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PREFACE

Thelngtitutiond Review Boad for the Protection of Human Subjects (IRBPHS) was established in theearly
199Gs by Fr. JohnClark, S.J., Vice President for Academic Affairs at the University of San Francisco, in
response to the University's commitment to the highest standads of ethicsin research. It has evolved over
theears, andis now unde the Office of Provost and Vice President for Academic Affairs, James Wiser. The
mandate of the IRBPHS is to review dl research activities condicted under the aegis of USF, in compliance
with federa regulationspertaining to the protection of human subjects in research under the Department of
Hedth and Human Services, Office of Human Research Protection (OHRP)>. The purpose of this Manud is
to define the obligationsand responsibilities of theinvestigator who condtcts research with human subjects,
and to providetheguidelines that theinvestigator must follow when submitting an application for approvd
by theIRBPHS. Thereguationsandforms stipulated here supasedeall previous versions of the Manud.

This manud is distributed to al full-time USF faculty members andis available for review at Gleeson
Library, at the Dean@ office of each schod and college, and at the following web address:
http://www.usfca.eduhumansubjects. Although manuals are not provided to students by the Office of the
Vice President for Academic Affairs, each schod or collegeis permitted to duplicate dl or part of the manua
and distribute such materids to its students. Thefollowing pages have been adapted in part, with
permission, from the procedures manual of the Committee on Human Research at the University of
Cdifornia, San Francisco. Additiondly, excerpts from the federa government@® Office of Protection from
Research Risks (OPRR) 1993 publication CProtecting Human Suljects: Ingtitutiond Review Boad
GuidebookOhave been included. Many current and past IRBPHS committee members contributed to the
revision of thisincluding Terry Patterson (Schod of Education), Pam Miller (Office of Sponsored
Programs), and Christine Yeh (Schod of Education).

TO CONTACT THE IRBPHS OFFICE:

Telephone (415)422-6091

Facsimile: (415)422-5528

E-Mail: IRBPHS@ud ca.edu Campus Mail:

IRBPHS, Dept of Counsding Psychology, Ed. Bldg. 023

By U.S. Mail: USF IRBPHS Department of Coungling Psychology, Education Building 2130Fulton Street
San Francisco, CA 941171080
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IRBPHS MANDATE

Themandate of the Ingitutiond Review Boad for the Protection of Human Suljects (IRBPHS) is to
safeguard therights and welfare of human subjects participating in research activities unde the
authornty of the University of San Francisco.

The Risk-Benefit Ratio

For any proposed activity which fals unde itsjurisdiction (pp. 11-13), the IRBPHS is charged with
deciding whether or not the potentid risks to the subjects outweigh both the potential benefit to the sulject
and the potentiad knowledge gained as a result of the proposed activity. A decisonto alow human subjects
to participate in the proposed activity (and thereby accept the potentid risks described) isadlowed if itis
determined that the potentia benefits outweigh the potentia risks. Theassessment of therisk/benefit ratio
isacomplex task. There arerisks of injury or discomfort to theindvidud that can be physicd,
psychologica, and/or sodd. There can be potentid benefits to theindividud, to agroup to which the
indvidua belorngs and/or to sodety. In reviewing applications, the IRBPHS mug carefully assess the types
and degrees of both risks and benefits for agiven subject population, as well as theinvestigator®
communication of these risks and benefits in the consent process andin the IRBPHS applicationitself.

WhiletheIRBPHS is not charged with reviewing scientific design per se, there are occasionswhen it must do
SO in order to assess therisk/benefit ratio. If astudy design does not seem adequete to attain the stated aim
of theinvestigation, then no benefit can be anticipated from condtcting the study, and thereis no
judtification for placing any subject at risk, however minimd. Thus, the design of the study must be sound,



and the nature and likelihoodof all risks and benefits must be clearly identified or specified in any
application to theIRBPHS.

Questionable Conduct in Research

ThelRBPHS reviews research protocols invaving human subjects but does not monitor ongoing research
activities. Therefore, theIRBPHS mugt rely on theintegrity of theinvestigator during every phase of the
research study. If thecommittee isinformed of improper or questionadle condct in any research activity,
however, it may condud an appropriate inquiry. Reports of miscondict may come to the IRBPHS from
subjects, personné invaved in the study, or from concerned members of the USF community who have
become aware of questionable research methods, or significant deviationsfrom approved procedures. The
IRBPHS depends on investigators and others knowledgeable about research activities to assume the
important responsibility of derting the Board of any possible miscondict or concerns with research
protocols condicted at USF. Results of inquriesinto reports of improper or questionable condtct in
research activities will be provided to the Academic Vice President and to the Dean of theresearcher@
Schod or College.

HISTORY AND COMPOSITION

Since 1966 the United States Department of Hed th and Human Services (DHHS), formerly cdled the
Department of Health, Education, and Welfare (DHEW), has required prior review and approvd of al
federdly funded research usang human subjects. In 1971,DHEW issued its Institutiond Guide to DHEW
Policy on Protection of Human Subjects. DHEW guiddines were revised and made regulationin 1974.
Between 1974and 1978, the Nationd Commission on Protection of Human Suljects of Biomedicd and
Behaviord Research met andissued a series of reports and recommendationsresulting in arevised set of
regulationsissued by DHHS in Januay of 1981.The United States Food and Drug Administration (FDA)
was simultaneoudy developing its own regulations which aso wereissued in January, 1981and have since
been revised, most recently in October, 1996 DHHS issued revised regulationsin March of 1983and again
in Juneof 1991.Federa policies and regulationsregarding protection of human subjects may befourd on the
web at the Office of Human Research Protection at http://www.hhs.gov/iohmp/. In 1991, USF adopted these
regulations which provide standadsfor review of human research activities by ingtitutiond review boards
The committee operates according to the policy and regulationsunde officidly accepted assurances from
the Department of Hedth and Human Services (DHHS). These reguationsapply to all research activities
involving human subjects which are being condtcted by a per son affiliated with the University of San
Frandsco regardless of fundng source or research site location.

Thelngtitutiond Review Boad for the Protection of Human Subjects (IRBPHS), whichis University of San
Francisco® Institutiond Review Board (IRB), was created in 1991 IRBPHS members are appointed by the
Academic Vice President for staggered three year terms. The IRBPHS conssts of two Co-Chairs, at least
onefull-time faculty member from each Schod or College, one member from the Office of Sponsored
Programs, and one member not otherwise affiliated with USF. No member of the IRBPHS will paticipate in
aninitia or continung review of any project in which the member has a potential corflict of interest, except
to provide information to the IRBPHS. If the IRBPHS reviews research that invadves a vulnerable category
of subjects (e.g., children, prisone's, pregnant women, impoveished indviduds, or persons with a handcap
or disahility), theIRBPHS may conault with oneor more individuals with specific knowledge and experience
in working with these subjects. Such individuals may not vote with the IRPBHS in these instances.

CHARGE



It istheduty of thelnditutiond Review Board for the Protection of Human Subjects (IRBPHS) to review
and make decisonson al protocols for research involving human subjects. Its primary responsibility isthe
protection of subjects from undue risk and from deprivation of persond rights and dignity. This protection
is best assured by consdeation of three prindples tha are the toudhstones of ethicd research: (a) tha
voluntary participation by the subjects, indicated by free and informed consent, is assured, (b) tha an
appropriate balance exists between potentia benefits of theresearch to the subject or to sodety and the
risks assumed by the subject, and (¢) that there be fair procedures and outcomesin the selection of research
subjects. These principles are summarized as respect for persons, beneficence, and justice in the Belmont
Report: Ethica Principles and Guidelines for the Protection of Human Subjects of Research (Nationa
Commission for the Protection of Human Subjects of Biomedical and Behaviord Research, April, 197).

Respect for Persons: The Voluntary Participation of Experimental Subjects

Respect for persons meansthat researchers should obtain theinformed consent of all human subjects
invited to participate in research. In order to respect subject autonony, theconsent process should
include giving subjects full and comprehengble information about the research and provide clear
assuranoes of the subject@ voluntary participation. An exception to this policy is the use of deceptionin
research studies. Deception invdves withholding information about the purpose of the study to prevent
potentia bias or influence in theresults. Deception may be used if the benefits of the research outweigh
the potentid risks. Moreover, investigators using deception must debrief subjects of thefull intention of
the study at theconcluson of thar participaion.

Beneficence: The Risk-Benefit Ratio

Beneficence, or concern for thewell-being of subjects, meanstha therisk of harm to subjects should bethe
least possible and that the sum of benefits to the subjects and theimportance of the knowledge to be ganed
should so outweigh the remaining risk or harm to the subject as to warrant a decison to alow thisrisk.
Justice: The Fair Selection of Research Subjects

Justice meansthat the sdection of human subjects should be fair and equitable and that therisks and benefits
of research should be distributed among subjects in afar and equitable manner, with particular concern for
subjects whose persond status or condtion (e.g., children, prisone's, patients, impoverished persons,
persons with a disability) places them in avulnerable or dependent status.

Hence, the IRBPHS is responsible for determining and assuring under the auspices of USF faculty, staff, and
students that:

¥ the welfare and rights of human subjects are protected adequately and, if necessary, informed congent
isgiven;

¥ human subjects are not placed at unreasonable physica, mental, or emotiond risk as aresult of
research;

¥ the necessity and importance of theresearch outweighstherisks to the subjects; and

¥ theresearcher(s) is(are) quaified to condLct research invaving human subjects.

At times these issues are quite clear, and at times they are extremdy difficult to evaluate. Researchers
themsealves should begin the process of examining thar own projectsin light of the three principles described
abowe asthey prepare to seek IRBPHS approvd. TheIRBPHS, in turn, bringsto bear its collective
experience in reviewing each proposal, dways constiousof its primary responsibility to protect therights
of human subjects againg exploitation, but within the context of the need for continued scientific and human



progress.

JURISDICTION
Refer to Figure A for assistance with questionsregarding jurisdiction.

Whose Research Must Be Reviewed

Thecurrent campus policy (established Januay 1993) regarding requirements and dligibility for submitting
applications to theIngitutiond Review Board for the Protection of Human Suljects (IRBPHS) is as
follows: Review by the IRBPHS must be obtained for all research invaving human subjects condwcted on or
off campus by any individua whois affiliated with USF (including but not limited to students, faculty,
administrators, and staff). These provisionscover al research projects independent of thetype of
relationship theresearcher has with USF (part- or full-time study or employment) or the type of fundng
received (internd, persond, extramura, or unfunded). Research invdving human subjects whichis conduded
at USF by an investigator nat affiliated with USF does not undergo review by USFG IRBPHS; however, the
researcher must demongrate |RB approva from the investigator@ institution prior to recruitment or
contact with potentia subjects on USFG campus. The researcher must aso obtain a permission letter from a
responsible USF officid (contact the IRB office for conaultation).

Definition of Human Subjects

A human subject isaliving person about whomaresearcher obtains (a) data through intervention (e.g.,
venipundure, cognitive tests) or interaction (e.g., interviews, surveys) with the person or (b) identifiable
private information (e.g., observationsor private records). A person may beahuman subject when a
researcher obtainsdata about the person from athird party (when the data areidentifiable) as well as from
the person directly. Theresearcher is expected to insure that women and members of minority groups are
given the same opportunity as dl other persons to beincluded in the research.

USF Affiliation

Research which must bereviewed by the IRBPHS includes research which is pad for by USF or with
fundsadministered by the university, is conducted as part of an individua @ progress toward a degree to be
awarded by theuniversity, and research which is conduded by a USF faculty member or employeein the
course of ther employment by USF.

Research Conducted At or in Cooperation with Other Institutions

Research condtcted by persons affiliated with USF (as described abowe) that takes place at other
ingitutions (including but not limited to other universities, hosital's, agencies, schools, or corporations)
must bereviewed by the USF IRPBHS. Approvd from another ingtitution® Human Subjects Review Boad
does notexempt the USF researcher from obtaining approvd from the USF IRBPHS. The only exception to
this policy isif the USF researcher isinvdved soldy in data anays Sinterpretation and publication of the
research andis not in any way invadved in the data collection phases of the research program. In such
instances, it is the responsibility of the USF researcher to obtain approva from thehog institution®
Human Subjects Review Board. Research by those not affiliated with USF is not reviewed by the USF IRB,
but permission to access subjects must be obtained by a Dean Provost, or other responsible USF officid.

Definition of Research
The 1991 Code of Federd Regulations(45 CFR 46.102) defines research as a systematic investigation,
including research devel opment, testing and evauation, designed to develop or contribute to generdizable



knowledge. Pilot studies and screening tests as well as reiability and validity studies are consdered part of
theresearch.

