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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 I 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 
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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. 



BE IT ENACTED BY THE PEOPLE OF GUAM: 

Section 1. Legislative Findings. I 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. 



(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, §I02 

Definitions. 

(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. 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 



example, medical records). Private information must be 

individually identifiable in order for obtaining the ~nformation 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 



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 



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 



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 



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 sigruficant 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. 



(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; 



(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 



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 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. 



(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 hkely 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 



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." 
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The Committee on Education to which was referred Rill No. 347 (COR): "AN ACT TO 
ADD CHAPTER 24, DIVlSlON 3: 17 GCA TO DESIGNATE THE L'NIVFjP.SiTY OF 
GI.!AM'S COMMITTEE CN EiUMLN SUBJEC:TS RESEmCI-I AS THE 
INSTlTUTIONAL REVIEW BOARD FOR REVIEW AND APPROVAL 01; I<ESE/IRCH 
CONDUCTED ON GUAM WITH REGARD TO HUMAN SUBJECTS," hereir rcpolts 
back wit11 the rcconnnendatio~; TO DO PASS Substitute Bill No. 347. 

Votes of the comniittee members are as follows: 

To Pass 

Not To Pass 

To The Inactive File 

-- Abstained 

Sincerely, 

Atrachmcnts 
Senator 

Judith 
Won Pat- 

Borja 
Malllhr' 

Education is the Wayl 
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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, 

Senator 
Frank P. Attachments 

Camacho 

Senator 
Edwardo J. 

C N Z  
Sle,1,bt.r 

Ser;a:n~ 
Mark 

Forbes 
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Senator 
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Santos 
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Senator 
Judith 
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Member 

Education is the Way1 -~ 
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Chairman: Senator Lawrence F. Kasperbauer Vice Chairman: Senator John C. Salas 
Ex-Officio Member: Saeaker Antonio R. Unain~co 

VOTING 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." 

COMMITTEE MEMBERS INITIAL 
NOT TO TO PLACE IN 
PASS ABSTAIN INACTIVE FILE 

Sen. Lawrence F. Kasperhauer 
Chnirnlan 

Sen. John C. Salas 
Vice-Chairman 

Spkr. Antonio R. Unpingco 
Ex-Oflcio 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. Cmz 
Member 

Sen. Mark Forbes 
Member 

Sen. Angel L.G. Santos 
Member 

Sen. Judith Won Pat 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, Psvchology, University of 
Guam, Dr. Richard Colfax, Management & Marketing 
Chairperson, University of Guam, Dr. Seyda Turk Smith, Associate 
Professor, Psychology, University of Guam, Dr. Pamina J. Hofer, 
Clinical Neurolopsychologst 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 Summarv 

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.  heref fore, 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 D O  
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 



24L Guam Legislature 
Co mmittee on Rnles, Govcmmenr 

Reform and F e d d  A&airs 
S ~ o r M k n k F o r b e s ,  Cbainnarl 

MEMORANDUM / 
TO: Chairman 

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 



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 0 F 
GUAM: 

Section 1. Legslative 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 
524101. Definitions. As used in this chapter: 
(a) Board means the Guam Research Review Board; 



(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 normal 
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 (ii) any disclosure of the human subject's 
responses outside the research could reasonably place 
the subject at risk of criminal or civll 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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lherefac thae is NO NEED TO DUPLICATE THESE EXISTING REVIEW BOARDS BY 
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majm revision of Bill #347to identify the udsthg UOG Committee for Human Subjed in Rcsctuch 
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University of G 
Unibetsediit Gu k 

College of Busineu and Public Adminishation 
UOG Station. M ~ o ,  GU 96923 

I ! 
May 4,1998 I 

To; Senator Lany Kaspabauer, PILD. 
Chair of the Committee on Education 

I 
- - -- --- .-.- - - 

From: Richard CoIEQX, Ph D. Mgmt k Mktg. Dept 

RE B i i  lV3-47: Rebtiveto Crcat;lp r h a m  Rese 

HaBMai. 
Dr. Joyce Cunacho, Actin6 Dean of the WOG Graduate S c h d  &Research. provided me with r c w  of 
the drafl of ill #347.1 have read it vay carelidly and have rwiewed the UOCr provided documents end 
directives r$tcd to rcsca~ch conducted with r c p d  to h m  subjectstr I am an active member of the 
University pfCnum's Committcr on Humm Subjects in Ibscarch (CHSR) and have been since my ' .  

