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CHAPTER |

INTRODUCTION

A thesis, derived fronthe investigation of a nursimgyoblempertinent tafamilies in
rural settingsmay be selected as the capstone experiegered for graduation from the
MSN Program. The nursing faculbglieve that the thesexperiencereparsthe student
with the skillsto identifyresearchable problerasid design and implemergsearch studies.
This investigation can emerge from the student's own identificationrobéem or the
replication of a previous research study

The following thesis guidelines are intended to diggatiuate nursing students
completing the thesisapstone optiarStudents are encouraged to consult these guidelines as
theyprogress throughariousstages of thesis developmealthoughthese guidelines
minimize the possibility for misunderstandinguosrcertainty concerning preparation and
submission of the thesitey are not designed to answer all questions.

The guidelines supplement armation in thecurrentGraduateBulletin, but for
matters not addressed in either sourcestadent must consult the most currAfA
Publication Manuakspecially on spead matters of style or formaBefore the final
revision, the student should obge any questions with the Thesis Chairperson and, if
necessary, with thBepartment of Nursiny ©ON) Directorof Graduate Studiesnd/or the
Dean of the School of Graduate Studigfose persons not meeting the final deadhiie
beautomaticallydeleta from the graduation liSEACH CANDIDATE, NOT THE
FACULTY ADVISOR OR THESIS CHAIRPERSON, IS RESPONSIBLE FOR
MEETING GRADUATE SCHOOL REQUIREMENTS AND DEADLINES. Deadlines
are published each semeséethe School of Graduate Studies website
http:/Mww.semo.edu/gradschool/deadlines.htm

The formal guidelines wer@evelopedy the graduate nursirfgculty during the
Spring Semester, 1998. Faculty members holdnaguate status and the Dearh& School
of Graduate Studies participatedtive prepgeation by reviewing and approving the
guidelinesThe guidelines were revised by the DON Director of Graduate Studies in Summer
2011 to reflect changes in University, Graduate School, and MSN program policies and
procedures related to the thesis procgaglents may access a copy of Thesis Guidelines
from theDONG s h o me p avgve.semo.etutnurging// /

Placement in the Graduate Program

The core coursBlS-620Advanced Nursing Research Meth@igl Designgrovides
content on the critical analysis of nursing research and the process of scientific inquiry.
Emphasis is on problem identification, design methodology, and analysis. Course activities
are designed to facilitate the investigationssiiesn advanced nursing practiosith
families in rural settings.

NS-694/Thesiss the course in which students complete ttiesis. STUDENTS
SHOULD BE CERTIFIED FOR CANDIDACY AND HAVE SUCCESSFULLY
DEFENDED THEIR THESIS PROPOSAL BEFORE REGISTERING FOR THESIS
CREDIT HOURS. THE UNIVERSITY REQUIRES AN INITIAL ENROLLMENT IN
THESIS (NS-694) OF 3 CREDIT HOURS. Credit for the thesis work will be assigned to
the semester in which the student has successfully defended the thesis by completing the Oral
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Examination (GR699). Students should be enrolled for thesis credit during the semester in
which they plan to defend their thesis and gradukkid=OR ANY REASON THESIS
HOURS HAVE BEEN COMPLETED PRIOR TO THE SEMESTER OF
GRADUATION , A FEE EQUIVALENT TO 1 CRE DIT HOUR WILL BE CHARGED
IF THE STUDENT IS NOT ENROLLED IN ANY OTHER COURSEWORK.

Pre or corequisites to enrolling iNS-694/Thesisre:

Candidacy (prerequisite);

NS-600/Theoretical Foundations of Nursing Prac{merequisite);

NS-620/Advanced Nursing Research Methods & Desigmerequisite);

NS-638Primary Card Family Healh or NS643Advanced Nursing Roles Nurg&slucator
(co-requisite);

Successful defense of thesis proposal (prerequisite); and

Receipt of completetlopic Approval Sheet for Thesis Qreative Project” from the
Deanof the School ofsraduate Studies (see Appendix A).

e

oo

Thesis Topics

The following points should be considered during the process of selecting a thesis
topic. They are:

1. Releance toadvanced nursingracticein rural areas anexpectation of contribution to
existing knowledge in thgpecific area selected.

2. Individual interest of the graduate student.

3. Depth and breadth of the topic should reflect gradaaétyet be able to be completed
within a reasonable length of time.

Faculty will assist in determining that the thesis topic anghkened approach are realistic
and conform to the resourcddéeely to be available to the student.



Graduate Studer@hecklist

The following checklist provides an overview of @givities involved in completion
of the thesis. Students are encouraged to periodically refer to this checklist:

1. Prepare written PROBLEM STATEMENT.

2. Submit written PROBLEM STATEMENTO the prospective Thes@hairperson ask for

advice regarding Thesis Committee Members and obtain signatures of Thesis Chairperson on
the "Topic Approval Sheet for Thesis or Creative Project” (obtHiiom the Office of

Graduate Studiesebsite.

3. Submit written PROBLEM STATEMENT to prospective Second Th€ammittee
Member and obtain signature on the "Topic Appr@fatet for Thesis or Creative Project.”

4. Submit "Topic Approval Sheet for Thesis or Creative Propad' PROBLEM

STATEMENT to theDean ofthe School ofsraduate Studies for topic approval and
appointment of Third Thesis Committéember.You may request a specific faculty

member as the third committee member if that individual holds graduate faculty status and is
not nursing facultyThis request should be made in memo format and submitted via email to
the Dean of the School of Graduate Studies. It is advantageous to seek support from the
prospective third committee member prior to submitting the appointment request.

5. Complete CHRTERS |, IlI, and Il of thesis (proposal formakhe detail of CHAPTER
Il (Reviewof the Literature) may varprior to defense.

6. Schedule defense of thesis proposal with Thesis Committestaanabifor discussion of
proposal.

7. Consult with Thesis l@airperson regarding changes in proposal after Thesis Committee
meeting.

8. At the time the proposal is approyebtain signaturgof appointed Third Committee
Member andON Chairpersoron the "Topic Approval Sheet for Thesis or Creative Project"
and sibmit to the Dean dhe School ofraduate Studies.

9. Read the "student friendly" version of talicy for Research Involving Human Subjects
(see Appendix B Thisactivity can be accomplished whithe Committee Members are
preparing for the thesjgroposal defense.