Student Research

Research does not include (a) classroomor ingructiond demondration, (b) surveys for evauating the
performance of faculty, staff, and students or other studies intended soldy for ingtitutiond use, (c) student
course work or undergraduate honois theses, unless they are potentidly to be made available to the public or
used by other researchers. Even when student work invdving human subjects does not constitute research,
faculty members who assign or supervise thework are responsible for educating thar students to safeguard
thewell-being of the subjects. Sengtive data obtained from individua s regarding health matters, substance
abuse, sexuality, orillegd behavior are reviewable, even though the results may not be presented publicly.
Faculty who assign classroomresearch of a specific type on aregular basis are urged to conault with theIRB
and may begranted blanket approvd so long as the research content or process does not change. Students
(uncergraduate or graduate) who mugt apply for approvd by the IRBPHS are required to do so before any
daaare collected but after the supervising faculty (e.g., advisor, directed research professor, thesis or
dissertation advisor) has approved the research plan. Students must secure approvd of theapplication from
the advising faculty member by obtaining the faculty member@® signature on the application. Certain
departments, colleges, or schods may have additiond requirements that need to be met before approva by
the IRBPHS is sought; therefore, students are required to check with thar respective department, schod, or
college well ahead of time. In dl ingances, conaultation with the IRB officeisinvited regarding any human
subjects protectionissue

Program Evaluations

Research that invdves program evaduations or quality assurance may or may not need to bereviewed by the
IRB. If the purpose of the project is to develop or contribute to general knowledge, it should be reviewed by
theIRB. If the project isfor internal purposes only, to improve or understand a program, it does not have to
bereviewed by the IRB. For clarification, contact the IRB office.

Standard Diagnostic or Therapeutic Proceduresand Innovative Procedures or Treatments

Nursing, Education, and Psychology students and faculty should note that an established and accepted
diagnostic or therapeutic procedure dore for the ben€fit of the patient is not research andisnot to be
reviewed by the IRBPHS, unlessit is doneas part of acomparison of standard practices. Questions often
arise about the necessity of submitting variousinnovaions in diagnoss and therapy for IRBPHS review.
PreviousDHEW guidelines stated that this policy is not concerned with therisksinherent in professiond
practice, aslong as these do not exceed the boundsof established and accepted procedures, including
inno\ative practices applied in theinterests of indvidud patient, student, or client. When innoetive
diagnogtic or therapeutic procedures are consdered pat of a study, they must bereviewed by the IRBPHS
in accordance with DHHS regulations For example, aresearch study is by definition undertaken if, in
addtion to patient care, informationisgathered for scientific purposes, that is, with theintent of obtaining
generdizable knowledge, or if it is contemplated that innovative treatment on onepatient will be repeated in
the same or other patientsin order to compareit with a standad treatment.

Failure to Obtain IRBPHS Approval

When it is determined by the prospective researcher that the proposed research will invave human subjects,
the researcher mus submit an application, as described in this Manud. Theapplication must bereviewed
and approved by the IRBPHS, as described in theManud, before any subject recruitment, contact with
subjects, or data collection begins



Please nate that the IRBPHS does notissueretroadive approval of research protocols under any
circumstances. If researchis begun withou IRBPHS approvd, upon discovey of theerror, the researcher
mugt stop theresearch and notify the IRBPHS immediately. Theresearcher must then submit an
application to theIRBPHS dong with a detailed explanaion as to why theapplication was not submitted
at theappropriate time. If theresearcher isa student, a detailed letter from his or her faculty advisor must
accompany thematerids submitted to the IRBPHS. If this situation occurs, condtcting further research,
spending research funds using data dready collected, or filing athesis may bedisallowed by the Office of

theVice President for Academic Affairs.
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RESPONSIBILITIES Researchers

Although the Ingtitutiond Review Boad for the Protection of Human Subjects (IRBPHS) acts as an
independent review committee to insure tha the rights of human subjects in research are protected, it is the
responsibility of theindividual research investigator to condict scientific investigationin an ethica manne
which respects therights of indvidud subjects and minimizes potentia harm. Thus, at all times, the
researcher is expected to monitor any contact with human subjects, whether it be by theresearcher
himsdf/herself or by a colleague, student, or other supervisee. Ultimately, any ham experienced by a human
subject is theresponsibility of the principd investigator (except where the principd investigatoris a
student; in such ingances, the faculty advisor is ultimately responsible). The|IRBPHS is available for
congultation and advice regarding ind vidua research studies and human subject issues which may arise
during the course of a scientific study.

Faculty Advisors

Thefaculty member charged with supervision of agraduate or undergraduate student whois conducting
research is expected to insure that theresearch is conduded in an ethica manner and tha human subjects are
respected and protected from unrecessary ham. It is theresponsbility of thefaculty advisor to educate the
student about human subjects issues and to teach them proper respect for the subjectsin thar research. By
his or her signature on the student® IRBPHS application, the faculty advisor indicates that he/she has
carefully reviewed theapplicationandis well aware of dl procedures and protocols to be condicted with
human subjects as part of theresearch study. Ultimatey, any ham experienced by a human subject as a
result of thar participation in aresearch study conduded by a USF student is theresponsibility of the
student® faculty advisor. The IRBPHS s available for consultation and advice regarding individual research
studies and human subjects issues which may arise during the course of a scientific study.

IRBPHS REVIEW PROCEDURES

Thegenerd procedure for review of Ingitutiond Review Board for the Protection of Human Subjects
(IRBPHS) applicationsis depicted in Figure B (an IRBPHS Applicant Map is depicted in Figure A). If
questions regarding procedure remain after reviewing this section, please contact the IRBPHS office by
telephoneat 415422-60910or by eectronic mall at IRBPHS@ud ca.edu for further information.

INITIAL APPLICATION

An application for IRBPHS approvd is sent out for review immediately upon receipt of 2 copies (origind
and one photocopy) of thecompleted, typed, Initid Application (including relevant attachments and
required documentation) (Appendix A) at the IRBPHS office (currently located in the USF Department of
Counsding Psychology, Education Building, 2130Fulton Street, San Francisco, CA 941171080)
Applicationsfrom student researchers mug include the signature of ther faculty advisor. The IRBPHS
office does not make copies of applications for applicants unde any circumstances. It is strongly advised
that applicants keep a copy of thar application, as well as any revised materids (faxes, insgrument changes,
etc.) that they are asked to submt, for ther own recordsbefore sending it to the IRBPHS office.



Handwritten applicationswill not be accepted. A pplications are accepted by U.S. mail or campus mail.
Applicationssubmitted by electronic mail or by facsimile will not be accepted. Because the IRBPHS office
is staffed only part time, it is strongly preferred that applicants do not hand deliver thar applications
Review of applicationswhich are sent to theincorrect address or to theincorrect department, schod, or
college, may be substantialy ddayed. Upon receipt, theapplicationis date-stamped and given an IRBPHS
number. Applicationswhich are complete (e.g., origina and one copy, faculty advisor signature when the
researcher is a student, two copies of al relevant attachments and instruments) are sent out for review
within two (2) working days. A pplicants who have submitted incomplete applicationswill be contacted (at
the telephonenumber(s) provided ontheapplication) and asked to submt the missing information and/or
materids. Once the applicationis complete, al applicants will be sent an e-mail notice (Confirmation of
Receipt of Complete Application; Appendix B) indicating that thar completed application has been received
and sent out to an IRBPHS committee member(s) for review. A pplicants should expect to recelve an e-mail a
telephonecdl from the primary reviewer (requesting further information, clarification, or materias) within
oneweek of receipt of theapplication (except during high volume periodsof the academic year or during the
summer or othe hdidays, as noted bdow). If no contact is made by theRB office or primary reviewer
within one week after submssion, applicants shoud contact the IRB office in case 00f miscommunication or
errorsin addresses or telephonenumbers. See Figure B for agraphic depiction of this process. Completed
applications are assigned to a primary reviewer (once the application packet is complete) and, when
necessary (e.g., where the nature of the research involves more than minimd risk to human subjects), to
secondary reviewers andor to USF@ FERPA

IRBPHS 2008 MANUAL 17 Compliance Officer (for gpplicationsin which research with USF students as
human subjects is proposed; see Appendix C). The primary reviewer isassigned onarotating basis; each of
the six IRBPHS committee members serve as primary reviewer for approximatedy 1 out of 6 applications
received. Committee members do not review |RBPHS applications with which they are directly or indirectly
invaved. The primary reviewer (in cooperation with secondary reviewers andor the FERPA Compliance
Officer, where relevant) readsthe completed application packet and decidesif further informationis needed
from theapplicant in order to determine whether potentia risks to human subjects have been adequatdy
addressed and minimized.. Once the primary reviewer (and secondary reviewers andor the FERPA
Compliance Officer, where rdlevant) is satisfied that potentid risks to human subjects have been addressed
and minimized and that dl relevant requirements have been met, he'shereturns the application packet to the
IRBPHS Char. After approvd by the primary reviewer, the IRBPHS Chair reviews the application and
addresses any remaining concerns with the primary reviewer and/or the applicant. When al concernshave
been adequately addressed, the Chair sendsan eectronic approvd letter directly to theapplicant (at the
address provided on theapplication) and theadvisor if theapplicant. If theinitiad IRBPHS applicationis
complete and all potentid risks to human subjects have been adequately identified and addressed, the review
process typicaly lasts 2 - 3 weeks from date of receipt of the application. However, incomplete
applications (e.g., inaufficient number of copies, missing measurement instruments, undear or inadequate
descriptions of subjects or of research protocol, missing signature of faculty advisor) or applicationswhich
do not adequatdy identify and address potentid risks to human subjects may take substantialy longer. It is
therefore recommended that applicants submit applicationsfor IRBPHS approvd 6 - 8 weeks prior to the
anticipated start of subject recruitment or data collection. Applicationsare reviewed in the order in which
they are received; requests for a Qquick reviewOcanna be honoed. Be aware that review of applications
may bedightly sower during high volume times of the year (e.g., beginning and end of semesters). Also, be
aware that IRBPHS committee members do not review applicationsduring the two weeks surrounding the
Christmas and New Year@® hdidays; thus, review of applicationssubmitted between December 1sand
Januay 1« may bedightly ddayed.



IRBPHS 2008 MANUAL 18 TheIRBPHS Initial Application can be foundin Appendix A andisaso avalable
through the Dean@ office of each Schod or College, directly from the IRBPHS office, or from USFG
website (www.usfca.edwhumansubijects). A detailed description of how to complete the IRBPHS Initid
Application can be foundon pp. 21 - 25 of this manud.

RENEWAL APPLICATION

The Depatment of Health and Human Services and USF require at least annud review of al research
projects invaving human subjects. Accordingly, IRBPHS approvd of an Initid Applicationwill be granted
for nomore than oneyear. Researchers who wish to have contact with humen subjects past the expiration
date of initia approvd must submt a Renewal Application (Appendix E). As acourtesy, approximately 6
weeks beforeinitia approvd expires, the IRBPHS office will send a Renewa Reminder (Appendix D) anda
Renewad Application to al faculty and staff applicants, as well as student applicants who have not yet
matriculated from USF. However, it is ultimately the researcher@ responsibility to initiate the Renewal
Application, adlowing sufficient time for review (see below) and approvd prior to theexpiration of theinitia
approvd. If research activity occurs or continues after the expiration date and withou renewa approvd, the
researcher is out of compliance with federal regulationsand university policy. If unanticipated, emergency
circumstances arise which prevent the researcher from completing the renewa process beforeinitid approvd
expires, an extensgon of that approvd can be requested by writing through the IRBPHS office. The Chair of
the IRBPHS may grant such an extensonfor up to one month, but only if thereis a substantive reason for
fallure to complete atimely Renewa A pplication. Retroactive approvd for research condwcted after the
expiration date of initia approvd will not begranted. The procedures for review of Renewa Applicaions
are the same as the procedures for review of Initia A pplications(described abowve). Renewd Applications
are given the same IRBPHS number that was assigned to the Initid Application. Renewa applicants will be
sent ancticeindcating recei pt of their Renewal Application, once theapplicationis complete. Renewal
Applicationswill be sent to the Primary Reviewer of thelnitid Application,if he/sheis still serving on the
IRBPHS. If the Renewd Applicationis complete and dl potential risks to human subjects have been
adequately identified and addressed, thereview processtypicaly lasts 1 - 2 weeks from date of receipt of
the application. Incomplete applications(e.g., insufficient number of copies, missing measurement
instruments, undear or inadequate descriptions of subjects or of research protocol, missing sgnature of
faculty advisor) or applicationswhich do not adequately identify and address potentid risks to human
subjects, however, may take substantialy longer. Renewd A pplications are reviewed in the order in which
they are received; requests for a Qquick reviewOcannat be honoked.