1995. Further, I hJvc been r co-&sen~e of IJ60 on& Gum Memorial ~ & ~ i t a l  
Revim Board ORB) Bz Research for 2 yem. 

Sinw I am unable due to scheduled classes at UOa to attend the Public H&g an Bi #347 on May 5.1 
would like to have the following included in the documents and testimonies that your C d e e  considca 
as it makes deli i t ions about this this. 

Dudication of Existing Review Boards I 
I 

In reading tQz dr& of  ill #347. (hc existence of the established and wnld bodies that 
have been ydng the People of Ouam for many years sca~ to or bktantiy 
ignored I bqlieve that the Legislalure and your Canmittec an 

Human Subjeck m Research (CHSR) and 
Resevch Both of these entities presently 

this the. 
i 

same pmtoctions to the peq,le of Guam that 

( I arurvn THAT BILL awr IS IMPORTANT BUT AS WORDED WILL MTERFER WITH, 
COMPLICATE AND CREATE PROBLEMS IN THE NEEDED RESEARCH THAT INVOLVES GUAM 

I AND THE REOPLE OP GUAM. I agree that it k MpaRmtto address researchissw that might not be 
covered unda ctdstinn LOG. GMH or WE wlicies. However. Bill #347. as worded aDDears to go bevond 

I the intent of the fedes midis for mmrch r h e d  to human subjects. ll~; People of b;a;n and && 
wfio odnw rema& rekted to hummu cn Guam are already tectcd by ctckumt existins Review 
Boards and policies. lhcsc existing Review Boards pfokio df rcvicw and manitor mcst proposed, new 
and owinircsearch activities thst foUs unda mcir~~cti0n;elstcd to humans lure on &. As stated 
above, thesc Rcvicw Boards sn the UOG Committee on Human Subjccts in Research {CHSR) and the 
Gwm Myrial  Hospital lnstitutionsl Review Board ORB) fa Research 

I 
Ihc Peopk pf Guam arc adequately protected in accordance with the U.S. federal and local regulatlow 
dated to h an subjects in research by the UOG Committee on Hunan Subjects in Research (CHSR) md 
the Ouem emorial Hwpital INtituW Review Board (IRB) for Reseanh. Thee *risting active Review f I I 



the human subjects are elected or appointed public 
officials or candidates for public office; or (ii) federal or 
local statute(s) require($ 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; 

(6) 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 

(7) 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. 

(el 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 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. 

524102. 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. 



524103. Purpose. The purpose of the Board is to review, 
approve, require modifications to secure approval or disapprove all 
research subject to regulation. 

924104. 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. 

524105. 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 bdl becoming law. 
Research subject to regulation which is being conducted at the time 
of the enactment of this legislation may continue pending Board 
action. 

g4106. 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 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) Adescription 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 identifymg 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; 



(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. 

(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. 

(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 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. 

524107. 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; 

Cb) 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. tn evaluating risks and 



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; 

(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 vulnerable populations such as children, 
prisoners, pregnant woman, persons with disabilities, the elderly, or 
economically or educationally disadvantaged persons; 

(dl 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. 

924108. 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. 

924109. Fines and Penalties. Upon determination of the 
review board through the approved rules and regulations, any 



1 investigator, research sponsor, or their agents, which conducts 
2 research subject to regulation in violation of this chapter shall be 
3 subject to a fine of One Thousand Dollars ($1,000.00) per each 
4 violation and shall be prohibited from continuing and conducting 
5 human research studies for not less than 2 (two) years. " 



University of Guam 
Unibetsedit Guahan 

OFFICE OF THE PRESIDENT 
UOG Station. Mangilao, Guam %923 

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 CREAE A REVIEW BOARD FOR REVIEW AND APPROVAL 
OF RESEARCH CONDUCED ON GUAM WITH REGARD TO HUMAN SUBJECTS. 

Dear Chairman Kasperbauer: 

I am here today to testify in support of Bill No. 347. 'Rus bid proposes to create a 
Guam Research Review Board for review and approval of research conducted on Guam 
with regard to human subjects. University admmistrators and faculty 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 Committee 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 
researchers and collaborators at the University and for researchers who are not under other 
IRBs. 

It is noted that there is no mention of additional 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 staffmg 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 fhe community about the Committee on Human Subjects in 
Research to assure that researchers submit research proposals for review. 

Sincerelv. 