10. Prepare "Summary of Research Involving Human Subject€ditege of Health and
Human Services Committee on Resedmsiolving Human Subjects (see Appendix O his
preparatiorcan be conducted while the Committee Members are pnggfar the thesis
proposal defense.

11. Iftheproposed research is to be conducted in another institution, see fage 23
additional information

12. Submitsevencopies of the "Summary of Research InvolviHgman Subjects”, consent
form, and appropriate otheelevant forms (i.e., instruments) and thgioal copy of the
"Application for the Conduct of a Project Involving Human Subjects” fggeendix D to

the Chair of theCollege Committee on Research Involving Human Subjdetpect a least
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a two - four week review process. Submissions should be planned so as towat
least two weeks prior tothe end of semester (prior to finals week). Holidays duringhe
semester and semestdireaks should also be consideredSubmissions are to be made by
the first or the fifteenth of each month.

13. Consult with Thesis Chairperson regarding the outcome oéview for protection of
human rights.

14. If revisions in the proposal are required, ask the T@ésispersa to review the
revisions, then submit the revised proposal to the Chairperson of the College Committee
on Research Involving Human Subjects.

15. Upon receipt of Approval from the Dean of College of Healith Human Services to
conduct researchwolving humarsubjects (see AppendiX Enay begin data collection.

16. Reqgister for Thesis Hours as appropriate sifteressful defense of thesis proposal.

17. Schedule (time and room) TheSismmiteemeetingsn consultation with Thesis
Chairpersonby contacting théON Administrative Assistant

18. At the direction of the Thesis Committee, schedule Exainination (time and room).

19. SUBMIT COMPLETED COPY OF THES IS TO THESIS COMMITTEE
MEMBERS AT LEAST TWO WEEKS PRIOR TO SCHEDULED ORAL
EXAMINATION.

20. Complete Oral Examination. (Thesis Defense)

21. At the time of the Oral Examination, obtain Thesis Commiftembers signatures on
the"Acceptance Sheet for Gradudtkesis" (see Appendix)F This sheet is to be held by the
ThesisChairperson until thenesis corrections are made approved.

22. Correct thesis according to Chairperson's directions.

23.0btainDONCh ai rpersonéédcseghanoereeSberet for Grad

24. Submit the original copy of the approveddiseandthdi Ac cept anc eaduStdheet f O
Th e s i s $choblofGraduaeStudies

Role of the Student

The student should assume personal responsibilityéating the requirements and
deadlines outlined by tHeepartment of NursingDON) and theSchool of Graduate Studies
and for developing the thesis under the guidance of the Thesis Committee.

The calendar of deadlines is available each semastae School of Graduate
Studies website at http://www.semo.edu/gradschool/news/indexThiseregulations and
deadlines must be adhered to in writing tinesis. It is the student's responsibility to obtain
currentcopies of the indicated materials.

The following schedule is recommended to provide the stwdémtn organized
approach to the Or&xamination (thesidefense) and will provide the best time for adequate
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review bythe Thesis Committee. Howevéne student must be expected to provide
faculty with a copy of the thesis for review at least TWO WEEKS prior to expecting
feedback from saidfaculty at any time during the thesis experience.

Weeks Before Expected Final Semester Prior to Graduation
Date of Graduation

Preenroliment or Beginning of semester enroll GBR-699/
during enrollment at Master's Oral Examinaticsnd complete
beginning of semester Intent to Gaduate Form (see Appendix
G).
12 Distribution of thesis draft to Thesis

Chairperson.

10 Approval of thesis by Thesis
Charperson.
9 Corrected copy of thesis to Thesis

Committee. Schedul@R-699/Master's
Oral Examination

7 Oral Examination (thesis defense).

5 Approval of thesisdorrections and
format)by Thesis Chairperson and
DepartmentChairperson.

4 Original final copy of thesis and

acceptance sheet thesis tahe School
of GraduateStudieg(see Appendix J

Graduation dates are publishech t he Regi strar6s website at
http://www.semo.edu/registrar/academic_calendar.htm.

Role of the Thesis Chairperson

The Thesis Chairperson must hol®@N faculty appointmentrad graduate faculty
statusandhaveexperiences a thesis chairpersonarmmittee member (seégpendix B.
WHEN REQUESTING THAT A GRADUATE NURSING FACULTY MEMBER
SERVE AS CHAIRPERSON, STUDENTS SHOULD SUBMIT A WRITTEN
PROBLEM STATEMENT FOR THE PROSPECTIVE CHAIRPERSON TO REVIEW
PRIOR TO ACCEPTING THE THESIS CHAIRPERSON ROLE. Prior to approaching
graduate nursing faculty members about their willingness to serve as the Second Thesis
Committee Member, the advice and counsel of the Thesis Chairperson should be sought.

1. Serve atheChairpersorof the Thesis Committee, providing assistance and
direction to the student so that a scholarly thesis results.

2. Sign the "Topic Approval She@dr Thesis oiCreativeProject” (see Appendix A)
indicating agreement to serve as Thesis Chairpersongigea student.The
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decisionto serve as Thesis Chairperson should be based uppror review
and interest in thestudent's identified research problem.

3. Assist the student in identifying the Second Th€simmittee Member.

4. With the studentiscuss the thesis proposal, its scope, needed resources, and
anticipated schedule of activities.

5. Meet with the student to periodically review writteork for thesis proposal and
provide feedback ongtappropriateness and general quality.

6. Assist the student in identifying the appropriate approval process to conduct the
research and to obtaihe necessary consents.

7. When the thesis proposal is developed, assistillent to establish date,
scheduleoom, and notifyother Thess Committee Members for approval of thesis
proposal THESIS COMMITTEE MEMBERS SHOULD RECEIVE A
COMPLETE COPY OF THE THESIS PROPOSAL, INCLUDING FIRST
THREE CHAPTERS OF THESIS (CHAPTER Il REVIEW OF THE
LITERATURE MAY VARY IN DETAIL), REFERENCE LIST, CON SENTS,
AND INSTRUMENTS, AT LEAST TWO WEEKS PRIOR TO THE
COMMITTEE MEETING.

8. Review with the student the recommendations @€Cdmmittee to achieve thesis
proposal approval.

9. Approve the epared protocol (see Appendiy for submission to the College of
Health and Human Servic€&mmittee on Research Involving Human Subjects
and/or the University Committee on Research Involving HurBabjects to receive
approval to conduct the research.