IRBPHS 2008 MANUAL 19 Renewa Applications are approved for a one-year period and mus bere-renewed
if contact with subjectsis planned past the expiration date. The IRBPHS Renewa A pplication can befound
in Appendix E andis aso available through the Dean@ office of each Schod or College, directly fromthe
IRBPHS office, or from USF@ webste (www.usfcaeduhumanaubjects). A detailed description of how to
complete theIRBPHS Renewa A pplication can be foundon pp. 26 - 27 of this manud.

MODIFICATION APPLICATION

IRBPHS approvd is based on theresearch as described in the IRBPHS Initid Application andor Renewa
Application. Any changes to theresearch protocol (eg., subjects, timelines, procedures, wording of consent
doauments, instruments, correspondence, instruments) must be summarized in an IRBPHS Modification
Application (Appendix F), submitted and approved prior to implementation of changes. This includes
changes made to research procedures as aresult of a student researcher@ mastersQor dissertation proposal
defense. The procedures for review of Modification Applicationsare the same as the procedures for review
of Initia Applications (described above). Modification A pplicationsare given the same IRBPHS number
tha was assigned to theInitid Application. Modification applicants will be sent a notice ind cating recei pt
of thar Modification Application, once theapplicationis complete. Modification Applicationswill be sent



to the Primary Reviewer of thelnitid Application,if he/sheis still servingonthe IRBPHS. If the

M odification Applicationis complete and al potentid risks to human subjects have been adequately
identified and addressed, thereview process typicaly lasts 2 - 3 weeks from date of receipt of the
application. However, incomplete applications(e.g., insufficient nunmber of copies, missing measurement
instruments, undear or inadequate descriptions of subjects or of research protocol, missing sgnature of
faculty advisor) or applicationswhich donot adequately identify and address potentid risks to human
subjects may take substantialy longer. Modification Applicationsare reviewed in the order in which they
are received; requests for a Quick reviewOwill not be honoed. Once approved, Modification A pplications
are approved only until theexpiration date of theInitid Application. Therefore, if the researcher wishesto
continuecontact with human subjects past the expiration date, he/lshemus submt a Renewal Application.
ThelRBPHS Modification Application can be foundin Appendix F and is dso available through the Dean®@
office of each Schod or College, directly from the IRBPHS office, or from USF®3 website
(www.usfcaeduWhumansubjects). A detailed description of how to complete the IRBPHS Modification

Application can be foundon pp. 28 - 29 of this manud.
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IRBPHS COMMITTEE MEETINGS
In addtion to ongoing review of applications, the IRBPHS meets periodcdly to discuss policies, human
subjects complaints, and to review controversia or sensitive applications. Dueto the confidentia nature of

many items discussed in these meetings they are dosd to nonlRBPHS members.
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THE IRBPHS INITIAL APPLICATION

Refer to Figure A for agraphic depiction of theinitial application process. To obtain initid Ingitutiona
Review Boad for the Protection of Human Subjects (IRBPHS) approvd for thar research with human
subjects, complete the IRBPHS Initial Application (Appendix A; aso refer to pp. 16 - 18). Please fed free
to photocopy theform depicted in Appendix A. Initiad Applicationforms are aso available from the DeanG
office of each Schod or College*, from the IRBPHS office, and from USF@ webdte
(www.usfcaeduWhumanaubjects). Type therequested persond and contact information directly onto the
Initid Applicationform. Respondtoitems1 - 11 by typingin black ink usng standad 12-point font on one
sideof separate, white sheets of paper, which should be stapled to the application form. Followingis a
detailed description of requirements for accurately completing theinitial application form: Applicant@
Identifying Information: provide full name, identification number (if applicant isastudent), university title
(e.g., uncergraduate student, graduate student, Assodate Professor, Administrative Assistant), school or
college (eg., Schod of Education, College of Professiond Studies, College of Arts and Sciences. Schod of
Nursing, Schod of Bugness), department or group (e.g., Curriculum Development, Organizationd Behavior,
Sociology), home or campus address (for receipt of approvd letter), home and work phonenumbers and
electronic mall address(s) (for contact regarding revisionsand supplementa information, where necessary).
You may adso indcate how you would prefer to be contacted. Name(s) and University Title(s) of Other
Investigators: provide full name and university title for each addtiona personwhois substantialy invaved
in the development, implementation, or anaysis of theresearch project (e.g., consultants, research
assistants, and other faculty members but notfaculty advisors). Faculty Advisor® |dentifying Information:
for student applicants, providefull name, university title (e.g., Assistant Professor, Full Professor, Adjunct
Professor, Lecturer), home or campus address (for receipt of copy of approvd letter), home or campus
phoneand eectronic mail address(s) (for contact if difficulties are encourtered in contacting applicant) of the
primary supervising faculty member. Project Title: providebrief (less than 10 words), informative title that
accurately describes the nature of the research project.

1 Backgroundand Rationdle Provide a brief (no more than 300words) description of the nature of the



research problem, recent related research, and purpose of current study. Do NOT attach sections or
complete copies of masters theses or dissertation proposals.
2 Description of Sample

a Provide a detailed description of the subject sample, including, a a minimum, age, gender, and
ethnicity.

b. Describe any specia characteristics of the subject population (e.g., prisonas, children, dependent
adults).

c. Describe theway in which theresearcher has obtained or intends to obtain access to the subjects
(e.g., co-workers, students in acollesgue@ classroom, persons employed at a particular company, mailing
lists).

d. If subjects are employees of a corporation, students in a particular el ementary or secondary school,
or are some other type of captive audence (eg., prisones, preschod students), providealetter from
corporate management, appropriate schod leader(s), or ingtitutiond management indicating thar awareness
and support of theresearch project (see Appendix G). In cases where the corporation, schod, or other
ingtitution will not grant permission prior to IRBPHS approvd, theinitial application may be condtiondly
approved, pending aletter of permission, at which time full approva would be granted.

e. If any of the subjects will be persons for whomEnglish is not ther primary language and/or who
are not proficient in reading, speaking, and writing English at the 8ngrade leve, the applicant must provide
doaumentation that al written correspondence, consent doauments, and measurement instruments will be
provided to the subject in hisor her preferred language. As such, theapplicant will providecopies of the
trandated documents as well as the qudificationsof the trandator of the documents, along with a signed
statement from the trandator tha the non-English versions of thewritten doauments are equivdent to the
English versions

f. Describe any potentia dua relationships the applicant might have with the subjects or the
ingitutionin which they work or attend school (e.g., is applicant an employee or manager? |s applicant a
member of the same community?)

3. Recruitment Procedure

a Describe the way in which theapplicant will solicit participation from potentid subjects (e.g., face
to face request, phonecontact, inter-office mal memo, U.S. mail introdudory letter).

b. Indicate the number and nature of attempts at recruitment that are planned for each potentia
subject (e.g., two introdudory letters and one phonecontact); be aware that the IRBPHS committee
typicaly limits total contacts with potentia

subjects to three contacts.

c. Provide copies of any memos eectronic mail messages, cover letters, flyers, newspaper ads etc.
that will be used to recruit potentia subjects.

d. If subjects are part of an archival data set (i.e., data were collected from the IRBPHS 2008 MANUAL

subjects at an earlier point in time and dready existsin a database that is now accessible to the
researcher), describe theway in which theresearcher has permission to access this data base. Include a
letter of permission from ingitutiond management indcating thar willingness to alow the researcher to
use the human subjects daa set.
4. Subject Consent Process (see pp. 31- 43)

a If project invaves subjects less than 18 years of age (or subjects otherwise unable to consent for



themselves) (refer to p. 34), describe the procedure for obtaining parental consent. Indude acopy of
the Parentad Coneent Form (see p. 41 and Appendix J). If applicant does not wish to obtain parental
congent for subjects unde 18 years of age, providearationale andjugtification for not obtaining
congent; be aware tha the IRBPHS waives therequirement for parental informed consent
infrequently and only in circumstances invaving minimal risk to human subjects. Theapplicant may
wish to obtain passive parenta congent (a procedure in which aletter detailing the research study is
sent home to parents, who are asked to return thesigned form only if they do NOT wish thar child
to participate in theresearch). Passive parenta consent is consdered equivaent to lack of parental
congent and therefore is permitted infrequently and only in studies invaving minima risk to human
subjects.

b. If project invadves face-to-face meetingsof any kind (e.g., directed conversations, interviews, subject
tasks or trids, observation of subjects, testing) with adults (except paper-and-penal surveys which are
hand-ddivered and hand-collected), describe the procedure for obtaining informed consent. Indudea
copy of theInformed Congent Form (Appendix 1). If theapplicant condcting research which invaves
face-to-face meetingswishes the IRBPHS to waive therequirement of signed informed congent (see pp.
33-34), provide arationdefor this request and describe the non-signed consent doaumentation that will
beutilized (see pp. 41 and Appendices Jthrough L).

C. If project invdves asurvey that will be distributed and collected through themail or hand-ddlivered
and hand-collected, provide acopy of the Consent Cover Letter tha will accompany the survey or
guestionnare (Appendix K).

d. If project invdves telephoneinterviews, provideacopy of theintrodudory letter that will be sent in
advance to subjects (A ppendix K) and describe the verba protoool to beused at the start of the
telephoneinterview for purposes of establishing informed consent (Appendix M).

e. If project invdves the simultaneousadministration of asurvey or questionnare to alargegroup of
subjects (e.g., inauniversity classroom), eithe provide acopy of the Consent Cover Letter that will
accompany thesurvey or questionnare (Appendix K) or describe the verba script that will used
when speaking to thegroup of potentid subjects prior to distribution of the survey or questionnare
(Appendix M).

f. If itisnot possible to obtain informed consent from subjects, provide adetailed rationde for lack of
informed conent and describe aternative procedures for ensuring voluntary participation of
subjects.

g. If theapplicant wishes to use a congent form required by another ingtitution® Human Subjects
Review Boad, provide arationdefor this request and a description of the consent doaument
proposed (see p. 34).

5. Procedures

a Describein detail everything tha the subjects will experience as aresult of thar participaionin the
research, including experimenta interventionsor manipulations (eg., treatments, exposure to film or
musdc, completion of stress tests), completion of surveys or questionnares, initia and follow-up
interviews or telephonecontacts, etc.

b. Include copies of dl written forms, surveys, questionnares, andor interview questions/topics that
the subjects will see, complete and/or respond to during the course of ther participation.

c. Include complete descriptions and/or samples of any interventionsor manipulationsthat the subjects
will experience.

d. If theresearcher plansto obtain test scores or other data about the human subjects which may aready
have been collected (e.g., employee feedback onanew corporate program, achievement test scores
for studentsin eementary school), theway in which the researcher will access such information



must be described in detail. The researcher should beaware that use of standardized test scores or
grades without a subject@ permissionis prohibited by FERPA (Family Educationd Rights and
Privacy Act of 1974;see Appendix C); therefore, research studies which will use such data must
include asigned conent doaument (Informed Consent Form or Parenta Consent Form).

Potentid Risksto Subjects

Describein detail al potentid risks to subjects. Indude such risks as emotiond discomfort, frustration, and
loss of confidentidity, as well asany risk particular to the nature of theresearch project. Be aware that all
research projectsinvolve some potential risks to subjects; applicants who do not describe such risks will be
contacted by the Primary Reviewer and asked to submit revised materials adequatel y describing potentia
risks. The OHRP defines QiskOas potential harm outside the realm of nomal experience.

1 Minimization of Potentiad Risk Describein detail theways in which potentid risks (described in #6)
will be minimized by theresearcher. Include a detailed description of the debriefing procedurein research in
which the subjects experience more than minimal risk. The researcher should describe how the procedures
have been carefully scrutinized and there are no anticipated risks.

1 Potentia Benefits to Subjects Describein detail al potentid benefits to subjects. Althouwgh you may
include potentid benefits to sodety, be sure to focus on the potentid benefits to theindvidua subjects. If
there are no known potentia benefits, acknowedge this fact.

9. Costs to Subjects Describe the costs to be experienced by subjects. Indude any moretary feesfor
participationin research (e.g., cos of treatment, medications psychologica testing, cos of transportation to
or parking at research site), as well as costs in terms of time and effort.