JOHN C. STEELE, M.D., FRCP(C) 
NEUROLOGIST TeVFa: (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 bid 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 myselfagreed 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 
G u m  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 authority with 
them could jeopordiie 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 kom 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@KUEN73S.GVAM.NET 



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 bv a re~resentative fiom the GMH IRB and University of Guam Human 
Subjects committee: it w& supercede the authority of each and both ~Gherrnore 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 Columbia. 

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 
possabiity of discrimination against my studies by Drs. Craig and Wiederholt, and members of the 
UOG Graduate School. 

I thank you. &u 
John ~ : ~ t e e l e  MD 
Neurologist 

Madeleine Z. Bordallo, President of the Guam Lytico & Bodig Association 
Norbert Perez, President of the Republic of Guahan 
Tyrone Taitano, Chairman GMH IRE3 
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. MarceUe Morrison-Bogorad, Associate Director of Neuroscienc and Neurophysiology of 
Aging Program National Institute of Aging 



May 11.199 I. 
Senator ~a&nce F. Kaperbauer 
Chairman, Cornmittpa on Education 
215-A Chalan Santo Papa, Suite 106 F 
Ada's Professional Ec Commercial Center 
Agana. Guam 96932 

Dear Senator K I I 
comments and Guam Lytico and Bodig 

o f a  Review Board Cat the  
conducted on Guam witt--------- 

We agree tha t  all research should be reviewed by a human 
subjects committee and tha t  all such research should be 
w . q u i 4  to  )rave approval for thei r  studies 

Bill 347 which ws wish t o  share wlth 

purpose. The Human 
mandated t o  provide 
Another human 

m the communlty and 

2. We have 

. --- 

3. We feel that the d a r i  line 22-15 

We veammemd that -d-te ef+t+ng rnBS G$ 7 UOG be rnfed to inco-te 
the  advantages tha t  you e in the new ie  board. If r e  \$gation of authority 
is n o t  possible, then we ho you  will red th presenf Bill clarifjr the c o n y m s  
we have raised. 

Thank you for c o n s ~ l t i n ~  4~~~ and Bodig hssociation in th is  





Testimony for Bill No, 347 

Distinguished Senators, 
Buenas yan hafa adai. 

My name is Gregoria Smith, currently scrving as the psychometrist for 
the UOG/ UCSD Research project on Litigo and Bodig Research. I 
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, I would like to suggest that a corresponding mechanism of 
imposing 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 atncndlnents, 

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 
Wester11 Pacific. These past few years, I have researched on the 
Meaning of Illness and Coping with ALS and Parkinsoriism 
Dementia. Since they involve hunlarl sul~jects, all of the researches lha~ 
I have done had to go through instit~ltiol~al review boards of New York 
University, UOG, or of the Federal agencies for whom 1 perforrned [he 
studies and who funded the studies. 

Going through review boards and obtaining coilsent fro111 participants 
are processes that are aecessary in the practice of rcscarch, a practice 
that has come fi.0111 past histories of unh~owiilg subjects being 
pliysically 11am1ed by experiments, sul>jects who have appeared it1 filtns 
and printed media without their consent. I look at this bill as not 
necessarily one that t+,ould hamper. any prospective researcher hilt one 
intended t o  pi.otect the rights of those who participate, 

I believe that among these rights are that the researcher be trained in 
co~~ducting a proper investigation or that he/she be supervised by 



someone or agency who is knowledgeable on ethical conduct of 
researchers. Being a doctor, teacher or a social worker, for instance, 
does not always meat1 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 howledge ofthe various steps one follows in 
administering the project. If i t  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 "mcthodology" 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 011 it. Ollc has to have hypotheses and 
say how he/she is going to prove that his results are going to make a 
signifjcant difference from what we assunie to be norrrlal in the general 
scheme of things The tests have to be rigorous so that the results can 
witl~stand the scrutiny of other scientists who are conducting related 
studies. For there is a society of scholars to whom one con~municates 
and shares howlcdge with. One hopes that the res~~l ts  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 familiar with . 

Needless to say, the ultimate benefactors of the results of one's 
schol:t~-1); efforts are neither the conductor of the research although he 
ma): hc. rciopy)ized by his peers i n  one way or anotl~es nor the assistants 
IYIIO j)ro\~iCjc so-called leg work for the researcher. The real benefactors 
are thosc rvliosc quality of living will be made better by such a 
discovery r ~ i ~ d  the young inquisitive minds who will push off from where 
we lcavc=, citl~er to affirrii or negate our findings. The scholars and 



stakeholders in this deliberation today must then, recognize that it is the 
conimunity at large and humanity in general who would benefit from 
the results. 111 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 wc will 
not be able to conduct our studies. 