10. Review with the studettie recommendations from eitr@mmmittee regarding
protection of human subjects.

11. Meet with the student and other Thesis Committee Members to discuss problems
and progress as necessatry.

12. Collaborate with student and other Thesis CdteeMembers in periodic
reviews of written work and provideedback on appropriateness and general quality
of the work.

13. Assist the student to establish date of Bramination, to schedule room for
Examination, and to notify other Thesiesmmittee Members.

14. Prior to the Oral Examination, review the completed thesis work and identify
thesisspecific questions to be directed to the candidate.

15. Chair the Oral Examination. With other members of the Committee, conduct the
examination and assess the candidate's achievement of the objectivgsroftam.

16. Counsel the student regarding the Oral Examinatitcomes and any needed
changes in the thesis.
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17. WHEN THESIS IS RE-SUBMITTED BY THE STUDENT, CHECK TO

SEE THAT ALL NECESSARY CHANGES HAVE BEEN MADE AND

APPROVE THESIS AS COMPLETED INCLUDING FORMAT AND
CONSTRUCTION ASPECTS. Committee Members may be asked to review these
revisions.

18. File a grade for the thesis antbrm the School of Graduate Studies that the Oral
Examination has been successfully completed.
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Role of Thesis Committee Member

The role of Thesis Committee Member may differ dependindp@meeds of the
student and the Thesis Committee load of the faculty member. Research interests of nursing
faculty with designation as having graduate faculty status and Thesis Chairpatssrast
available inAppendix P The usual functions of Thestommittee Members are as follow:

1. Review and critique the thesis as requested by the Thesis Chairperson and/or student.
2. Attend all meetings of the total Thesis Committee.

3. Serve as a resource person for particular aspectstbktie asequested by the student
(e.g., clinicalcontent/expertise or design/methodology).

The Third Thesis Committee Member is appointed by the Détre School of
Graduate Studies and may be better able to read and cthigtieesis work with greater
objedivity and impartiality tharsomeone who is more actively involved the procd3dse
Third (appointed) Committee Member and theDON Chairperson should withhold
their signatures on the "Topic Approval Sheet for Thesis or Creative Project” (see
Appendix A) until all members of the committee have met with the student and have
agreed on the thesis proposal.

Thesis Committee

Prior to enrolling foNS-694/Thesisthe student$hesis Committee must be
approved by the Dean tife School ofcraduate Studies. Amembers of the student's
Thesis Committee mubbld graduate faculty status at Southeast Missouri Staiteersity
and be approved as Thesis Committee members yahe ofthe School ofsraduate
Studies. A Thesis Committee consists dihesis Chairpeson and at least two other
members.STUDENTS MAY NOT ENROLL FOR THESIS HOURS UNTIL SUCH
TIME THAT THE THESIS COMMITTEE HAS BEEN APPROVED AND ALL
PREREQUISITES HAVE BEEN MET.

When the Thesis Chairperson and the Second Thesis Comividteber have agreed
to serve, their signatures should be submiibeithie Dean ofhe School ofsraduate Studies,
on the, "Topic Approval Sheétr Thesis or Creative Project" (see Appendix A). The Dean
of the School ofcraduate Studies will then appoint the Third Thesism@dteeMember.

The student and Thesis Chairperson will be notifiethefname of the Third Thesis
Committee Member by the Deantbe School ofcraduate Studies (sé@pendix H. The
studentwill keep the "Topic Approval Sheet for Thesis or CreativeProject” until
successful defense of the thesis proposal. Upon successful defense dah#sgs proposal
the Third Thesis Committee Member will sign the "Topic Approval Sheet for Thesis or
Creative Project” The student willthen seek the signature of tk DON Chairperson
and return the completed form to theSchool of Graduate Studies

During the thesis processudentsshouldschedulegeriodic conferences with the
Thesis Chairperson to discuss progress on the tidsse conferences should be lueat
least monthly.
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Thesis Committee Meetings

The number and frequency of Thesis Committee meetiegends on the rate at
which the student progresses. Some Thesis Chairpersons prefer to meet individually with the
student for the period of tinduring the development of initial drafts. Other Thesis
Chairpersons prefer to involve committee members in more meetings. The student and
Thesis Chairperson should discuss the preferred method of Thesis Committee functioning.

The minimum number of Tise&s Committee meetings with ti&ird Thesis
Committee Member should be at least two. The firséting should be after the first three
chapters are written and the proposal is rdadyeview bythe College Committee on
Research Involving Human Subjeftisesisproposal defense). The second meeting should
be at the time of the Oral Examination of the thesis. Conference rooms in CrisgHall (
213,CH-331, and CH208) are available upon request for committee meetings and Oral
Examinations.Committee mambers should have any thesis materials at least two weeks
prior to any meeting. Meetings during finals week of any semester are discouraged.
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CHAPTER I

THESIS PROPOSAL DIRECTIVES

The thesis proposal is the formal document reviewed by the Thesisitee for
approval of the thesi®quirement The thesiproposal should acquaint the reader with the
main elements of the research process up to the actual collection and analysis of data. In
essence, the thesis proposal represents the first thpgershaf the thesis. However,
depending on the guidance of the Thesis Chairperson and the type of research being
conducted (i.e. qualitative), CHAPTER Il (Review of the Literature) may vary in depth and
breadth at the time of the proposal defense.

Propeal and Thesis Formats

Although the nursing department specifies the most current edition APhe
PublicationManualas the manual of style for theses generated by graduate nursing students,
the instructions in this guide supersede all manuals andRENVETUDENT must follow
these guidelines. Under no circumstances should the thesis follow a variety of manuals, and
the student must be sure to use the current edition éRAdPublicationManual No thesis
manual, however, can answer all questionsdhiae. The student's Thesis Chairperson and
Committee can answer most questions, but the student may confd@hBirector of
Graduate Studies and/or thBean forthe School ofcraduate Studies at any stage in the
writing of the thesis.

The thesishould be written in a clear and concise stykrticular attention should
be given to such matters as dictigrammar, punctuation, and consistency of style. As is
commonly done, the thesis proposal is written in future tense, and the actual tdedfiss i
written in past tense.

The student is instructed to follawformation found in these guidelinaad then
information in the current edition of t&PA PublicationManual Conflicting information
should be resolved witthe Thesis Chairperson

The following preparatory information applies tothkses from the Department of
Nursing, College of Health & Hum&®ervices, Southeast Missouri State University:

1. The completed thesis must include in the following order at least: a title page, acceptance
sheet, abstract, table of contents, acknowledgement (optional), body of the thesis, references,
and appendix.