2 Reimbursements/Compensation to Subjects Describeany reimbursements or compensations to be
made to subjects in response to ther participation in theresearch. Provide arationde and judification for
the rembursement and/or compensation. Be aware that compensation that is for more than reasonale costs
of invavement is not appropriate, given that it can compete with the ojective decison to participate and
become a subtle inducement not to drop out of the study. Furthermore, compensation that is contingent on
completion of study participationis not appropriate, given that thisis coercive. Thus, if thestudy invaves
multiple data collection points, subjects should either be compensated in full regardiess of whether they
complete theentire study OR they should be partialy compensated as they complete each stage of thedata
collection process. The method and timing of compensation mug be clearly ddineated in advance during the
congent process.

3 Confidentiality of Records State whether the data will be anonymous (e.g., researcher does not have
knowledge of subject name, address, phonenumber, and/or other identifying information) or not anonymous.
If thedaa will not beanonymous, describe theway's in which theresearcher will assure that dl data are kept
confidentid. Include a description of theway in which raw data and computerized data will be stored (eg.,
locked filing cabinets, computer files accessible only by password), as well as the method of keeping subject
identity separate from subject data. Given that many scientific publishers require authors to have raw data
available after publication of research, it is notrecommended that applicants destroy data files or origind
data collection instruments. Signatures: Sign and date the application. When theapplicant is a student, the
faculty advisor mug aso sign and date the application. Each copy of theapplication must have both
signatures; however, the secondcopy need not contain origind signatures.

THE IRBPHS RENEWAL APPLICATION

All persons who wish to have contact with human subijects past the date of expiration of initia



approvd from IRBPHS (one year from date of initia approvd) shdl complete the IRBPHS Renewa
Application (Appendix E; also refer to pp. 18- 19). Please fed free to photocopy theform depicted in
Appendix E. Renewa Application forms are aso available from the Dean@ office of each Schod or
College*, from the IRBPHS office, and from USF® website (www.usfca.eduhumansubijects).

Ty pe therequested persond and contact information directly onto the Renewa A pplicationform.
Respondtoitems 1 - 6 by typingin black ink uang standard 12-point font on oneside of separate, white
sheets of paper, which should be stapled to theapplication form. Following is a detailed description of
requirements for accurately completing therenewal application form:

Applicant® | dentifying Information: provide full name, identification number (if applicant isa
student), university title (e.g., undergraduate student, graduate student, Assodate Professor, Administrative
Assistant), schod or college (e.g., Schod of Education, College of Professiond Studies, College of Arts and
Scences, Schod of Nursing, Schod of Budness), department or group (e.g., Curriculum Development,
Organizationd Behavior, Sociology), home or campus address (for receipt of approvd letter), home and
work phonenumbers and dectronic mail address(s) (for contact regarding revisionsand supplementa
information, where necessary).

Name(s) and University Title(s) of Other Investigators. provide full name and university title for
each additional person whois substantialy invadved in the development, implementation, or andysis of the
research project (e.g., consultants, research assistants, and other faculty members but not faculty advisors)
Faculty AdvisorG Identifying Information: for student applicants, provide full name, university title (e.g.,
Assistant Professor, Full Professor, Adjunct Professor, Lecturer), home or campus address (for receipt of
copy of approvd letter), home or campus phoneand eectronic mal address(s) (for contact if difficulties are
encountered in contacting applicant).

IRBPHS Number: provide IRBPHS number assigned to the project at the time of theInitial
Application. Project Title: providetitle used in IRBPHS Initial Application

1 Subjects Provide the number of human subjects who agreed to participate in the research study
dunng thelast year, the number of subjects who completed al phases of the research study during thelast
year, the number of subjects who were recruited but who declined to participate during thelast year, the
number of subjects invaved in thestudy to date (number who initially agreed to participate but may or may
not have completed adl phases of theresearch study), and the number of subjects needed to complete the
research study.

2 Brief summary of results to date provideaconcise (300 words or less) summary of theresults
obtained thus far.

3 Changesin Anticipated Risks. Describe any changein potentid risks to human subjects induding,
but not limited to, the potentia impact of any changes to research procedures, instruments, follow-up plans,
etc. dunng the past year.*

4 Changesin Anticipated Benefits. Describe any changein potentia benefits to human subjects
including, but not limited to, the potential impact of any changes to research procedures, ingruments,
follow-up plans, etc. during the past year.* Although you may include anticipated change in potentid
benefits to sodety, be sure to focuson any anticipated changein potentia benefits to theindvidud
subjects.

5 Discussion of any sideeffects or problems noticed during the past year** Summarize any adverse
effects or problems experienced or encountered by human subjects during the past year.

6 Explanation of any modificationsin the protocol made during the past year * Summarize any
modficationsto theresearch protocol (e.g., congent forms, procedures, instruments, follow-up contacts,
subject sample) which were made during the past year. Signatures. Provide signature and date of signature of



the applicant and, when theapplicant is a student, the faculty advisor. Each copy of the application must

have both signatures; however, the secondcopy need not contain origina signatures.

Note: Any changesto theresearch study, asit was described in the Initial Application, must be submitted on aModification
Application, which must be approved prior to implementation of such changes. ** Any adverse effects experienced by a human
subject must be reported to the Chair of the IRBPHS in writing within 10 working days of their occurrence (refer to pp. 43 - 45
and Appendix N); the Renewal Application should provide a summary of the event(s).

THE IRBPHS MODIFICATION APPLICATION

ThelRBPHS approvd is based on theresearch as described in theIRBPHS Initial Application
and/or Renewal Application. All persons who wish to make changes to the research protocol (e.g., subjects,
timelines, procedures, wording of consent doauments, ingruments, correspondence, ingruments) shal
complete theIRBPHS Modification Application (A ppendix F; dso refer to pp. 19 - 20), which must be
submitted and approved prior to implementation of changes. Please fed free to photocopy the form depicted
in Appendix F. Modification Application forms are aso available from the Dean office of each School or
Colleger, from the IRBPHS office, and from USF® website (www.usfcaedwhumansubjects). Type the
requested persond and contact information directly onto the Modification A pplication form. Respond to
items 1 - 5 by typing in black ink usng standard 12-point font on oneside of separate, white sheets of
paper, which should be stapled to theapplication form. Following is a detailed description of requirements
for accurately completing the modification application form: Applicant@ Identifying Information: provide
full name, identification number (if applicant is astudent), university title (eg., undergraduate student,
graduate student, Assodate Professor, Administrative Assistant), schod or college (e.g., Schod of
Education, College of Professiond Studies, College of Arts and Sciences), department or group (e.g.,
Curriculum Deveopment, Organizationa Behavior, Sociology), home or campus address (for recel pt of
approvd letter), home and work phonenumbers and electronic mail address(s) (for contact regarding
revisonsand supplemental information, where necessary). Name(s) and University Title(s) of Other
Investigators: provide full name and university title for each addtiona personwhois substantialy invaved
in the development, implementation, or anaysis of theresearch project (e.g., consultants, research
assistants, and other faculty members but notfaculty advisors) Faculty Advisor@ Identifying Information:
for student applicants, providefull name, university title (e.g., Assistant Professor, Full Professor, Adjunct
Professor, Lecturer), home or campus address (for receipt of copy of approvd letter), home or campus
phoneand e ectronic mail address(s) (for contact if difficulties are encountered in contacting applicant).
IRBPHS Number: provide IRBPHS number assigned to the project at thetime of thelnitia Application.

Project Title: provide title used in IRBPHS Initid A pplication *Students in the College of Professional Studies may
obtain application formsfrom the CPS Student Affairs Unit in Lone Mountain Room 115 or from any of the Regional Offi ces.

1 Description of Proposed Change(s) to Research Protocol

Describein detail dl proposed changes to the origind research study asit was described and approved in the
IRBPHS Initid Application. Include adetailed summary of proposed changes to wording of ingruments,
correspondence, and/or consent forms, as well as proposed dterationsin research procedures, experimenta
manipulationsor interventions costs, and/or compensation. Provide a description of any proposed
addtiond ingruments or procedures, as well as any additiond populations from which the applicant would
like to sample subjects. Be sure to attach copies of therevised correspondence, consent forms, ingruments,
or other research tools that are proposed.

2 Rationde for Proposed Changes Provide a detailed justification and rationde for the changes
proposed abowe. Include relevant recent research findings opinionsof consultants, or findngs from data
collected from subjects.



3 Impact on Potentid Risks to Human Subjects Describe the anticipated impact (increase or decrease),
if any, ontheleve of potentia risk to human subjects as a result of the proposed changes. If nochangein
potential risk is anticipated, state this clearly.

4 Minimization of Increased Potentid Risk
If increased potentid risk to human subjects is anticipated, describe the methods by which the applicant
intends to minimize those potentia risks.

5 Impact on Potentid Benefits to Human Suljects

Describe theanticipated impact (increase or decrease), if any, on theleve of potentia benefit to human
subjects as aresult of the proposed changes. Although you many include anticipated change in potentia
benefits to sodety, be sure to focuson any anticipated changein potentia benefits to theindvidud
subjects. If nochangein potentid benefit is anticipated, state this clearly. Signatures. Provide signature and
date of signature of the applicant and, when theapplicant is a student, the faculty advisor. Each copy of the
application mus have both signatures; however, the secondcopy need not contain origind signatures.

HUMAN SUBJECTSORIGHTS

Every person who agrees to participate in aresearch study has certain rights. These rights are detalled in the
Research SubjectsOBill of Rights (Appendix H). It is theresponsibility of the researcher to ensure thet every
subject whois contacted, recruited, or who participates in his or her research study is guaranteed these
rights. For research studies which invave more than minimal risk to human subjects, theInstitutiond
Review Boad for the Protection of Human Subjects (IRBPHS) expects that the researcher will provide
every potentia research subject with a copy of the Research SubjectsOBill of Rights at the time of
recruitment into the study. For studies which invave no more than minima risk to human subjects, it isup
to thediscretion of the researcher whether he or shechooss to provide acopy of this doaument to his or
her research subjects.

CONSENT PROCEDURES

Refer to Figure A for amap of decisons regarding consent procedures.

Introduction

Informed consent is oneof the primary ethical requirements of research with human subjects. It reflects the
basic prindple of respect for the person. It is too often forgotten that informed congent is an ongoing
process, not a piece of paper or adiscrete moment in time. Informed consent assures that prospective
human subjects will understand the nature of the research and can knowledgeably and voluntarily decide
whether or not to participae. This assurance protects al parties both the subject, whose autonony is
respected, and the research investigator, who otherwise faces legd hazards. The Qoroxy consentOof someone
other than the subject is not the same as the subject@ own congent, although it may bean acceptable
substitute when a subject is unable to give informed consent (see below).

Purpose of Consent Documentation
Just as theinformed consent processisavital component of research on human subjects, so isthe
doaumentation of that informed congent through use of a signed consent form, conent cover letter (an



unsigned document), or information sheet (an unggned document) amost important part of the consent
process. The consent doaument is nather meant to be alega record of the consent process noris meant to
betheonly communication between research and prospective subject. Instead, the document should be one
part of thetotal process. Usudly, the prospective subject will first be contacted in writing, followed by
persond, verba communication between investigator and subject. Theindvidua will be told abou the
purpose, procedures, risks and benefits of the study, the subject@ rightsin participating in research, and the
freedom to decline to participate without jeopardy. If applicable, the dternative treatments available will be
explained. Theindividua will aso be given the opportunity to obtain further information and answers to
guestions related to the study. Theconsent form, consent cover letter, or information sheet should serveas a
written summary of theexact information that was presented to the prospective subjects before ther
agreement to participate in the study. As such, it will providea useful reference for both the subject and the
investigator.

Elements of Consent

Certain information must be provided to each subject. Accordingly, any consent doaument, whether it be

an Informed Consent Form (pp. 36 - 40 and Appendx I), a Parenta Consent Form (p. 41 and A ppendix

J), aConent Cover Letter (p. 41 and Appendix K), an Information Sheet (p. 41 and Appendix L), or a

Verba Consent Script (pp. 41 - 42 and Appendix M) mugt include the following dements:

(1) A statement that the prospective subject is bang asked to participae in aresearch study;

(2) An explanation of the purpose and backgroundof theresearch;

(3) A description of the procedures to befollowed, including the expected duration of the subject@
participation andidentification of any procedures which are experimentd,;

(4) A description of any reasonéebly foreseeable risks or discomforts to the subject;

(5) A description of any bendits to the subject or to others which may reasonaly be expected from the
research;

(6) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be
advantageousto the subject, including no treatment;

(7) A statement describing the extent, if any, to which confidentiality or recordsidentifying the subject will
bemaintained;

(8) A description of thecods to beincurred by the subject (including, but not limited to, financia cods,
time, and effort);

(9) An explanation of any compensation or rembursement to berecelved by the subject;

(10) An explanation of whomto contact for answers to pertinent questions abou the research and research
subjectsCrights, and whomto contact in the event of aresearchrdated injury to the subject (including,
at aminimum, the name and phonenumber of theresearch investigator andthe USF Ingtitutiond
Review Boad for the Protection of Human Subjects (IRBPHS) phonenumber);

(11) A statement that participationin theresearch is volurtary;

(12) A statement that refusal to participate will involve no penaty or loss of benefits to which the subject is
othewise entitled; and

(13) A statement that the subject may discontinue participation at any time withou pendty or loss
of benefits to which the subject is otherwise entitled.