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

Thank you for your kind attention. 

Gregoria Smith 
Community Psychologist 
Tell Fax 649 7571 
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m; The ~oibreb/e Lqkence F. f(asperbauer FI~; 6714752000 : , 

Senator, Cwr; ~~ on Education . . . . 8 
. . . . .  . 

mar: ; . Dr. bi Ty@,&st. Pmfenroc, Psychalogy VHCUC, 871-7352886 : 
1 

:: ' . University d G u M  . . M1;: 671-7346255 j 

C: ' Dr. Mary L 'Spenoer, Dean, college of Arts & Sriences, U f f i  ! 
: Dr. Ula-Mtrkm C&g. Chair, Canminee on Human Research Subjects. W G  

Dr. Joyce MarieCPnacho. M n g  Dean. Graduate School (L Research. UOG > 
. . ,  

~ .- ~ < . .. 
~ t u l a b . , o ( ~ ~ ~ : c Y e . : ; i  1 

I .  
, > 

' .. ! : : .  , . 
. . " :: Bill NO. 347,~n* &create a Review Board for R& and Approval of ResearchCoRducled un -! : 

. . Guam with Regerd'to Human Subjects ' 1  , .  . .  
! 

. . Messae: . . . ; , : I . . 
< . .  . . 

. , I . >  . 
Dear S ~ a t g r  Kasperbau*, . , ; . . .  , . .. . . . .  . '>  :I, ' . . . . . .  . :, 

IGi'te tLtkge you tolibby against Bill No. 347.1 'm a faculty meinberof the University of Guam whqe i . ' 
I amengaged in an acti* program of research, as are many of my colleagues. Research is  of inalnsic . 1 

benjefit to; the communy. (both here on Guam and elsewhere).and directly helps student learning. I take , 
pride in i(le sun)ort fwr~6at~h that i s  being fostered at the Vni,verGly of Guam and am puziled byBill I 
No. 347.The spirit of the, blll:is fully appropriate--it is  indeed impaham to be concerned firstfor the I . ' 

welfare of human . s u b j ~  and to prored human.subjecbwhat is puzzling to m$ is  the need fix such a ' j : 
. . 

bill;'&ie&ally one that bDnmalns r v c h  done at the University, since UOC already hasa review : - j : 

that vay ca,eftJl~monitors research. Some of the many reasons against this bill inclube: , . . .  i 
. . , . .  . 

''I. such= law k&ld beiarihly unpkedented. Vir&ally all jurisdictions in the US and. inany dther . : 
coumies allow.uni\reFsitie$ and, hospitals.to administer research internally. 1ndeed;UOC already has j 
an excellent institutip~l:r&view panel, the Commititeon Human Reswch Subjects. . . t 

. . .  ' !  . . : . i . :  
. . 

2. . €v& . fhe prop64 of such':= law is disturbing as it.gives the appearance that our isl&d's govenm&t: i 
i :  failsto understand . . (Gd perhaps fails to value) research and theUniversity. . ,  . .  

. . 
, I . . .  

3. ~impl$Gudent resear=h,pGech - d become almost impossible because of the b"rden of going to a / : .  
! 

, -.itte ou~ idh  the mMslty, a~redudians in research w ~ u l d  detract horn dr qyaliryof 
. ! ~ndergraduate:eduCa$& a i  the Univ ity of Guam. T ! '. . . I . . .  . . 

4. The passageof su.ch:q lawkodd seri;usb undermine the efforrs of faculty to bring i n  research money, i : : , . .  . 
which traditionidly helb sqppwt the poq institution. It.also adds to.G"am1s already large Bu~eauuacy. ! .. ' . 

! . .  . ! .  . , 

$hank yqu for your time this bill does not pass;or at the very least to. 1 
make surethe @It is on Guam that receives approval from: . ! i . . 

. .  , UOG'S exjsting ' , ; .. 
.. . . . Sin@rely, , . . . : . . . . . .  



Detinitions 
Rweerch means a qsbmak investigation, induding rasearch devekpment, testing and sval-, 

designed to devedop or conbibuts to generalidle knowledge. 

ReseeFh subiect to reaulation encompass those research activitieg for which a federal department or 
agency has speafic responsibi fur regulating as a research activity. It does not indude 
research a&&s which are inddentally regulated by a federal department or agency soldy 
as part of the deparbnent's or agency's broader responsibility to regulate cectaim types of 
activities whether research or nomesearch in nature (e.g.. Wagemour requirements 
administered by the Deparbnent of Labor). 