2. The following headings are appropriate:

CHAPTERIII
Instruments
Jalowiec Coping Scale
Validity.
Concurrent validity.
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3.ALL MARGINS (TOP, BOTTOM, RIGHT AND LEFT) SHALL BE 1 AND 1/2
INCHES FROM THE PAPER EDGE.

4. Introductory pages such as the Table of Contents are nunviaénddwer-case Roman
numerals at the bottom and centeeath page 1 and 1/2 inches from the bottom edge.

The Title Page and &eptancéage are counted as the first pages although numbers do
not appear on them. The first paf@®wing a number will béne page following the
Acceptancd’agewhich will be numbered as page iii.

Numbering with Arabic numerals begins with CHAPTER |, fin& page of which is page 1.
These numbers are placed in the upper right corner of egehand 1/2 inches frothe

top and 1 and 1/2 inches from the right edge except on the first page of each clmgitels w

to be numbered d@lhe bottom center, 1 and 1/2 inches from the bottom edge and is separated
from the text by at least one double space.

5. Double spacing shabe used throughout the thesis excepfdotnotes, spacing at end of
sections, long blockeguotations, long tables, and the References section.

TRIPLE SPACING SHALL BE USED AT THE END OF EACH SECTION BEFORE
THE TITLE OF THE NEXT SECTION AND BETWEEN TH E TITLE OF EACH
CHAPTER AND THE TEXT .

Long blocked quotations, long tables, and reference citagiwaibe single spaced.

There should be double spacing between citations iRéfierences section but single
spacing of the actual citations.

6. Theblack font must beX0or 12 pitch) and used consistently throughout the thesis.
Script type and other irregular typefaeesl colos are unacceptabl€OURIER OR
TIMES NEW ROMAN FONT SARE PREFERRED.

7. Should the student choose not to do the typirthemanuscript, the student is still
responsible for théorm, accuracy, and completeness of the theSi$YPIST IS NOT AN
EDITOR, STATISTICIAN, OR EXPERT ON APA REQUIREMENTS. The student
must proofread the thesis and correct any errors before submittig the paper to the
School ofGraduate Studies
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Quantitative Proposal Format

Consider the following section headings except for TIRAGE as appropriate level
headings in wording and format fthre quantitative thesis propos&ACH CHAP TER
WILL BEGIN WITH AN INTRODUCTORY PARAGRAPH THAT IS NOT TITLED
AND END WITH A SUMMARY SECTION THAT IS TITLED.

TITLE PAGE

CHAPTER |
INTRODUCTION

Problem Statement
Purpose of the Study
Justification for the Study
Theoretical/Conceptual Framewqi®HOOSE ONE)
Assumptions
Research Questions/Hypotheses/Objectf@$OOSE ONE)

Definition of Terms

Delimitations
Summary

CHAPTER I
REVIEW OF THE LITERATURE

To include review of the theoretical and empirical (rese&h) literature with chapter
subheadngs reflective of study variables to be determined under the guidance of the
Thesis Chairperson. Depth and breadth of this chapter may vary from thesis to thesis at
the time of the proposal defense.

CHAPTER 1lI
METHODS

Population and Sample
Setting
Praection of Human Subjects
Instruments
Data Collection Procedure
Statistical Methods

Limitations

Summary

REFERENCES

APPENDIX
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Quialitative Proposal Format

Consider the following section headings except for TIRAGE as appropriate level
headings in wording and format fthre qualitative thesis proposaHE ACTUAL
FORMAT OF THE THESIS WILL DEPEND UPON THE QUALITATIVE METHOD
USED IN THE RESEARCH DESIGN. THEREFORE, THESE BROAD CHAPTER
SUBHEADINGS MAY OR MAY NOT APPLY IN EVERY INSTANCE. The Thesis
Chairperson will provide the definitive guidelines trying to keep as close to the same wording
as possible for consistency in the thesis prode&@CH CHAPTER WILL BEGIN WITH
AN INTRODUCTORY PRARGRAPH THAT IS NOT TITLED AND END WITH A
SUMMARY SECTION THAT IS TITLED.

TITLE PAGE

CHAPTER |
INTRODUCTION

Statement of the Phenomenon of Interest
Purpose of the Study
Type of Study
Justification for the Study
Philosophical/Theoretical/Conceptual Framew@KOOSE ONE)
Research Questions/Objectiyf@€HOOSE ONE)
Definition of Terms(IF APPROPRIATE)
Delimitations(IF APPROPRIATE)
Summary

CHAPTER I
REVIEW OF THE LITERATURE

To include review of the theoretical and empirical (research) literaturewith
chapter subheadings reflective of studyariables to be determined mder the guidance
of the ThesisChairperson. At the time of the proposal defensdghe depth and breadth
of the Review of the Literature will be determined by the chosen quiitive research
method. It isunderstood by nature d qualitative research methodology that the
Review of the Literature may be very short at the time of theroposal defense and will
be expanded with the completion of CHAPTERS IV and V.

CHAPTER 1lI
METHODS

Participant Selection
Setting
Protection of Hman Participants
Role of the Researcher
Data Collection Methods
Data Generation
Summary
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REFERENCES

APPENDIX

Proposal Submission, Review and Approval

The outline for the Thesis Proposal (essentially CHAPTE&®I Il with some
development of CHAPTER II) should be writtenfuture tense because the study is being
proposed for future investigation. Introductory comments set the stage. A few paragraphs
will be needed to lay the groundwork with the last paragraph logicallynigaatio the
problem statement or the phenomenon of interest.

The problem statement or phenomenon of interest estabiighspecific focus of the
study. The problem statement maydxpressed in the interrogative or declarative form.
The purposef the study states the specific aim or goal of the study. tyipeeof study in the
gualitative proposal gives the typedfalitative method to be used and its appropriateness to
providedata relative to the phenomenon of interest. Justificatiothéostug provides a
logical documented argument to convincergder that the proposed studyvisrthwhile
to advanced practicenursing in rural settings.

The philosophical/theoretical/conceptual framework includes the specific formulation
by a given authorleout the phenomenon to be investigated. Thus, only one of the three terms
will be appropriate for the heading. Selection of the term is determined from the use of either
a philosophy, conceptual framework, or theory to guide the research. Assumptions are
factual orproblematic assertions that are untestable, "universal truths", situationally relevant,
or flow from the philosophical/theoretical/conceptual framework.

