major studies involving UOG faculty affiliated with local agencies (¢.g., DPHSS, MHSA, etc.).

The UOG CHRS is experienced and can provide an on-island irb review service to any agency,
private entity, or off-island institution that does not have its own or other access to a Guam based
irb. This is based on the idea that the legislative intent is to mandate that any research study
involving human subjects has at least one on-island review. If that is the intent, then Guam has a
ready mechanism in the form of the UOG CHRS to ensure that all of the following federal
requirements are satisfied by any research covered by this law:

Risks to subjects are minimized.
Risks to subjects are reasonable in relation to anticipated benefits.
Selection of subjects is equitable.
Informed consent will be sought from each prospective subject or the subject's legally authorized .
Informed consent will be appropriately documented.
When appropriate, the research plan makes adequate provision for monitoring the data collected to
ensure the safety of subjects.

There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of
data.

Sk L
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8. When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as
children, prisoners, pregnant women, mentally disabled persons, or economically or educationally
disadvantaged persons, additional safeguards have been included in the study to protect the rights and
welfare of these subjects.

However, as currently written, Biil 347 establishes an unnecessary additional i
Moreover, it includes a section 24102. Board; pointment; Continuance; Removal
which is a confusing listing of membership, and does not fit the federal guidelines for irb
structure. For example, why only include the Director of DPHSS or his/her designee, and not the
director of MHSA, DDPR, DOE, or the new agency for disabilities; and why is it so heavily
weighted with people having no expertise in research or any academic science? What is the
purpose of including an odd assemblage of persons — who may not have the skill and knowledge
for reviewing technical methodologies to ensure informed consent and procedures to handle any
risks invoived? Within the federal policy for irb’s it states:

SOURCE: Federl Register, June 18, 1991 (Regulations effective August 19, 1991) Section 107 IRB membership.

a) Each IRB shall have at least five members, with varying backgrounds to promote complete and
adequate review of research activities commonly conducted by the institution. In addition to
possessing the professional competence necessary to review specific research activities, the IRB
shall be able to ascertain the acceptability of proposed research in terms of institutional
commitments and regulations, applicable law, and standards of professional conduct and practice.

b) Every nondiscriminatory effort will be made to ensure that no IRB consists entirely of men or
entirely of women.

¢) Each IRB shall include at least one member whose primary concerns are in scientific areas and at
least one member whose primary concerns are in nonscientific areas.

d) Each IRB shall include at least one member who is not otherwise affiliated with the institution and
who is not part of the immediate family of a person who is affiliated with the institution.

€) No IRB may have a member participate in review of any project in which the member has a
conflicting interest, except to provide information.

f) An IRB may, in its discretion, invite individuals with competence in special areas to assist in the
review of issues which require expertise beyond or in addition to that available on the IRB. These
individuals may not vote with the IRB.
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I recommend the following changes be made to Bill No. 347
In Section 1. Legislative Findings

Replace the second sentence on lines 7-10 which reads: “It further finds that the creation of a
review board is the appropriate body to review proposals, plans, procedures and protocols for
research involving human subjects and to approve or disapprove the same.”

With: “It further finds that there are institutional review boards on Guam which conform to

federal guidelines for such entities which are the appropriate bodies to review proposals, plans,
procedures and protocols for research involving human subjects and to approve or disapprove the

same.”

Ingert into the second paragraph on lines 11-15 an additional condition confronting Guam, so it
reads:

“Further more, the legislature finds that on occassions human research conducted on
Guam does not always acquire informed consent from persons participating in the programs, that

some research although having obtained off-island irb reveiws fail to take_into consideration
unique island cultural and social conditions that confound or negate an individual’s ability to
make a considered judgement about his/her pan participation , and that there is a need to regulate

and mandate informed consent to ensure that those persons participating are adequately
informed.”

Replace the third paragraph lines 16-18 to read:

“In the case where an investigator, entity, or agency engaged in research subject to regulation
does not have nor is daffiliated with an appropriately constituted institutional review board on
Guam so they can conform to the requirements of this law, the University of Guam’s
institutional review board will provide an appropriate review for the purposes of this law.”