Human subject means a l ~ n g  indiiual about whom an inwstigator (whather professional or student) 
conducting research obtains (1) data t h w h  intervention or interadion with the indiidual, or 
(2) identifiable private infomation. 

Minimal risk means that the probability and magnihrde of harm or d i m f o r t  antidpated in the research 
am not gmatef in and ofthemselves than those ordinarily encountered in daily life or during 
the performanw of mutine physical or psychological examinations or tests. 

C$tfi/idon means the offcia1 nothication by the institutron to the supporling deparbnent or ag%my, in 
accordance wilh the mquirements of this policy, that a research pmject or activity involving 
human subjeds has been raviewed and approved by an IRE in acmrdance with an appmwd 
assurance. 

Purpose 
The CHRS evaluates the level of risk to human subjects, recommends procedural steps to 
minimize risks, and pr0Vide~ M c a t i o n  as needed by the researcher. It 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: 

whether the rights and welfare of the humans involved in research will be 
adequately protectad, and 

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). 

Procndures 
1. Obtain an application for CHRS review (Form A) from the UOG OfAca of the Graduate School and 

Research. Indude copias of tha p- proposal, all consent forms, and summary scripts of v e h l  andlor 
video instruclions to be d e l i i  to subjacts. 

2. Maintain d n g  mntad with the CHRS Chair during the review pmess ,  and provide supplemental 
information as requested by the committee or submit a reply t o w  rrm~iderations. 

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



Appendix 5 

UNIVERSITY 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 is 
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 6om the UOG Committee for Human Research 
Subjects-established for the protection of participants in research projects-by calling 735-2 173 
(UOG Graduate School & Research) from 8 am to 5 pm, Monday through Friday, or by writing to the 
above address. 
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U 0  Nondiscrimination I 
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( C ) f f P ~ o s i r t ~ f i r d r ~ l o L  ? 



@b&gim ay to climinuc the eIfcn on lbeir work of 
b b a  hLPd on Lbosc facton. and hey do nol knowingly 
prticipve in or eoDdonc unfair dkairninuny pnctica. 

Principle E: Concern for O W '  Welfare 
1 Psychdogim s& to condibutc to UIC wclfuc of 
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tbc dcvclopncnt of k w  and social policy that save the 

l n t p r a u ~ l h c l r ~ u p d c l i c n u d t h e ~ u b l ~ c  Thcvarc 
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Relatiomhip of Ethics b d  Law 

LO4 Boundaries of Competence I 
(a)RychologinrpmvidcurvicU.~mdcooduct 
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LO5 Maintaining Expertise 
1 
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LO6 Basis for Scientific and Profcssioaal 
Judgments I 

LO7 D d b i n g  Ule Nahve and Results of 
Psychologid Svvirrs 

I 
(a) Whsn plychologists pmvide assranat enlur- 

LMn. lmbneru, coundine zllpmtion. tcding, amsub 
lion,rtrearch,orolbcr~o~fllccnicc~Qmirdividn- 
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(b) If psycho log is^^ will be precluded by hw or by 
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Principle C: RofessionaI and I . .  . . . 

Scientific Responsibility t ,  . . . . ,  . .  . 
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ETHICAL PRINCPLES 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 h Behavioral Research 

The following Consists Of quoted excerpts. A copy of the complete report is 
available in the files Of the UOG Comittee for Human Research Subjects, Graduate 
School and Research Office. 

scientific research has produced suhstantial social henefits. 
It 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. 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 ~sychological 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 consists of a distinction between research and 
practice, a discussion 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 vhere 
possible sanctions are involved - urge a course of action for a 
subject. A continuum of such influencing factors exists, however, 
and it is 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. 
For the investigator, kt is a means to examine whether the proposed 
research is properly designed. For a review ~ d t t e e ,  it is a 
method for determining whether the risks to subjects are justified. 

The term "riskn 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 "benefitw 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 properly 
contrasted to probability of benefits, and benefits are properly 
contrasted with harms rather than risks of harm. Bisk/benafit 
assessments are concerned with the probabilities and magnitudes of 
possible harms and anticipated benefits. 

Many kinds of possible h a m  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 

~pplications 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. 

;ED-. Most codes of research establish specific itms 
for disclosure intended to assure that subjects are given 
sufficient information. These items generally include: theresearch 
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 volunteer8' should be followed: 
the &ent 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 
answers should always be given to direct questions about the 
research. 