Hypotheses, research questions, or objectives prediotitbeme of the study.
Selection depends on the study desigrConceptual and operational definitions are used for
all measurable variables and relevant terms found in the hypotbbgadjves, or research
guestions. Delimitations delineate the scope of the study.

In CHAPTER II, the review of the literature incorporates theoretical and empirical
literaturewith relevance for the proposed study. In qualitative proposals, the content, depth,
and breadth of the literature review will be determined by the chosen design under the
guidarce of the Thesis Chairperson.

CHAPTER lll begins with a brief discussion of the design based upon acceptable
criteria as well as the stated variables or phenomenon to be investigated. The setting includes
a description of the physical conditions coresisty present during the appéhtion of
treatment/measureméannllection of the data. Measures used to gain entry to the setting are
appropriate to qualitative studies. The pagion from which the subjecisrticipants are
recruited is identified, antthe criteria for sample selection and the sampling technique or
protocol are included. The data collection procedures, as well as any instruments, interview
protocols, etc., are specifically delineated. Measures to protect human subjects are given.
TheResearcher6s Role in data collection is th
type of proposed data analysis is included with the level of significance for quantitative
designs. Each choice of a statistical technique is defended as apptopsjaeific research
guestions/ objectives/ hypotheses and to description of the sample. The procedure for
generating data from qualitative sources is provided in detalil.
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The review and approval of the thesis proposal are wtigsation of the Thesis

Committee. At the time of the thegioposal defense, the Third Thesis Committee Member
signs theé'Topic Approval Sheet for Thesis or Creative Prafedthe student then obtains
the signature of thBON Chairperson and returns the form to 8whool ofGraduate
Studies Additional review and approval of the thesis project will be conducted by the
University/College of Health and Hum&wervices Committees on Research Involving
Human SubjectsFinally, any review board of a hospital, school, health agesrcother
setting where the student plans to conduct researclyivayvritten approval for the conduct
of the research withiits institution.
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Consents

Before composing the subject statement of infore@tsent, the student sidu
review examples idppendix | To comply withfederal regulations for informed consent,
certain exact phrases or sections may be required as part of subject consent. These
requirements are updated periodically by the Univef3dgnmittee on Research Involving
Human Subjects. Therefore, students should closely attend to the information in these
guidelines.

The basic elements of informed consent should always be addressed and are to assure
subjects:

1. A fair explanation oftte procedures to be followed, including identification of those
which are experimentalhe purpose of the study as well as what the subject will be
expected to do within the guidelines of the study.

2. That the identified benefits outweigh the identifiesks.

3. A description of the attendant discomforts and/or risks.

4. A description of the benefits to be expected.

5. A disclosure of appropriate alternative procedures.

6. An offer to answer any questions concerning the procedures.

7. Astatement that the subject participation is voluntary ta@dubject is free to withdraw
consent and to discontinue participation in the study at any time withymercussions.

8. A statement that the rights and welfare of any subject will be protecte

9. The name of the principal investigator, and a telephanger where the principal
investigator can be contactéglve theDON's number or a work number, notyour home
number) and the approximate number of subjects tde studied.

10. Thestatement "If you have any questions about your rights as a research subject please
feel free to contact the chairperson of the College of Health and Human Services Committee
on Research Involving Human Subjects: (insertctimeent chairperson's name asftice

phone number here).

Copies of the subject consent form, any agency consent form, the approval of the
Committee on Research Involving Human Subjects, any other review committee
approvals, the consent to replicate a study or permission from appropaite sources to
use copyrighted materials (i.e., instruments, figures, models, etc.) should be placed in
the Appendixes of the proposal and thesis.

Extensive use of materials by other authors requires wpgemission from the
owner(s) of the copyrig. A statement mustppear in the work that permission for use has
been granted witthe permissiotiorm placed in thé\ppendix. The source muappear in
full on the first page of the quoted material togethgh any specific "credit line" requested
by the copyrightolder. Use of an entire table, figure, or other illustratiowelsas quotes
of prose over 300 to 500 words is considezetnsive. Other works reqjng written
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permission includ@oems, musical lyrics, stories, computer prograjusestionnaires, and
other published instruments for datallection.

University/College of Health and Human Services
Committees on Research Involving Human Subjects

The University Committee Chairperson assures the TResismittee and Graduate
Schoolthat any study involving humasubjects meets the criteria expressed in the University
guidelines for research involving human subjects. For nussudgnts, the approval to
proceed with data collection usually comes from the Dean of the College of idedlt
Human Services when the approval process is completed. Data collection prior to receipt of
written permission from the Dean is unethical and may result in censure.

Approval for protection of human subjects occAFSTER approval of the thesis
propasal by the Thesis Committee and before data collection can begin. The student submits
to the Chairperson of the College Committee on Research Involving Human Sidgeets,
copies of the "Summary of Research Involvitigman Subjects” (see Appendiy, @rd the
original copy of the "Application for the Conduct of a Project Involving Human Subjects”
(see AppendibD) with appropriate signatures, the subject consent form, any instruments for
data collection, and any other relevant attachments. The Chairpelisgistribute the
materials to the Committee Members for reveeswequiredy the nature of the reseaécls
involvement of human subjectSommitteememberswill review the materials before
meeting to make a decision. At that point, the student witinéacted for any changes or
revisions that need to be made. After two copies of any revisions are received by the
Chairperson of the Committee, the materials will be forwarded to the College Dean for
approval. The student will be contacted by the Dstating that the research project has
been approved. At that point, the student is free to collect data.

NO MATERIALS WILL BE ACCEPTED FOR PROTECTION OF HUMAN
SUBJECTS REVIEW AFTER TWO WEEKS BEFORE THE END OF THE
REGULAR SEMESTER (NOT INCLUDING FINALS WEEK). Any materials received
after that timeline will be reviewed the following semester. Until further notice, the
Chairperson of the College of Health and Human Services Committee on Research Involving
Human Subijects is Dr. Marcia Browiaims Departnent of Communication Disorders,
(573) 6512188.
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Conducting Research in Other Institutions

If the proposed research is to be conducted in any institotier tharSoutheast
Missouri State University, the proposal may need to be reviewed through that institution's
review mechanisPAFTER being reviewed by the University.