This makes apparent the need to change the title of the law to be:

AN ACT TO ADD CHAPTER 24, DIVISION 3, 17 GCA TO REQUIRE AT LEAST ONE
REVIEW AND APPROVAL OF ANY RESEARCH CONDUCTED ON GUAM WITH
REGARD TO HUMAN SUBJECTS BY A GUAM-BASED INSTITUTIONAL REVIEW
BOARD

Finally, Delete section 24102. Board; Terms; Appointment; Continuance; Removal., Page 4
lines 19 through 40.
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Greetings to Senator Kasperbauer and other senators!

| am also here today to testify that Bill No. 347 must be revised
before it is forwarded to the full body of the 24th Guam Legislature.
There are four reasons for the revisions that | wish to address: 1)
duplication of the existing review process; 2) the role of the University of
Guam in research; 3) delays in conducting research; and 4) the
composition of the committee.

Let me begin by discussing duplication of the existing review
process and suggesting a change in the legislation. The University of
Guam's Committee on Human Subjects in Research (CHSR) has
existed since 1982 and its members actively serve the citizens of Guam
by providing protection. Members review 20 to 30 research proposals
per year; these are submitted by faculty conducting research on human
subjects, by graduate students conducting thesis research in the
Department of Education and other agencies, and by undergraduate
students conducting research in Guam's classrooms. Those
participating in the research are adequately protected in accordance
with the U.S. federal and local regulations related to human subjects in
research.

The change we are suggesting is that the "creation of the Guam
Research Review Board" be replaced with * the designation of the

University of Guam's Committee on Human Subjects in Research as

J,
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tﬁe Institutional Review Board (IRB) for researchers and collaborator\s'
at the University and for researchers who are not under other IRBs."
Wherever the bill states "Guam Research Review Board" it should be
replaced with "UOG's Committee on Human Subjects in Research.”
Second, | wish to state that the role of the University of Guam m
Airesearch is that of the state institution and, as such, it is appropriate
that the IRB be housed in the Office of Graduate School and Research.
However, GS&R has as its primary duty service to graduate students,
and it is already overburdened with increases in the number of
graduate students enrolling in courses, increases in the number of W
graduate programs since 1993, and increases in the number of \J@}/’
qualified graduate faculty who seek answers to questions. In order to %M
meet the stipulations of the legislation, GS&R needs funding and the
creation of a new clerical staff position. Please include appropriate
funding as this legislation goes forward.
UOG has a fine record of grantsmanship and compliance with
federal standards because it strives to meet rules and regulations
through the policies set by Research Council and enforced by GS&R.
The third issues | will briefly address is the concern that an added
review process wggl_giﬁ cause delays that could hinder the excellent

research that is presently being conducted by undergraduate students
in various programs. Undergraduate students onily have one semester
or fifteen weeks in which to complete their research projects. It is our
desire to encourage undergraduate students to conduct research
under the mentorship of their professors. Review processes take time
to complete , but unusual delays could damage a student's enthusiasm
for the research project. The UOG's Committee on Human Subjects in
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Research is currently expediting the review process for undergraduate
students who have limited weeks to complete research.

Finally, | will state my concerns about the composition of the
committee. Section 3 on page 4 states the proposed composition of
the Guam Research Review Board. This entire section of Bill No. 347
should be deleted and replaced with the composition of the CHRS
which is:

3 or 4 professional research proficient experts from UOG

at least 1 Guam community representative

at least 1 local religious leader

at least 1 licensed practicing iocal medical doctor
This composition allows the IRB to remain relatively free from political
interference. The UOG President is kept informed of changes in the
0 the CHSR when

membership and may appoint qualifi

et me assure you, senators, that | am willing to revise Bill No.
347 by working with you and your staff. We all need to work towards

the protection of the citizens of Guam who agree to participate in

research projects.
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