-. The manner and context in which information is 
conveged is as important as the information itself. For example, 
presenting information in a disorganized and rapid fashion, 
allowing too little 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 language, 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. 

-s. 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 



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 classroom 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 antemrise of - 
research. In the case oE particular projects, investigitors 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 come 
into conflict and force difficulty choices. 

3. Justice: asks Who ought to receive the benefits of research 
and bear its burdens? This is a question of nfairness in 
distribution" or what is deserved." An injustice occurs when same 
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 (a-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 "practice8' 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 "research8' 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 conf~~i0n regarding whether or not the activity 
requires review; the general rule is that if there is any element 
of research, that activity should undergo review for the protection 
of human subjects . 

8. 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 autonomy 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 
persons8 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 aircumstances 
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 
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UNIVERSITY OF GUAM 
UNIB€I'SEDAT GUAHAN 

TO: Principal Investigators/Researchers at UOG 

FROM: UOG Committee on Human Research Subjects (CHRS) 

SUBJECT: Institutional Review Assuring Human Rights of Subjects 

This memo describes pdlcy and review dbf ia  for the protection of human subjects 
involved in projects conducted at, sponsored by, or affiliated with the University of Guam, 
regardless of the absence or p-ce of support, and regardless of who else may have 
mkwed them. Research projed~ (whether professional or student) that obtain (a) data 
through inW&ion with individuals, or @) datifiable private information are subject to 
 mew. All such projects must receive prior exemption or approval from the CHRS, which 
serves as the University's InstiMional Review Board in compliance with federal policy 
established by the U.S. ORice of Sdence 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 perlormance of researdr and training projects. 

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

US Deparlrnent of Agriculture; Deparbnent of Energy; Nalional Aeronautics and Space 
AdminiWon; Department of Commerce; Consumer Product Safety Commission; 
International Development Cooperation Agency; Agency for international Development; 
Deparhnent of Housing and Urban Development; Department of Justice; Department of 
Defense; Depatlment of tikrcation; Department of Veteran Affairs; Environmental Proteclion 
Agency; National Science Foundation, Deparhnant of Health and Human Services; 
oeparbnent of TranspoMbn. 

Researchers should be aware of other regional review boards in addition to the 
Unimrsity CHRS. The Guam Memorial Hospital has an IRB for medical mearch on Guam.- 
Also, permit reviews are required by the Federated SWes of Micronesia, with similar 
legislation being considered by olher Pacific Island enWies. The FSM has an established 
dearinghouse procedure for anyone proposing research in the areas of archaeology, oral 
hiwry, social culture, W&OIII, artdcfafts, arch i ,  political h i i ,  or anything to do wi@i 
h i i c  and cuitulal resourcas in the FSM. 



To what does this policy apply? 

University policy applies to all reseerch 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 app l i i l e  to such research. It atso indudes research 
conducted, supporbed, or otherwise subject to regulation by the federal government outside 
the United States. Research that is neither conducted nor supporbed by a federal department 
or agency but is subject to regulation must be reviewed and approved by an insijlutional 
m e w  board (IRB) that operates in accordance with the pertinent requiremen$ of this policy. 

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

(1 ) Research conducted in established or commonly accepted educational settings, involving 
normal educational practice9, such as (i) resear& on regular and special education - 
insbuctional strategii, or (ii) research the effectivenerw of or the comparison 
among instructional techniques, curricula, or dassmom management methods. 

(2) Research involving the use of educational tests (cognitive, diagnostic, apthde, 
- achievement), sutvey procedures or ob9ecvation of public behavior, -: 
(i) Infomation obtained is recorded in such a manner that human subjects can be 
identiiied. drecthr or throwh id* linked to the su- and liil anv d i u r e  of 

subjeds at &of &irk1 or WI liilii or be damaging to the sub* financial 
standing, e m p m ,  or reputation. 

(3) Research not exempt under paregraph 2 of this sedkn. it (i) su 
appointed public offidals or c a n d i i  for public office: or '??'= a federal am eleded staMe(s) Or & i s )  exception that the of tlje idet-dibbb 
informabion mll be maintained throughout the w r c h  and the &r . 

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

(5) Research and demonsbatbn projects which are designed to study, evaluate or otherwise 
examine: (i) Public benefit or senrice programs; (ii) procedures for obtaining benafits 
or services under those programs; (ii) possble changes in or alternatives to those 
programs; or CN) possible changes in methods, payment or services under thosa 
Programs. 