SoutheasHealthand St. Francis Medical Centeave standing research review
committees. Appval to conductesearch at any institution or agency should be obtained
from the nursing department of that institution. Guidelineofdaining approval to conduct
research at the hospitalsthre city are outlined belowSTUDENTS MUST HAVE THEIR
PROPOSALS APPROVED BY THE UNIVERSITY BEFORE THEY SEEK
APPROVAL TO CONDUCT THEIR RESEARCH AT ANY INSTITUTION OR
AGENCY.

SoutheasHealth
SeeAppendix Jfor "Research Guidelinesif Southeadtealth 0
St. Francis Medical Center

See AppendixK or A Res ear c$t F@Ancis Mezlical Getesd f o r
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CHAPTER 1lI

THESIS DIRECTIVES

The thesis is the mechanism for reporting the resuf(sjudent research activities.
The thesis is, for all practical purposas,elaboration of the thesis proposal with the addition
of two chapters for reporting the results of the research @gesiand interpretation of the
results as discussion, conclusions, and nursing implicatibH& THESIS IS WRITTEN

IN PAST TENSE AS THE RESEARCH HAS BEEN ACCOMPLISHED IN THE PAST
AND IS NOW COMPLETED.

Quantitative Thesis Chapter Outline

TITLE PAGE (seéAppendix L)
ACCEPTANCE PAGE (see Appendiy F
ABSTRACT
TABLE OF CONTENTS
LIST OF TABLES
LIST OF FIGURES
ACKNOWLEDGMENTS

CHAPTRR |
INTRODUCTION

Problem Statement
Purpose of the Study
Justification for the Study
Theoretical/Conceptual Framewqi®HOOSE ONE)
Assumptions
Research Questions/Hypotheses/Objecti@$OOSE ONE)

Definition of Terms

Delimitations
Summary

CHAPTER I
REVIEW OF THE LITERATURE

To include review of the theoretical and empirical literatuite chapter subheadings
reflectiveof study variables to baéetermined under guidance of the Thesis Chairperson
Summary
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CHAPTER 1lI
METHODS

Population and Sample
Sdting
Protection of Human Subjects
Instruments
Data Collection Procedure
Summary

CHAPTER IV
ANALYSIS OF DATA

Description of the Sample
Findings

Limitations of the Study
Summary

CHAPTER V
DISCUSSION AND CONCLUSIONS

Discussion of Findings
Conclusions
Implications for Nursing
Recommendations for Further Study
Summary

REFERENCES

APPENDIX

Comments n Each Chapter

CHAPTER |
INTRODUCTION

Provide a brief background to the studytleeii st at e of the arto of
study. This introduction should lead into and set the stage for the problem statement. The
introduction should provide a description of the larger context in which the problem is found.
Narrow the big picture tthe specific study at hand demonstrating the relationship between
the big picture and the current study. Draw attenticheéd o pi c6s am@gvancedabi | it
nursingpracticein rural settings.

The problem statement may be made in the declarativéeorogative format. It
should delineate the problem to which the research will be addressing. thaigirst
subheading in CHAPTER . Consi der t hbdity, feasibility, andin6 s r esear
significance.

The purpose of the study will includecstBpecific research variables, the population to
be studied, and the setting for the study. By nature of the verb used to describsdhdoe
conducting the studyhe study design will be determined
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The justification for the study should expreiss significance oneed for this
study to nursing; speciallyadvancedursingpractice withfamilies in rural settings. The
justification is a tight inductive or deductive argument to support conducting the research. It
will be based upon theoretical aaohpirical support from the literature and could be
considered a shortened version of the review of the literature.

The Theoretical/Conceptual Framework will describe the nursing or other theory
chosen to guide the research process. fmdwork shouldhe described idetail with
appropriate schematic support. The ultimate objective of this section is to show how the
research variables relate to the chosen Theoretical/Conceptual Framework.

Indicate the assumptions that form the baséheistudy. ©nsider universal
assumptions, assumptions that flow from the theoretical/conceptual framework, and
assumptions inherent in the type of proposed research methodology.

Identify and describe each of the major variables (concepts) in the study and how they
relate to each other. List the hypotheses, research questions, or objectives.

All research variables and major relevant terms found in the research questions,
hypothesis, or objectives are to be conceptually defined from the literature or even a
dictionay/encyclopedia. Operational definitions will be the methods of measurement for the
research variables.

Delimitations give the boundaries of the study aokisader what is not part of the
research studyRationale are given for the selected delimitagio (e.g.One delimitation
could be a rural settinglthough the phenomenon to be studied could also be studied in an
urban setting. The scope of the study will be delimiteoinly the rural environment.
Therefore, the phenomenon as it exists in @ environment is beyond the scope of the
study.Study findings are not to be generalized to the urban environfkeationale to
support this delimitation might be the inadequate research base relating to the phenomenon
as it exists in the rural envinment while being sufficiently or widely reseagechin the urban
setting.) Manydelimitations can lead to the narrowing of the research focus to the point of
limiting generalization othe findings. Certain specific delitations could also affect the
findi ngs6 aedtaldbecome laniatidng of tlye study.

Each chapter of the thesis should conclude with a summary of relevant issues and
discussions included within thaarticularchapter.

CHAPTER I
REVIEW OF THE LITERATURE

In reviewing the literature, the challenge is to bringrdedemp-to-dateon the
specific area of study. If possiljdace the problem in the context of nursing practice in
relationship to current and past work. There is an assomipgre that the student is more
knowledgeable in this area becao$eeading and working in the area even though the
reader maylso have substantial knowledge of the topic. Describst#tes of current
research in the topical field.

An in-depthreview of the literature since 2008 expeatd. Seminal works prior to
2000may be included to show development of the knowledge base regarding the research
topic.
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Write the review with some attention given to the realetude introductory
paragraphshat direct the reader&tention to the major concepts. Create some organizing
framework for the literature that is under review. It is oftetpful to follow the same
organizational patterns as wased wherwriting the conceptual framework. Sumnzarithe
reviewed studies in relation to each concept and assistdder to come to a conclusion
about the variable as it pertaitusthe study.

The literature review should cover the problem whildding a case for the study.
Make a case that tletudy is ofimportance. Keep in mind that the reader is primarily
concernedvith the current study and will want to understand the statemfledge about
that topic. Build a case for the current stigya critique of relevant studies including those
which mayoppose the study's general hypothesis. Critique all aspdtissef studies, i.e.
sample size or selection, setting, overall design, statistical analysis, and limitations.