Waliver of Signed Consent

IRBPHS may waive the requrement for theinvestigator to obtain asigned consent form (i.e., dlow the
investigator to use aconsent cover letter or information sheet, as described below) if it findsether: (1) that
theonly record linking the subject and the research would be the consent doaument, and the principd risk



would be potentia harm resulting from a breach of confidentiality, or (2) that the research presents no more

than minimd risk of harm to subjects and invadves no procedures for which written consent isnomally

required outside of theresearch context. Thus, theIRBPHS may approve arequest for waver of signed
congent in thefollowing stuaions

(1) When theidentities of subjects would be completely anonymousif theconsent formis not signed (e.g.,
theinvestigator does not have access to or knowledge of subject names, addresses, or phonenumbers),
and thereisminima risk invdved in the study;

(2) When obtaining signed consent is not appropriate or feasible according the cultura standads of the
population being studied, and there is minima risk invdved in the study;

(3) When thereis a possible legd, sodd, or econamic risk to the subject entailed in signing the consent form
(e.g., forimmigrants who might beidentified as bangillegd diens or for HIV antibody-positive
indviduals who might beidentified as such by signing the consent form);

(4) Retrospective recordsreview or andysis of previoudy collected data where the subjects need not be
contacted as part of the study and appropriate precautions to protect the confidentiaity of thedata are
described. If theapplicant wishes to waive the requirement for signed informed consent, he'she must
provide awritten judtification for doing so, according to oneof the categorieslisted abowe. In cases whee
therequirement for asigned consent doaument is waived, the IRBPHS may require theinvestigator to
provide subjects with awritten statement regarding theresearch (i.e., Consent Cover Letter or
Information Sheet), which includes al or most of the same eements as a consent form, but does not
require the signature of the subject.

SubjectsUnableto Give Consent for Themselves: Proxy Consent

For studies invaving subjects who canna give signed or even verbal consent for themselves (e.g., persons
unde theage of 18 years, mentdly handicapped persons, unmngiouspatients), the IRBPHS may waive
the consent requirement if sufficient judtification for use of the particular subject group is provided and if
appropriate measures for obtaining consent fromalegdly authorized representative or arelative and/or
subject advocate are followed (e.g., Parental Consent Form, described below). If theinvestigator wishes to
have therequirement for asigned Parental Consent Form waived (i.e., wishes to use aconsent cover letter or
information sheet, as described below), he or shemust request such awaiver from the IRBPHS and provide
arationde for thewaiver of signed Parenta Informed Congent (see above section QVaiver of Signed
ConsentQ. In cases where the requirement for asigned consent doaument is waived, the IRBPHS may
require theinvestigator to provide subjects with awritten statement regarding the research (i.e., Consent
Cove Letter or Information Sheet), which includes dl or most of the same elements as a consent form, but
does not require the signature of the parent/guardian.

Consent Form Requir ements of other Human Subj ects Review Boards

In some cases, a USF investigator may beinvadved in research which will be carried out only at another
study site (refer to p. 12) where that site® Human Subjects Review Board has different standards for
congent doaumentation. In such cases, the IRBPHS will consder arequest to approve use of the other
Human Subject Review Board@ approved consent doaument or procedure provided it satisfies the federd
requirements of informed consent (described on pp. 32- 33).

Use of the IRBPHS Consent Document Standard Format

Whenever a signed (Informed Consent Form or Parental Consent Form) or unsgned (Congent Cover Letter
or Information Sheet) congent doaument isto beused, the IRBPHS standard format, described in the
following pages andin Appendices H through L, shoud be followed, with adaptations as appropriate.



Thouwgh variationsmay be accepted, provided dl therequired dements of conent (pp. 32- 33) are
included, theformat described in the following pages is recommended and preferred by the IRBPHS. This
standad format was developed with two goasin mind: (1) to satisfy federd andingitutiond informed
congent requirements, and (2) to encourage the construction of aconsent doaument which presents al
necessary information to the prospective human subject in as clear and easily readable manner as possible.

General Information about the IRBPHS Consent Document Standard For mat

Undea standabk Reading Level:

The primary god of aconent formisto providedl required information abouta study in language and
format that is easily comprehengble, presented at themogt likely level of understanding of the subject
population. For mog studies, it is recommended that the consent form be written at an eighth-grade reading
level. Everyday vocabuary and smple sentence structure should be used throughoutthe consent form.
While investigators dways have the option of describing the study in more detall and in more scientific
language during the consent processitself, theinitia written description of the study should be ssmple and
straghtforward so that subjects will have an easily understood consent form to take home with them and to
refer to in thefuture.

Lay Languag:

Unless the subjects are themsealves professionds proficient in the content area of theresearch study,
scientific or technicd terms should either be replaced with or defined in lay language.

Non-legdistic Languag:

Avoid legdistic sounding language such as Q hereby agree,0Q certify that,0Q, and/or the undersigned, do
acknowledge that.OAlso avoid phrases such as O undestand tha, 00 redlize that,0Q have been told tha,O
or Ot has been explained to me that.OThese phrases do not insure a subject comprehenson, and they also
lend the appearance of alegd document to the consent form; the consent form is nat alegd document.
Consistency in the Application:

Thegrammatica personin which theconsent formis written should be consstent throughout The IRBPHS
usudly recommendsthat theform be written in the first person (e.g., O have been asked to paticipaein a
research studyQ. However, use of an dternate format (e.g., the second person: Or ou have been asked to
participate in aresearch studyQ) is acceptable as long asit is donecondstently. If thefirst personformat is
used, theinvestigators should not refer to themselves as GveObut rather as Qhe researchers.OIf the subject
isless than 18 years of age or is otherwise unable to give consent for themselves, the consent form shoud be
written in the third person format (e.g., My child has been asked to participate in aresearch studyQ.

Setion Headings

It isusudly preferred that section headings for each of the dements nunericdly listed on pp. 32- 33be
used. Theinformationin theform is more clearly organized and more easily read if each sectionisidentified
appropriately (see Appendices H through K).

Proadfreading:

Theentire form should be carefully proofread for correct spelling and grammar beforeit is submtted for
IRBPHS review.

Informed Consent Form

Listed below is a detailed description of theinformation which must beincluded in the Informed Consent
Form. Although theformat that follows is recommended, it is not required, provided that the consent
doaument addresses each of theissueslisted bdow. A sample Informed Consent Form can be foundin
Appendix |.



HeadingandTitle

Reference to USF, and theinformation tha a research project is bang discussed, should beincluded in the
Informed Congent Form heading. If the study will becondicted at another site, the names of these
ingtitutions may also beincluded in the heading. Thowgh thetitle of the study itself isnot required, it may be
inserted after the heading.

Purpose and Background

This section should present theintrodudion to the study, indicating: (1) whois condicting theresearch, (2)
theam of thestudy, (3) abrief summary of the backgroundor reason for the project; and, (4) why the
indvidua has been asked to participate. Thereason a person has been asked to participate should be smply
but specificdly stated (e.g., ecause | have tried to quite smoking in the past but have not been suacessful,O
hecause | am an employee of acompany that has recently undegone downsi zing,O(because | am a recent
immigrant to the United StatesQ) and should nat include a discussion of theincluson/exclusoncriteria. The
investigator(s) should beidentified with titles and departments at the beginning of theform, so that it is clear
whois carrying out the study. This section should not bagin with such phrases as Q agree to participateE, O
since the prospective subject has not yet had a chance to read the form, and coud not yet make an informed
decison aboutwhether or not to participate. Theform should indicate tha theindividud is beng GaskedO
rather than @hosenOor GnvitedOto participate, since words like @haosenOor GnvitedOhave connottions
that are not necessarily those assodated with baeng a subject in aresearch study.

Procedures

To emphasize thevoluntary nature of participationin research, this section should begin with the phrase:

Of | agreeto bein this study, thefollowing will happen.OEach procedure should be numbered and discussed
separatdy. If the study invaves screening procedures, these should be mentioned first andidentified as
steps tha will determine who will participate in the study. This section should clearly state what will
happen to theindvidua as aresult of paticipation in thestudy, and, where appropriate, how this differs
from standad treatment or what would happen to theindvidud if he/shedid not participae in the study.
When a study involves randamization, this is consdered aresearch maneuver; it should be described asa
study procedure, and the term QandamizationQexplained in lay language. |nformation about the probability
of assignment to each treatment or condtion should be given. Other terms which might not be familiar to the
average person (e.g., QplaceboQ) should be defined thefirst time they are mentioned in theform. If a standard
medical procedureis being dore as part of the study, it should not bereferred to as GtandadQor Goutined
since this coud easily imply tha the procedure woud be dore anyway for clinica reasons. Rather, what
should be conweyed is that this procedureis an extralaboratory test that is commonly donefor clinical
purposes, but is bang dore here for research purposes. Amourts of blood or tissue to betaken for study
purposes should be specified, uang easly undestood equivadents (e.g., teaspoons, ounas) for metric terms.
If subjectsOrecords (e.g., medical records school records, employment records) will be reviewed for
purposes of the study, this should belisted as a procedure. The number of times a procedure will be done
(e.g., initid data collection, 1 year followup, 2 year follow-up), thetimeinvdved for each procedure, and the
total amount of time for participationin the study should be specified. Thelocation(s) where the procedures
will take place should aso be stated.

Risks andbr Discomforts
Therisks and/or possible discomforts of al study procedures should belisted and explained in this section.
No study isfree of risks or discontorts. It isusudly best to describe therisks of each procedure in asepaate



point. Risks should be arranged and described according to thar severity and thelikdihoodof thar
occurrence. Since one of therisks of participating in research may bealoss of privacy, adiscussion of
corfidentiaity issues should be included in this section. The paragraph tha discusses confidentidity should
begin with the statement that QParticipation in research may mean aloss of confidentiaity (or privacy).O
Theconsent form may then proceed to describe briefly how the confidentiaity will be protected (i.e., codng
of records limiting access to the study records not usng any indvidud identitiesin publications or reports
resulting from the study). For al statements regarding confidentiality of research records it should be kept
inmind that thereisnolegd privilege between investigator and subject as thereis between physician and
patient or between counsaor and client. Thus, aguarantee of complete confidentiality, or Gstrictest
corfidentiaity,Oshould not begiven or implied. Oneshould always state, instead, that confidentidity will
be protected Cas far asis possibleOor Gas far asis possible uncer thelaw.OResearchers should note that by
law they are consdered by law to be mandated reporters of child abuse and elder abuse, should reasonable
suspicion of such behavior arisein the course of collecting data from human subjects. If researchers are
collecting data from vulnerable populations(e.g., psychiatricaly disturbed subjects), they should be aware
that they may berequired to assess for potentid suiciddity and/or hamicidality and take appropriate action
where necessary. Where appropriate, it should beindcated wha precautionswill be taken to avoid certain
sideeffects or outcomes from occurring, and what will be dore should they occur.

Benefits

Any potentia direct benefits to the subject should bedescribed first, followed by potentia genera bendits
(e.g., to thegroup to which the subject bdongs to medical knowledge, to sodety, etc.). It isusudly
recommended that description of possible direct bendfits be qualified with the phrase, GE but this cannat be
guaranteed.OIf there is no direct bendit to the subject anticipated from the study, this should be stated at
the beginning of the section. Possible benefits such as medical or sodetal benefits resulting from aresearch
study should be consdered separatdy from payment/reimbursement for participationin thestudy. Thus,
the discussion of payment/reimbursement should be separated from the benefits statement and placed inits
own section (described below).

Alternatives

This section should discuss the variousaternatives to participaion in the study. This can be a short
statement, but it should be made clear the possible chaices (e.g., no treatment, standad therapy, other
experimenta treatments) tha are availableif theindividual chooss not to participate in the study.