(6) Taste and food qw l i i  evaluation and consumer acceptance studies, (i) if wholesome foods 
without additives am consumed or (ii) if a food is consumed that contains a food 
ingredii at or bekw the level and for a use found to be safe, or agricultural chemical 
or environmental contaminant at or belaw the level found to be safe. bv the Food and 
DM Administration or awrwed bv the Environmental Protection &ency or the Food - - 
SaGty and ~nspection &iice of ttie 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 
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, appropriate for the research in question, on file with 
the Off ice for protection from Research Risks, EMS, and approved 
for federal wide use by that office. 

(b) Departments and agencies will conduct or support research 
covered by this policy -ha the institution has an assurance 
approved as provided by this section, and gnlv 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, reaardless of whether the 
r-a-a. 

(2) Designation of one or more IRBs established in accordance 
with the requirements of this policy, and for which provisions 

(3) A list of IXB 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 
risks 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 



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) Researcb 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) 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) 

(h) IR8 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. 

( j) 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 (ii) 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) 1 that is not exempt under 
paragraph (b) (2) of this section, if: (i) . . . subjects are 
elected or appointed public officials or candidates for public 
off ice! , or (ii) federal statute (s) require (s) without 
exceptlon that the confidentiality of the personally 
identifiable information will be maintained throughout the 
research and thereafter. 

(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; (iii) possible changes in or 
alternatives to those programs . . . ( v )  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. 



UNIVERSITY OF OUAn 
UNIBETSEDAZ (NAHAN 

cOMMlTTEE on HUMAN RESEARCH SUBJECTS 
RESEARCH COUNCIL 

GRADUATE SCHOOL & RESEARCH 
VoascabMmsillo.avw92) 

8t~mary of Federal Policy for the Protection of 
Human Subjects; Notices and Rules 

"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 Energy; National Aeronautics and 
~pacekdministration; Department of Coumerce; conswiir Product Safety Commission; 
International Developlunt Cooperation Agency; Agency for International 
Developaent; Department Of Housing and Urban Development; Department of Justice; 
Department of Defenme; Department of Education; Dwartment of Veteran Affairs; 
~nGironmenta1 Protection~~genc~; National science Foundation; Department of 
Health and Human Servicem; Department of Transportation. 

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. 
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certification is not submitted within these time limits, the 
application or proposal may be returned to the institution. 
(Approved by the Office of Management and Budget under Control 
Number 9999-0020.) 

Sections 104 through 106 [Reserved] 

Section 107 IRE 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 necessaryto review specific 
research activities, the IRE 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 
IRE 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 IRE 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 IRE may have a member participate in review of any project 
in which the member has a conflicting interest, except to provide 
information. 

f) An IRE 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 IRE functions and Operations. 

Each IRB shall: 

a) Follow written procedures; 

b) Except when an expedited review procedure is used review 
proposed 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 IRE shall require that information given to subjects as part 
of informed consent is in accordance with Section.116. The IRB may 
require that information, in addition to that specifically 
mentioned in Section.116, be given to the subjects when in the 
IRB's judgment the information would meaningfully add to the 
protection of the rights and welfare of subjects. 

c) An IRE shall require documentation of informed consent. 

d) An IRE shall notify investigators and the institution in 
writing of its decision to approve or disapprove the proposed 
research activity, or of modifications required 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 cattain 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 chairperson or by one or more experienced reviewers 
designated by the chairperson. Reviewers may exercise all of the 
authorities of the IRB except that the reviewers may not disapprove 
the research. 



Section 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 
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. 

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 p&sons, or economicaily 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 subject to further appropriate review by officials of the 
institution. 

Section 113 suspension or termination of IRE 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. 



Bection 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 
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. 

Section 115 IRE Records. 

An IRB, shall prepare and maintain adequate documentation of IRB 
activities, 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 IRE 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 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. 

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; 



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 of treatment, if any; 

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

6 .  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; 

7 .  An explanation of whom to contact for answers to pertinent 
questions; 

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. 

b) When appropriate, one 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; 

2. Anticipated circumstances under which the Subject's 
participation may be terminated; 

3. Any additional costs to the subject; 

4.  The consequences of a subject's decision to withdraw. 

Section 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. 

Section 118 ~pplications and proposals lacking definite plans for 
involvement of human subjects. 

Section if9 Research undertaken without the intention of involving 
human subjects. 

In the event research is undertaken without the intention of 
involving 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. 

Section 120 ~oaluation zmd disposition of applicati0~ and 
proposals 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 ~arly 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. 