The summary of this chapter should be a pbypoint development of a
justification for t he advanced guéssg peaxticesvidmmilies e . I
in rural settings should be emphasized.

CHAPTER 1lI
METHODS

Organize this chapter in a way that is appropriate tstimy. Provide the reader
with all the information about th&tudy that should allow the reader to replicate the study.

The chapter maydgin with a reference to CHAPTHRYy restating the research
guestion(s). The design of the study mhesexplained, whether basic or applied research,
guantitative or qualitative research method, experimental or nonexperimental research
design and the specific design. Rationale floe appropriateness of the design should be
provided. If arexperimental design was usegecify the dependent amitlependent
variables. A level of significance should $tated at this time.

Identify the accessible population from which the samas selected as well as the
target population to which tHendings will be generalized. Identify the characteristicsdus
for subject selection (sampling criteria) and, if approprisi@se characteristics which
disqualified a potential subject frotine study. Identify the type of sampling procedure used
and themethod of selection used to obtain an unbiased sample evtpgtibability or
nonprobability and the specific sampling design. Describe the procedure followed to obtain
the sample. How were potential subjects recruited? If the study involved control and
experimental groupslescribe the procedure for assigningjectsto each group. The size
of the sample should be indicated with rationale for size either from the literature or based
upon the results of a power analysis. If a power analysis was conducted, then the alpha,
degree of power, and effect size shdwgddescribed.

Describethe setting for the study in such a way timglicates why the setting is an
appropriate one for the topic, the subjeatsd the chosen design. Include any details in the
descriptionthatwould be necessary for replicating thedy especially during treatment or
measurement of the response. In some cases it may be appropriate to discuss the overall
setting of the study (i.ethe cainty, the state, the hospitaeh$ well as the actual, specific
setting for the data collectiond,s ubj ect 6 s home, hospital room)

Protection of Human Subjects will include information regarding approval of the
study by appropriate university committees and any other groups designated for that purpose.
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PLEASE NOTE PRIOR TO DATA COLLECTION; APPROVAL TO CONDUCT
THE STUDY WILL BE OBTAINED FROM THE COMMITTEE ON RESEARCH
INVOLVING HUMAN SUBJECTS, COLLEG E OF HEALTH AND HUMAN
SERVICES, SOUTHEAST MISSOURI STATE UNIVERSITY. In some cases,
especially if subjects are children, the University Commitie Research Involving Human
Subjects will approve the study for protection of human subjects. All approvals will be
placed in the thesis appendir addition, any subject statement of informed consent will be
described by discussion of the major comgrs underlying the capacity for making an
informed consent to participate in any research. Specifically, risk and benefits to the subject
for participation, the voluntary nature of participatiandthe voluntary opportunity to
withdraw from participabn at any time should be emphasized. Issues regarding privacy and
confidentiality ofthecollected data should be addressed in detalil.

Another section of HAPTER Ill must include all ofhe instruments used in the
study, including a demographic instrumbe State holEACH instrument was constructed,
whatvariables were being measured, etc. If the instrumenbammswed from another
study, include reliability and validitgtata. If the instrument was locally constructed, include
why theinstrument wasreated, who created it, piltésted it etc.Include fow reliability
and validity wereexamined. The centrasue in this sulgection is thredold: what does the
instrumentpurport to measure (a validity concern); can the data gathertbe loxge of th
instrument be trusted (a reliability concern); avitht sources of error were present during
the administration ocollection of the data. Further description of the instrument should
include the level of data generated by the use of the instrumenmuomxand minimum
scores on the instrument if appropriate, length of time to complete the instrument, what a
higher or lower score means, and number of items and type of format. Demographic data are
to be described with rationale for selection and levelenferated data.

Next outline the protocol or procedures to be used duidtg collection. Provide the
reader sufficient detail tonderstand what you have done so that replication of the study is
possible. Astepby-step description of how the treagnt wasapplied and the response
measured. It is the activation of ttlesign chosen for the study and must be congruent with
it. The timeframe of this section should be from the recruitment of the subjedherdihta
havebeen collected.

CHAPTER IV
ANALYSIS OF DATA

Focus the results on clarity. A description of tharacteristics of the sample would
be included here considering the demographic data. Analysis of the data will be by
appropriate measures of central tendency and dispersionmegésach variables will also be
included in the sample description with appropriate measures of central tendency and
dispersion. The sample description should end with a paragraph describing the
characteristics of a typical subject.

Perhaps thsignificance of the results can best be viewed by examining each
guestion, hypothesis, or objective one at a time. Write the findings section so that the reader
is aware of the significanceorngni gni fi cance of specifstc resul
the facts. o

Research objectives, questions, or hypotheses should be answered in the same order
as originally presented. Tables can be used to summarize data so that it is not necessary to
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repeat all of the information in the text. The treatmenhefdata is enumerated along
with the statistical analysis. Each choice of a statistical technique is supported.

Limitations should address factors to the degreetliegtcan be recognized that
diminish the generalizability and/or conclusions of thel sju. Threats to the
and external validity should be considered.

‘N

CHAPTER V
DISCUSSION AND CONCLUSIONS

For purposes of organization under discussion of findings, address findings related to
each research question. In the final chapteswar the research question(s) pasetthe first
chapter. Was anything of significance (statistazador clinical) discovered from the study?
Relate the results to the big picture outlined in the introduction. It is also possible to outline
those aras that were found wanting in the study or in which the findings confirm or refute
findings from other related studies. How do the results extend or clarify existing knowledge?
At this point the investigator is allowed a certain degree of creativitypasidg of opinion
based upon having conducted the study.

If the sample size was really too small, it is appropriate to state this fact when
drawing suggestions and conclusions from the
and limitations of thetady,t he f ol | owi ng concl y<€ondusisnsar e ca
should be derived from the findings related to each research question. Sigfirfiags
especially should be addressed. Conclusions are usually stated in the present tense.

Recommadations for further study should reflect noted limitations in the study and
ot her populations or settings to expand the
Proposing to move from descriptive research to more experimental designs would also be
appuopriate in the recommendation for further study.

What is the significance or implication$ the results for nursintpeory/practice/
administrationeducation? Specifically, what is the miiicance of the results for advanced
nursingpractice with familiesin rural settings? This section is very important and should be
thoughtfully developed and supported by the investigator.