If the study involves only noma, hedlthy volunteers, and thus theonly dternativeisto decline
participation in the study, the @\lternativesOsection need not beincluded, since theindvidud @ right to
choo® not to participate will be made clear in thelast section of the consent form (described below).

CostgFinarcial Congderations

When there are no cogts to be charged to the subject, this should be clearly stated in theconsent form.
However, asmple statement that there are no costsis often not sufficient and coud be misleading. For
example, amore accurate statement may bethat the subject will have to pay for theusud costs of his or her
medica care but will not be charged any extrafor participating in the study. When participationin the study
may result in any costs to subjects, clear information must be provided in the consent form regarding these
cods. Specid attention must be pad to thisissuein studies where subjects are dso patients. In such cases,
whereindviduas may be undegoing variousprocedures, tests, or hoitalization that are part of thar
clinicd diagnoss and treatment, and othe's that are pat of theresearch study, thecogs section of the
congent form should clearly distinguish which costs will be charged to the patient or his third party carrier,



and which costs will be covered by the study.

Payment/Re mbursement

In generd, when referring to money which subjects will receivein return for participationin astudy, the
word GeimbursementO(for costg/effort incurred as aresult of participating in the research project) is
preferable to Qpayment,Othough either may be used. The term GompensationGshould not be used, sinceit
isnow used on conent forms to designate compensation for injury. Investigators should avoid conndations
of undweinfluence to participate or that the subject is beng employed by theinvestigator. Rather, the sense
should be that subjects will be reimbursed for thar time, travel expenses, and theinconvenience of being a
research subject. This section should state the total dollar amountthat the subject will be pad for
participationin the study and should give any other relevant information such as prorating if a subject does
not complete the study or bonus payment at theend of the study. If appropriate, a payment schedue
should beincluded in this section. In addition, subjects should be informed how payment will be made (eg.,
in cash, by check) and when they will be pad (e.g., immediately after theinterview, approximately six
weeks after they have completed participationin thestudy). If there will be no payment or rembursement
of subjectsfor study participation, thisinformation should be clearly stated in this section.

Questions

This section should provide contact information in case the subject has questions abou the study. At
least one permanent name and telephonenumber of oneinvestigator, usudly the principd investigator,
must be provided. If the person explaining the study and obtaining consent is not the prindpd
investigator, the blank linein this section may befilled in with that person® name and telephonenumber
at thetime theconsent is obtained, in order to satisfy the IRBPHS@ requirement to include the name of
the person obtaining consent on theform (see below). This section should aso provide theIRBPHS
office number (415422-6091)and indcate to the subjects that any further questions or concerns about
ther participation as aresearch subject may be directed toward this office.

Consent

This section should state that the subject has been given (not just offeredQ acopy of the consent form. If
the study is biomedicd in nature, acopy of the Research Subject® Bill of Rights (Appendix F) must be
attached to theconsent form. Non-biomedica research studies are not required to attach the Research
Subject@ Bill of Rights, athowgh thisis pemissible. This section should state theinformation that
participationin research is voluntary and explain theindividua @ right to decline to participate or to
withdraw from paticipaionin thestudy at any time. If the subjects are patients, students, or employees
(or arein any other status/position which may render them vulnerable to the belief that they must
participate in theresearch), a phrase mus be added indicating that refusal to participate or withdrawa from
participation will be without jeopardy to medicd care, study status, or employment. Because
communicating the voluntary nature of congent is so important, the IRBPHS recommendsthat the statement
to that effect bein capital letters, and this section be placed at thevery end of theform. In this section, the
IRBPHS usudly discourages such wording as QO have read this form and understand it; based on this
undestanding, | hereby agree to participateOsince this does not guarantee an individua @ comprehenson,
legdly or othewise. Rather, it is recommended tha investigators ssmply state that if the person wishes to
participate in the study, he or she should sign theform; signature will then ind cate agreement to participate.

Sgnaure Section
The section should include lines for the subject® signature and date of signature. Subjects should have a



record of who explained the study thethem, so the consent form should include signature and date lines for
the specific indvidual who explained and obtained consent.

Parental Consent Form

Several dements must be present in any consent document. The Parentd Consent Form, whichisto beused
in studies in which some or dl of the potentid subjects are under theage of 18, must include each of these
elements, as detailed abowve in the section Onformed Consent Form.OThe Parental Consent Form is similar
to the Informed Consent Form except that it refers to the potentia subjects as Ony childOor GQyour childO
rather than @/meOor you.OThe signature section of the Parental Congent form includes a line for the
parent/guardian® signature and date of signature rather than the subject@ signature and date of signature.
Althowhit isnot required, researchers may opt to solicit the assent of a subject whoisless than 18 years of
age. In such ingtances, the Assent Form should follow a format similar to the Parental Congent Form but
should be written in language easily undestood by the minor child. An Assent Form does not eliminate or
change therequirement for a Parentd Consent Form.A sample Parental Consent Form can be foundin
Appendix J.

Consent Cover Letter/Information Sheet

In cases where therequirement for asigned consent doaument is waived (see p. 33), the|IRBPHS may
require theinvestigator to provide subjects with awritten statement regarding the research, which indudes
al or mog of the same elements as a consent form, but does not require the signature of the subject. This
Consent Cover Letter or an Information Sheet should include each of the elements detailed abowve in the
section Onformed Consent FormO(purpose and backgroundof study, study procedures, risks and
discomforts, benefits, aternatives to participation in theresearch, costs/financial congderations,
payment/rembursement, questions, and consent). The signature sectionis not required. A sample Consent
Cove Letter and Information Sheet can be foundin Appendices Jand K, respectively.

Verbal Consent Script

In cases where the requirement for asigned consent doaument is waived (see p. 33), theIRBPHS may
require theinvestigator to provide a script of theverba consent procedure tha will be used with potential
subjects. TheVerba Consent Script, used in telephoneinterview studies which invdve minimd risk to
subjects, mug include al or most of the same e ements as a consent form.

TheVerba Consent Script should include each of theelements detailed above in the section Onformed
Consent FormO(purpose and backgroundof study, study procedures, risks and discomforts, benefits,
aternatives to participationin theresearch, cogs/financid consderations payment/reimbursement,
guestions, and consent). The signature sectionis not required since the researcher will not be collecting any
written congent doaument from subjects. A sample Verba Consent Script can be foundin Appendix M.

HUMAN SUBJECT INCIDENTS

Theresponsibilities of al USF investigators condicting research on human subjects include two types
of incident reporting:
(1) any subject injuries, adverse events assodated with the study procedures, and/or problemsinvadving
the conduct of the study which may occur during thecourse of his or her own research projects and,
(2) any possible breach of human subject protectionin other research activities at USF of which the
investigator may become aware.



Adverse Effects or Incidents in the Investigator@ Own Proj ect
All problems having to do with human subject safety must bereported to the Ingtitutiond Review Boad for
the Protection of Human Suljects (IRBPHS) within ten (10) working days. Specificaly, the following must
bereported, in writing:

(1) dl adverse events assodated with the study procedures; and
(2) any inddents or problemsinvaving thecondict of the study or human subject participation, including
problems with the recruitment and/or congent processes. The (Human Subject Inddent ReportO
(Appendix N) should be used in reporting any adverse effects to the IRBPHS office. Aswith dl other
IRBPHS forms, Human Subject Inddent Report forms are available through the IRBPHS office, through
the Dean@ offices of each Schod and College, and on theweb at www.usfca.eduhumansubijects In generd,
any seriousor recurring problem, any unanticipaed sdeeffect, any adverse effect reported to a study
sponsor, and adverse effect requiring treatment or any side effect abou which the human subject is
concerned, should be reported to the IRBPHS. Any problemsinvaving thecondtct of the study or human
subject participation, including problems with therecruitment and/or consent processes require reporting.
For example, if a person whois contacted, either in writing or in person, abou participating in a study
becomes upset abou the recruitment process, this should be reported.

Effect of Reporting

A report is not an admission of any liability. However, for adverse effects, theinvestigator should make an
initial determination as to whether any changes are needed in the discussion of therisks and/or benefitsin the
congent procedures. In response to incidents, theinvestigator may need to reevauate the recruitment and or
congent process and modfy existing procedures appropriately.

Review of Reports

The Char of the IRBPHS and/or the committee members review al Human Sulject Inddent Reportsin
order to reevauate the risks/benefits ratio of the study and/or the appropriateness of the
recruitment/congent. If theinvestigator has dready modfied the protocol or consent procedure in response
to these events, theappropriateness of these changes are aso reviewed. While the IRBPHS does not actively
monitor compliance with theguidelines set forth for research with human subjects, it isresponsible for
continung review of research invaving human subjects at USF through theannua review process required
for any ongoing study (see pp. 26 - 27). Thus, dl reported adverse effects should a so be described in detail
in theRenewa Application (Appendix E), so that the IRBPHS may consider renewal of the protocol in light
of such information. Seriousadverse effects or incidents are forwarded to the Dean of theinvestigator@
Schod or College and to the Academic Vice President, who mug beinformed in case of inquiries,
ingtitutiond liability, publicity, or to apply to University compensation policies. If theresearchis
supported by a public or private fundng agency, andif the problemis of sufficient magnitude the researcher
isrequired to inform appropriate agency officids. A copy of thisreport to thefundng agency should be
sent to the IRBPHS.

Failure to Report

Failure to report adverse effects or incidents involving human subjects in research at USF is a breach of the
condtionsunde which IRBPHS approvd isgiven and can result in suspension or revocation of approvd.
Studes for which IRBPHS approvd has been suspended or revoked may not continuecontact with
potentia or actud human subjects. Suspension or revocation of approva can aso result in loss of support
by funding agencies.



Incident Reports Related to Other Research Activities

ThelRBPHS, in cooperation with the office of the Academic Vice President, however, will condwct an
inqury following any report of possible miscondict related to human research activities tha may come
from subjects, study personnd, staff, students, or faculty. If, for instance, aresearch project isbang
condwted without IRBPHS approvd, an improper method of recruiting sujects is bang used, or undue
influenceis being placed upon prospective human subjects to participate in astudy, the IRBPHS has no
means of learning about such situations and rectifying them unlessit isinformed that they are taking

place. Thus, in order to fulfill its mandate to protect human subjects in research, theingitution must
depend upon concerned individuds, including investigators, to inform the IRBPHS of any possible
miscondict related to research activities of which they become aware.

Such incidents are usudly reported by telephoneor in writing to the IRBPHS Chair. An inquiry is madeto
theinvestigator conducting the research activity and, if theinvestigator is a student, to the student@ faculty
advisor, maintaining requested anonymity of theindividual submitting thereport whenever possible. The
IRBPHS will forward information about theincident to the Dean of theinvestigator school or college and
to the Academic Vice President for appropriate resolution.



Appendix A: IRBPHSINITIAL APPLICATION
Name of Applicant:

USF Identification Number:

University Title:

Schod or College:

Department or Group:

Home or Campus Address (please include full street or P.O. Box, City, and Zip):
Home Phone

Work Phone

Electronic Mail Address(s):

Name(s) and University Title(s) of Other Investigators:

Name of Faculty Advisor:

University Title:

Home or Campus Address:

Home or Campus Phone

Electronic Mail Address(s):

Project Title:

Respondtoitems 1 - 11 white paper, singe-sided, typed in black ink andusing standard 12 point fort.
Responsesto items 1 -11 should be stapled to this Initial Application form.
Backgroundand Rationdle

Description of Sample

Recruitment Procedure

Subject Consent Process

Procedures

Potentid Risksto Subjects

Minimization of Potentia Risk

Potentia Benefits to Subjects

Costs to Subjects

Reimbursements/Compensation to Subjects

11 Confidentiality of Records

O oO~NO UL WN P

[
o

Sgnature of Applicant Date

Sgnature of Faculty Advisor* Date

*Y our signature indicatesthat you accept regponsibility for the research described, including work by students
under your supervision. It further attests that you are fully aware of all proceduresto be followed, will monitor
the research, and will notify the IRPBHS of any significant problems or changes



Appendix B: CONFIRMATION OF RECEIPT OF
COMPLETE APPLICATION

UNIVERSITY OF SAN FRANCISCO INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS
CONFIRMATION OF RECEIPT OF COMPLETE APPLICATION

Dear - Yourapplication to the Ingtitutiond Review Board for the Protection of
Human Subects (IRBPHS) was recelved on and has been assigned the
following file number: : Your application was complete when it was received and

has been sent out for review. Y our application was incomplete when it was received; it is now complete and
has been sent out for review. Please adlow 2 - 3 weeks from the date of this notice for review. Youwill be
contacted by the primary reviewer of your applicaionif additiond materids and/or clarification is needed.
Questions should be directed to the IRBPHS office by phoneat (415)422-60910r by electronic mail at
IRBPHS@ud ca.edy; the officeis staffed on a part-time basis, so be sure to leave a number(s) and eectronic
mail address(s) where you can be reached or where aresponse message can be left. IRBPHS Committee and
Staff



Appendix C: USF FERPA STATEMENT Notification of

RightsUnder FERPA

TheFamily Education Rights and Privacy Act (FERPA) affords students certain rights with respect to
ther education records Theserightsindude:

1 If therecordsare not maintained by the University officia to whomtherequest was submitted,that
officid shdl advise the student of the correct official to whomtherequest should be addressed.