Section 124 conditional IRE 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. 



Testimony recommending changes to Bill 347 Randall L. Workman, PAD. 
Prof- of Sociology and C d t y  Development 

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 reauired to have at least one review bv an 
aporopriatelv 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 
ex~erimentation in medical research have been ado~ted. Basic orincioles of research involving 
hukan subjects developed by these codes have been summarizdd in [he Belmont Revert, 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). I note 
this andattach a summary of it for you to clarify the ethical issues inherent in research involving 
human subjects. The essential heart of concern is 

Resoect 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. 

Aoolications of the general ~rincioles to the conduct of research leads to consideration of the . . - 
following requirements: I. Zyonned Consen!: requires that subjects, to the degree that they are 
capable, be given the opportunity to choose what shall or shall not haooen to them and 2. - - 
~&es&ent q ~ ~ i s k s  and~enefifs: presents both an opportunity and a-&onsibilit;. 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 ham 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. 

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 medical staff. The purpose is to comply with federal regulation for grant funding: 

SOURCE: Section 103 Assuring 
compliance with this policy-research conducted or supported by any federal department or agency. 
(a) Each Wtution 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, appropriate for the research in question, on file with the Office for Protedion 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: 

1 Re&@. hme 18. 1991 (Repulations M v e  -fktion 114 &perative 
Resureh. Cooperative research projects are thosc projects covered by this policy which involve more than 
one instmition. In the conduct of cooperative -ch projects, each institdm is rqomible for 
d e p d m g  the rights and welfare of human subjects and for complying with this policy. An institution 
participating in a cooperative ,project may mter into a joint review anangement, rely upon the review of 
another qualified IRB, or make similar mgemmts 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 
ir-OG 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 IRE3 
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 filly 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 
orocessina of on-island research studies. The UOG CHRS handles about 25-30 studies each vear. 
most of these being Expeditedllow risk studies by graduate and undergraduate students, with3-4. 
major studies involving UOG faculty affiliated with local agencies (e.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: 

1. Risks to subjects are minimized. 
2. Risks to subjects are reasonable in relation to anticipated benefits. 
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 pmvision 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 codidentiality of 

data. 



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

However, as currently written, Bi i l l42Mlishes  an unnecessary additional-. 
Moreover. it includes a section 24 102. ~ o a r ~ ~ n n n e n f .  G W I ~ ~ ~ I P M C ~ ;  Remoyd. , .. 
which is aco&sing listing of membership, Ad does not fit the federal guidelines for irb 
structure. For example, why only include the Director of DPHSS or hisiher 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 involved? Within the federal policy for irb's it states: 

SOURCE:) Section 107 JRE 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 instiitional 
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. 

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 he made to Bill No. 347 

In Section 1. Legislative Findings 

ReDIace 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 boar& on Guam which conform to 
federal mridelines 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." 

Insert into the second paragraph on lines 11-15 an additional condition c o h n t i n g  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, . - 

some research althoueh havin~ obtained ooff-island ijb reve&s failto take into consideratrbn 
unique island cultural and social conditions that confound or neeate an individual's abilitv to 
make a considered iudeement about h ide r  particination, and that there is a need to regulate 
and mandate informed consent to ensure that those persons participating are adequately 
informed." 

Reolace the third paragraph lines 16-18 to read: 

"In the case where an investigator, entiv, or agency engaged in research subject to regulation 
does not have nor is Mliated with an appropriately constituted institutional review board on .- . 

Guam so they can conform to the requirements of fhis law, the Universiw 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 W m  
REGARD TO HUMAN SUBJECTS BY A GUAM-BASED INSTITUTIONAL REVIEW 
BOARD 

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

I 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 I 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 



\ 

the Institutional Review Board (IRB) for researchers and collaborators 

at the University and for researchers who are not under other IRBs." 

I 
Wherever the bill states "Guam Research Review Board" it should be 

\ replaced with "UOG's Committee on Human Subjects in Research." 

\ Second, I wish to state that the role of the University of Guam in 

research 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 

graduate programs since 1993, and increases in the number of 

qualified graduate faculty who seek answers to questions. In order to 

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 I will briefly address is the concern that an added 

review process would cause delays that could hinder the excellent -. 
research that is pre'sently being conducted by undergraduate students 

in various programs. Undergraduate students only 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, I 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 local medical doctor 

This composition allows the IRB to remain relatively free from political 

interference. The UOG President is kept informed of changes in the 

membership and may appoint q 

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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