2 Additional information regarding the hearing procedures will be provided to the student when nctified of
theright to a hearing.

3 A schoolofficia has alegitimate educationd interest if the officid needsto review an educationd record
in order to fulfill hisor her professiond responsibility. Directory information at the University of San
Francisco includes: Student@ name, schod of enroliment, credit hourload (full-time, part-time), periods of
enrollment, degree(s) awarded and date(s) of conferra, honots, participaion in athletic activities, weight and
heght of athletic participants, mgjor and minor fidds, and dean@ list.

4. Thename andaddress of the office that administers FERPA is: Family Policy Compliance Office, U.S.
Department of Education, 400 Maryland Avenue SW, Washington, D.C. 202024605



Appendix D: RENEWAL REMINDER

UNIVERSITY OF SAN FRANCISCO INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION
OF HUMAN SUBJECTS

RENEWAL REMINDER

Dear You application to the Ingtitutiond Review Boad for the Protection
of Human Subjects (IRBPHS) for your

study, was,
approved on (IRBPHS # ) USF requires annud review of al research

projects invaving human subjects. Because your gpprovd isabou to expire, we are sendng you this
reminder natice. If all contact with human subjects (e.g., recruitment, data collection, and follow-up)

has been completed, you are not required to renew your IRBPHS approvd. If you are still condicting
recruitment, data collection, follow-up, or any other type of contact with potentia or actua human subjects,
you are required to subrmit the attached ORBPHS Renewa A pplicationCoefore . Submit
your status report to: USF IRBPHS Depatment of Coungling Psychology, Education Building 2130
Fulton Street San Francisco, CA 941171080Any questions or concerns should be directed to the IRBPHS
officeat (415)422-6091.Sincerely, Char, IRBPHS




Appendix E: IRBPHS RENEWAL APPLICATION

Name of Applicant: USF Identification Number: University Title: Schod or College: Department or
Group: Home or Campus Address: Home Phone Work Phone Electronic Mail Address(s): Name(s) and
University Title(s) of Other Investigators: Name of Faculty Advisor: University Title:

Campus Address. Campus Phone Electronic Mail Address(s): IRBPHS Number: Project Title:
Respondto items 1 - 6 on separate sheets of white pape, singe-sided, typed in black ink andusing
standad 12 point font. Respongestoitems 1 - 6 shoud be stapled to this Renewal Applicationform.
1. Subjects

3. Brief summary of results to date

5. Changesin Anticipaed Risks

7. Changesin Anticipated Bendits

9. Discussion of any sideeffects or problems noticed during the past year*

6. Explanation of any modficationsin the protocol made during the past year **

Sgnature of Applicant Date

Signature of Faculty*** Date

* Any adverse dfects experienced by a human subject must be reported to the Chair of the IRBPHS in writing within 10 working
days of their occurrence; this report should provide a summary of the event(s).

** Any proposed changes to protocol must be approved by the IRBPHS prior to their implementation; this report should provide
asummary of the changes.

*Y our signature indicates that you accept responsibility for the research described, including work by students under your
supervision. It further attests that you arefully aware of all procedures to befollowed, will monitor the research, and will notify
the IRPBHS of any significant problems or changes.



Appendix F: IRBPHS MODIFICATION APPLICATION

Name of Applicant: USF Identification Number: University Title: Schod or College: Department or
Group: Home or Campus Address: Home Phone Work Phone Electronic Mail Address(s): Name(s) and
University Title(s) of Other Investigators: Name of Faculty Advisor: University Title Home or Campus
Address: Home or Campus Phone Electronic Mail Address(s): IRBPHS Number: Project Title:
Respondto items 1 - 5 on separate sheets of white pape, singe-sided, typed in black ink andusing
standad 12 point font. Respongesto items 1 - 5 shoud be stapled to this Modification Application form.
1. Description of Proposed Change(s) to Research Protocol

2. Rationde for Proposed Changes

3. Impact on Potentia Risks to Human Suljects

4. Minimization of Increased Potential Risk

5. Impact on Potentia Benefits to Human Subjects

Sgnature of Applicant Date

Sgnature of Faculty Advisor* Date

*Y our signature indicates that you accept responsibility for the research described, including work by students under your
supervision. It further attests that you arefully aware of all procedures to befollowed, will monitor the research, and will notify
the IRPBHS of any significant problems or changes.



Appendix G: SAMPLE PERMISSION LETTER FROM

INSTITUTIONAL MANAGEMENT

19 December 1999Ingtitutiond Review Board for the Protection of Human Suljects University of San
Francisco 2130Fulton Street San Francisco, CA 94117Dear Members of the Committee: On behalf of the
ABC Toy Company, | am writing to formally indcate our awareness of the research proposed by Ms. Jane
Washington, a student at USF. We are aware that M s. Washington intends to condtct her research by
administering awritten survey to our employees. | am responsible for employee relationsand am an
executive officer of thecompany. | give Ms. Washington pemission to conduct her research in our
company. If you have any questions or concerns please fed free to contact my officeat (415)1234567.
Sincerely, Amanda Barley Vice President of Human Resources, ABC Toy Company

* |etter should be printed on prope inditutiond letterhead



Appendix H: RESEARCH SUBJECTSOBILL OF RIGHTS

Therights bdow are therights of every personwho is asked to bein aresearch study. As aresearch
subject, | have thefollowing rights:

Research Subjects

Bill of Rights

Research subjects can expect:

I To be told the extent to which confidentiality of records identifying the subject will be maintained
and of the possibility that specified individuals, internal and external regulatory agencies, or
study sponsors may inspect information in the medical record specifically related to
participation in the clinical trial.

I To be told of any benefits that may reasonably be expected from the research.
I To be told of any reasonably foreseeable discomforts or risks.

I To be told of appropriate alternative procedures or courses of treatment that might be of benefit
to the subject.

I To be told of the procedures to be followed during the course of participation, especially those
that are experimental in nature.

I To be told that they may refuse to participate (participation is voluntary), and that declining to
participate will not compromise access to services and will not result in penalty or loss of
benefits to which the subject is otherwise entitled.

I To be told about compensation and medical treatment if research related injury occurs and
where further information may be obtained when participating in research involving more than
minimal risk.

I To be told whom to contact for answers to pertinent questions about the research, about the
research subjects' rights and whom to contact in the event of a research-related injury to the
subject.

I To be told of anticipated circumstances under which the investigator without regard to the
subject's consent may terminate the subject's participation.

I To be told of any additional costs to the subject that may result from participation in the
research.

I To be told of the consequences of a subjects' decision to withdraw from the research and
procedures for orderly termination of participation by the subject.

I To be told that significant new findings developed during the course of the research that may



relate to the subject's willingness to continue participation will be provided to the subject.

I To be told the approximate number of subjects involved in the study.

I To betold what thestudy istrying to find out;

I To betold what will happen to me and whether any of the procedures, drugs or devices are different from
what would be used in standad practice;

I To betold aboutthe frequent and/or important risks, sideeffects, or discomforts of the thingsthat will
happen to me for research purposes,

I To betoldif | can expect any bendit from participating, and, if so, what the benefit might be

I To betold of theother chaices | have and how they may be better or worse than being in the study; To be
allowed to ask any questions concerning the study both before agreeing to beinvdved and during the
couse of the study;

I To betold what sort of medica or psychologica treatment is available if any complicationsarise;

I Torefuseto participate at dl or to change my mind about participation after thestudy is started; if | were
to make such adecision, it will not affect my right to receive thecare or privileges | would receiveif |
were not in the study;

I To recelve acopy of thesigned and dated consent form; and

I To befree of pressure when consdering whether | wish to agree to bein the study. If | have other
questions, | should ask the researcher or the research assistant. In addtion, | may contact the
Ingtitutiond Review Board for the Protection of Human Subjects (IRBPHS), which is concerned with
protection of volunteersin research projects. | may reach the IRBPHS by calling (415 4226091,by
electronic mail at IRBPHS@usg caedu, or by writing to USF IRBPHS, Department of Counsdling
Psychology, Education Building, 2130Fulton Street, San Francisco, CA 941171080.

References: JCAHO and Research Regulatory Bodies

(1) To betold what thestudy istrying to find out;

(2) To betold what will happen to me and whether any of the procedures, drugs or devices are different
from what would be used in standad practice;

(3) To betold abou thefrequent and/or important risks, sideeffects, or discomforts of the thingsthat will
happen to me for research purposes,

(4) To betoldif | can expect any benefit from participating, and, if so, what the benefit might be

(5) To betold of the other chaices | have and how they may be better or worse than being in the study;

(6) To bedlowed to ask any questions concerning the study both before agreeing to beinvadved and during
the course of the study;

(7) To betold what sort of medicd or psychological treatment is available if any complicationsarise;

(8) Torefuse to paticipate at dl or to change my mindabou participation after the study is started; if |
were to make such adecison, it will not affect my right to receive thecare or privileges | would receiveif
| were not in the study;

(9) To receive acopy of the signed and dated consent form; and

(10) To befree of pressure when consdering whether | wish to agreeto bein the study. If | have other
questions, | should ask the researcher or the research assistant. In addition, | may contact the
Ingtitutiond Review Board for the Protection of Human Subjects (IRBPHS), which is concerned with
protection of volunteersin research projects. | may reach the IRBPHS by calling (415 4226091,by
electronic mail at IRBPHS@ug caedu or by writing to USF IRBPHS, Department of Counsdling



Psychology, Education Building, 2130Fulton Street, San Francisco, CA 941171080.



Appendix I: SAMPLE INFORMED CONSENT FORM

UNIVERSITY OF SAN FRANCISCO

CONSENT TO BE A RESEARCH SUBJECT

Purpose and BackgroundMs. Amanda Jacobs agraduate student in theSchod of Education at the
University of San Francisco isdang astudy on self-esteem of adults who attend college after the age of 35.
Over the past severa years, more and more people are beginning college later in life. Theresearchers are
interested in understanding the differences in self-esteem among these ol der-than-traditiona -age students as
compared to students who begin college immediatdy upon graduation from high schod. | am being asked to
participate because | am over 35 years of age and am attending college. Procedures If | agree to bea
participant in this study, thefollowing will happen:

1 | will complete a short questionnare giving basic information about me, includng age, gender, race,
religion, andjob history.

2 | will complete a survey abou self-esteem.

3 | will participate in aninterview with aresearch assistant, during which | will be asked abou my

educationd history, my eductiona gods, and my career aspirations. | will complete the surveys and
participate in theinterview at the office of Dr. Susan Washingtonin the Schod of Education at the
University of San Francisco.

Risks and/or Discomforts

1 It is possible that some of the questions on the self-esteem survey may make me fee uncomfortable,

but I am free to decline to answer any questions | do not wish to answer or to stop participation at any

time.

2 Participaionin research may mean aloss of confidentidity. Study recordswill be kept as confidentid as
is possible. No indvidua identities will be used in any reports or publications resulting from the study .
Study information will be coded and kept in locked files at dl times. Only study personné will have
access to thefiles.

3. Because thetimerequred for my participation may beup to 2 hours, | may becometired or bored.
Benefits There will be no direct benefit to me from participating in this study. Theanticipated benefit of
this study is a better undestanding of the effect of the college experience on students who are older than
traditiond age. Costs/Financid CongderationsThere will be nofinancid costs to me as aresult of taking
part in this study. Payment/Reimbursement | will bereimbursed $5.00for my participaionin this
study. | will be pad in cash immediately after | have completed the questionnare, survey, andinterview.
If | decide to withdraw from the study before | have completed participating or the researchers decide to
terminate my study participation, | will still receive full rembursement. Questions | have taked to Ms.
Jacobsor her research assistant abou this study and have had my questions answered. If | have further
questions abou the study, | may cal her at (415)422-12340r Dr. Susan Washington (415)422-4321.

If | have any questions or comments abou participationin this study, | should first talk with the
researchers. If for somereason| donot wish to do this, I may contact the IRBPHS, which is concerned with
protection of volunteersin research projects. | may reach the IRBPHS office by cdling (415 4226091 and
leaving avoicemall message, by e-mailing IRBPHS@usfca.edu, or by writing to the IRBPHS, Department of
Counsding Psychology, Education Building, University of San Francisco, 2130Fulton Street, San Frandsco,
CA 941171080.Consent | have been given acopy of the QResearch Subject@ Bill of RightsOand | have
been given acopy of this consent form to keep. PARTICIPATION IN RESEARCH ISVOLUNTARY. |
am free to decline to bein this study, or to withdraw fromit at any point. My decisionas to whether or not



to participate in this study will have noinfluence on my present or future status as a student or employee at
USF. My signature below indcates that | agree to participate in this study.

Subject® Signature Date of Signature

Signature of Person Obtaining Congent Date of Sgnaure



Appendix J: SAMPLE PARENTAL CONSENT FORM

UNIVERSITY OF SAN FRANCISCO

PARENTAL CONSENT FOR RESEARCH PARTICIPATION

Purpose and BackgroundMr. Brian Richards undegraduate student, and Dr. Pamela Miller, Professor, of
the Schod of Nursing a the University of San Franasco are doing a study on the sodd skills of children
who have chronic ear infections Because children with chronic ear infectionsmiss many days of schod and
sometimes have difficulty hearing, theresearchers are interested in learning whether these children are ower
to develop sodd skills, as compared with children who do not suffer from chronic ear infections My child
isbang asked to participate because he/she suffers from chronic ear infections. Procedures If | agreeto allow
my child to bein this study, thefollowing will happen:

1 | will complete a questionnare aboutmy child® hedlth, development, and friendship relationships.

2 My child will be observed through a one-way mirror while he/she plays with three other children
he'shedoes not know but who are similar in age for a period of 30 minutes.

3 Theresearchers will review my child@ medica records to obtain information about the nature and
extent of my child@ ear infections | will complete the questionnare and my child will participate in the 30-
minute free play periodat my pediatrician® office.

Risks and/or Disconforts

1 My child may become uncomfortable or upset during the 30-minute free-play period; if this
happens, the researchers will attempt to comfort my child. If my child continues to be upset, the researchers
will return my child to mein thewaiting room.

2 Participationin research may mean aloss of confidentidity. Study recordswill be kept as
confidentid asis possible. No individual identities will be used in any reports or publications resulting from
the study. Study information will be coded and kept in locked files at adl times. Only study personné will
have access to thefiles.

Benefits

Therewill be nodirect benefit to me or to my child from participating in this study. Theanticipated benefit
of this study is a better undestanding of theeffect of the chronic ear infections on the development of
children@ sodd skills. Costs/Financia Consderations There will be no costs to me or to my child as aresult
of taking part in this study.

Payment/Reimbursement
Neither my child nor | will be rembursed for participationin this study.

Questions

| have taked to Mr. Richardsor his research assistant abou this study and have had my questions
answered. If | have further questions abou the study, | may cal him at (415)422-12340r Dr. Pamela Miller
(415)4224321.1f | have any questions or comments about participationin this study, | should first talk
with theresearchers. If for somereason| do notwish to do this, | may contact the IRBPHS, which is
concerned with protection of volunteers in research projects. | may reach the IRBPHS office by caling (415)
422-6091andleaving avoicemail message, fy FAX at (415)4225528 by e-mailing IRBPHS@ud ca.edu, or
by writing to the IRBPHS, Department of Counseling Psychology, Education Building, University of San
Francisco, 2130Fulton Street, San Francisco, CA 941171080.



Consent

| have been given acopy of the GResearch Subject® Bill of Rights,Oand | have been given a copy of this
congent form to keep. PARTICIPATION IN RESEARCH ISVOLUNTARY. | an free to decline to have
my child bein this study, or to withdraw my child fromit at any point. My decison as to whether or not to
have my child participate in this study will have no influence on my child® present or future status as a
patient in my pediatrician@ office. My signature below indicates that | agree to alow my child to participae
in this study.

Signature of Subject@ Parent/Guardian Date of Signature

Signature of Person Obtaining Congent Date of Sgnaure



Appendix K: SAMPLE CONSENT COVER LETTER
0514/98

Mr. JohnDoe 123Sunny Circle Anywhere, CA 90000
Dear Mr. Doe

My nameisLorrane Garciaand | an agraduate student in the College of Professiond Studies at the
University of San Francisco. | am dang astudy on management styles of people with and without advanced
management training. | am interested in learning theimpact of advanced courses, books, and seminars on the
management style of mid-level managers in high-techndogy corporations. Y our company management has
given approvd to meto condict thisresearch. Youare being asked to participate in this research study
because you are amid-level manager in a high-techndogy corporation. | obtained your name from amailing
list of management personné in high-techndogy companies. If you agree to bein this study, you will
complete the attached survey that asks abou your educationa background,management training
expeiences, and management style. Return the survey in theenclosed pre-addressed, pre-stamped envelope
to me.

It is possible that some of the questions on the survey may make you fed uncomfortable, but you
arefree to decline to answer any questions you do not wish to answer, or to stop participation at any time.
Althowh you will not beasked to put your name onthesurvey, | will know that you were asked to
participate in the research because | sent you this letter and survey. Participationin research may mean a
loss of confidentiaity. Study recordswill be kept as confidentid asis possible. No indvidud identities will
beused in any reports or publicationsresulting from the study. Study information will be coded andkept in
locked files at dl times. Only study personné will have access to thefiles. Indvidud results will not be
shared with personné of your company. While there will be no direct benefit to you from participaingin
this study, theanticipated benefit of this study is abetter undestanding of the effect of management training
on management stylein high-techndogy corporations. There will be no costs to you as aresult of taking
part in this study, nor will you bereimbursed for your participaionin this study.

If you have questions about the research, you may contact me at 555-5555.1f you have further
guestions abou the study, you may contact the IRBPHS at the University of San Francisco, whichis
concerned with protection of volunteers in research projects. Y ou may reach the IRBPHS office by calling
(415)422-6091andleaving a voicemall message, by e-mailing IRBPHS@ud ca.edu, or by writing to the
IRBPHS, Department of Counseling Psychology, Education Bldg., University of San Francisco, 2130 Fulton
Street, San Francisco, CA 941171080.

PARTICIPATION IN RESEARCH ISVOLUNTARY. You are free to decline to bein this study, or
to withdraw from it at any point. The JM C corporationis aware of this study but does not require that you
participate in this research and your decisionas to whether or not to participae will have no influence on
your present or future status as an employee at JM C Corporation. Thank you for your attention. If you
agree to participate, please complete the attached survey and return it to mein theenclosed pre-addressed,
pre-stamped envelope

Sincerely,

Lorraine Garcia
Graduae Student University of San Francisco



Appendix L: SAMPLE INFORMATION SHEET UNIVERSITY OF SAN
FRANCISCO INFORMATION SHEET ABOUT A RESEARCH STUDY

Ms. Lorraine Garcia, agraduate student in the College of Professiond Studies at the University of
San Francisco is doing a study on management styles of people with and without advanced management
training. Sheisinterested in learning theimpact of advanced courses, books, and seminars on the
management style of mid-level managers in high-techndogy corporations. You are being asked to participate
in this research study because you are amid-level manager in a high-techndogy corporation.

If you agree to bein this study, you will complete asurvey that asks about your educationd
background,management training experiences, and management style; you will return the survey in apre-
addressed, pre-stamped envelope to the researchers. Some of the questions on the survey may make you fed
uncomfortable, but you are free to decline to answer any questions you do not wish to answer, or to stop
participation at any time. Althowgh you will not beasked to put your name onthe survey, participationin
research may mean aloss of confidentidity. Study recordswill be kept as confidentid asis possible. No
indvidual identities will be used in any reports or publications resulting from the study. Study information
will be coded and kept in locked files at al times. Only study personné will have access to thefiles.
Individud results will not be shared with personné of your company. There will be no direct benefit to you
from participating in this study. Theanticipated benefit of this study is a better undestanding of theeffect
of management training on management style in high-techndogy corporations There will be no costs to you
as aresult of taking part in this study, nor will you be reimbursed for your participationin this study.

If you have questions abou theresearch, you may contact the researchers at 5555555.1f you have
further questions abou the study, you may contact the|RBPHS at the University of San Francisco, which
is concerned with protection of volunteers in research projects. Y oumay reach the IRBPHS office by caling
(415)422-6091andleaving avoicemall message, by e-mailing IRBPHS@ud ca.edu, or by writing to the
IRBPHS, Department of Counsling Psychology, Education Building, University of San Francisco, 2130
Fulton Street, San Francisco, CA 941171080.

PARTICIPATION IN RESEARCH ISVOLUNTARY. You are free to decline to bein this study, or
to withdraw from it at any point. The JM C corporationis aware of this study but does not require that you
participate in this research and your decisionas to whether or not to participae will have no influence on
your present or future status as an employee at JM C Corporation.



Appendix M: SAMPLE VERBAL CONSENT SCRIPT UNIVERSITY OF SAN
FRANCISCO TRANSCRIPT FOR VERBAL CONSENT FOR PARTICIPATION IN
RESEARCH

1 Hello; my nameisLorraine Garciaand | am agraduate student working with Dr. Michad Franz,
Assistant Professor of the College of Professiond Studes, at the University of San Francisco. We are daing
astudy on management styles of people with and withou advanced management training. We are interested
in learning theimpact of advanced courses, books and seminars on the management style of mid-level
managers in high-techndogy corporations

2 You are being asked to participae in this research study because you are amid-level manager ina
high-techndogy corporation. If you agreeto bein this study, you will complete a survey that asks abou
your educationd background management training experiences, and management style. You will complete
the survey now and return it to directly to me when you are finished.

3 Some of the questions on the survey may make you fed uncomfortable, but you are free to decline to
answer any questions you do not wish to answer, or to stop paticipation at any time. Although you will
not beasked to put your name on the survey, participationin research may mean aloss of confidentiaity.
Study recordswill be kept as confidentia asis possible. No individual identities will be used in any reports
or publicationsresulting from the study. Study information will be coded and kept in locked files at al
times. Only study personné will have access to thefiles. Indvidual results will not be shared with
personné of your company.

4 While there will be no direct bendfit to you from participating in this study, theanticipated ben€fit of
this study is a better undestanding of the effect of management training on management stylein high-
technology corporations

5 There will be nocosts to you as aresult of taking part in this study, nor will you bereimbursed for
your participationin this study.
6 If you have questions abou the research, you may contact me at 555-5555.1f you have further

guestions abou the study, you may contact the IRBPHS at the University of San Francisco, whichis
concerned with protection of volunteers in research projects. Y ou may reach the IRBPHS office by calling
(415)422-6091and leaving avoicemail message.

1 PARTICIPATION IN RESEARCH ISVOLUNTARY. Youare free to decline to bein this study, or
to withdraw from it at any point. The JM C corporationis aware of this study but does not require that you
participate in this research and your decisionas to whether or not to participae will have noinfluence on
your present or future status as an employee at JM C Corporation.

2 Thank you for your attention. If you agree to participae, please complete thesurvey and return it
directly to me.



Appendix N: HUMAN SUBJECT INCIDENT REPORT

All incidents of injury or other adverse effects experienced by human subjects must bereported to the
IRBPHS, Department of Counsling Psychology, Education Building, 2130Fulton Street, San Francisco,
CA, 941171080(415422-6091)A written report, dong with acopy of the signed consent form, should be
submitted as soonas possible, butNO LATER THAN 10 WORKING DAY S after first awareness of the
problem.

Name of Investigator: USF Identification Number: University Title: Schod or College: Department or
Group: Home and'or Campus Address(s): Home and/or Work Phonds): Electronic Mall

Address(s): Name(s) and University Title(s) of Othe Investigators:

Name of Faculty Advisor: University Titlee Home and/or Campus Address(s): Home and/or Campus
Phonds): Electronic Mail Address(s): Project Title: IRBPHS # Name of Human Subject(s):

Respondto theitems 1 - 4 on separate sheets of white paper, singe-sided, typed in black ink, using
standard 12 point font. Respongesto #1 - 4 should be stapled to this Human Subgct Incident Report form.
1 Nature of Injury/Adverse Effect

2 Treatment(s)/Response Provided to Human Subject

3 Reporting (to whom has this dready been reported?)

7. Additiond Comments

Sgnature of Person Reporting Incident Date Name of Person Reporting Incident: Home and/or Campus
Address(s): Home andor Work Phongs): Electronic Mail Address(s):