The summary in this last chapter should be very similar to an abstract for the study.
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Qualitative Thesi€hapter Outline

TITLE PAGE
ACCEPTANCE PAGE
ABSTRACT
TABLE OF CONTENTS
LIST OF TABLES
LIST OF FIGURES
ACKNOWLEDGMENTS

CHAPTER |
INTRODUCTION

Statement of the Phenomenon of Interest
Purpose of the Study
Type of Study
Justification for the Study
Philosophical/Theoretical/Conceptual Framew@KOOSE ONE)

Assumptions

Research Questions/Objectiyf@€HOOSE ONE)
Definition of Terms(IF APPROPRIATE)
Delimitations(IF APPROPRIATE)
Summary

CHAPTER I
REVIEW OF THE LITERATURE

To include review of thenkeoretical and empirical literatuwdth chapter subheadings
reflective ofphenomenon of interesi bedetermined under the guidance of the Thesis
Committee.
This chapter content will also be determined by the chqasalitative research method.
Summary

CHAPTER Il
METHODS

Participant Selection
Setting
Protection of Human Participants
Role of the Researcher
Data Collection Methods
Data Generation
Summary
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CHAPTER IV
ANALYSIS OF DATA

Description of the Participants
Empirical Grounding of the Study
Findings
ConfirmationCriticism
Limitations
Summary

CHAPTER V
DISCUSSION AND CONCLUSIONS

Discussion of Findings
Conclusions
Implications for Nursing
Recommendations for Further Study
Summary

REFERENCES

APPENDIX
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Comments n Each Chapter

CHAPTER |
INTRODUCTION

What is the larger context in which the phenomenon is found? Who has interest in
this domain of inquiry? Narrow the big picture to the specific study at hand demonstrating
the relationship between the big picturelahe current study.

What is known about the phenomenon? What has not been answered by present
research and practice? This section will be the first section of CHAPTER 1.

Depending on the phenomenon of interest, a problem may or may not be identifie
However, the purpose of the study sets the direction of the study, the type of study, and the
anal ysis to be used to generate the studyos

The type of study should be described in detail with support for its relevancy to the
phenomenon of terest and purpose of the study.

The justification for the study should express the significance or need for this study to
nursing/nurses, especialyirses providing care families in rural settings. How will the
research add to the body of nursimgpiwledge? The justification is a tight inductive or
deductive argument to support conducting the research. It will be based upon theoretical and
empirical support from the literature and could be considered a shortened version of the
review of the literaitre.

The Philosophical/Theoretical/Conceptual Framework will describe the nursing or
other theory chosen to guide the research processfrarhework shoulde described in
detail with appropriate schematic support. The ultimate objective of thisrséxto show
how the research variables relate to the chosen Theoretical/Conceptual Framework. In
grounded theory research, when the focus is the development of theory, this section will not
be necessary.

Certain assumptions inherent in nursing maylguhe investigator's thinking in
regard to the phenomenon under study. These assumptions need to be identified and be
congruent with the method of inquiry or type of study. Assumptions differ from method to
method, and the student should seek assistemethe Thesis Chairperson as needed.

List the research objectives or questions. In most qualitative research, objectives will
be appropriate. Conceptual definitions maybant prior to data collecticand become
more refined as CHAPTERS IV AND #&re developed. Delimitations by the nature of
gualitative research will be scant. See comments regardimgjtatise delimitations on
page26.

Each chapter of the thesis should conclude with a summary of relevant issues and
discussions included withithat chapter.

CHAPTER I
REVIEW OF THE LITERATURE

Reviewing the literature in a qualitative study is basedhe type of study chosen.
Some methods require thevestigator to suspend any prior theoretical commitments or at
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least state and put asidssumptions about the phenomenaointefest. However, such
"bracketing" does not mean that theestigator is ignorant about the relevant literature
surrounding the phenomenon. The literature review's depthraadth prior to data
collection andanalysis will be determined under the guidance of the Thesis Committee and
by the type of study and design.

In most caseshe review will be just enough to provide justification for the study and
place it in context. Grounded theory may require ncese\af the literature until
examination of the findings in analysis of the data. However, ethnographic and historical
research may require-ohepth and early development of a literature review.

Regardless of the depth and breadth of the literature rgwiewto data collection
and analysis, the Review of the Literature will be expanded during the development of
CHAPTER IV and especially CHAPTER V. Thus, the completed thesis will show an
adequate and scholarly review of the literature pertaining tpiteeomenon under study.

CHAPTER 1lI
METHODS

Organize this chapter in a way that is appropriate tstimy. Provide the reader
with all the information about th&tudy that would allow the reader to replicate the study.

The design of the study mus¢ explained, e.g. ground#teory,phenomenology,
ethnographyetc. Rationale for theppropriateness of the design should be provided.

Prior to participant selection, decide upon a term to be used for the subjects (e.qg.
participants, informants, eespondents). Any of the terms mag/chosen, just be consistent
in the use of the selected term. ldentify the characteristics used for participant selection
(sampling criteria). How were potential participants recruited? Each study's sample is based
on the number and type of participants in order to gather as much information as possible
about the phenomenon of interest. Purposive selection (nonprobability sampling) of
participants is attempted in order to increase the range of data expésyrestfacto
discussion of the size of the sample would be based upon the number of participants needed
to reflect data saturation or redundancy.

Describe the setting for the study in such a wayitititates why the setting is an
appropriate one for the chersdesign. Include any details in the description that would be
necessary for replicating the study especially during datection.

Protection of Human Participants will include information regarding approval of the
study by appropriate university monittees and any other groups designated for that purpose.
PLEASE NOTE PRIOR TO DATA COLLECTION; APPROVAL TO CONDUCT
THE STUDY WILL BE OBTAINED FROM THE COMMITTEE ON RESEARCH
INVOLVING HUMAN SUBJECTS, COLLEG E OF HEALTH AND HUMAN
SERVICES, SOUTHEAST MISSOURI STATE UNIVERSITY. In some cases,
especially if subjects are children, the University Committee on Research Involving Human
Subjects will approve the study for protection of human subjects. All approvals will be
placed in the thesis appendir additon, any subject statement of informed consent will be
described by discussion of the major components underlying the capacity for making an
informed consent to participate in any research. Specifically, risk and benefits to the subject
for participationthe voluntary nature of participatioandthe voluntary opportunity to
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withdraw from participation at any time should be emphasized. Issues regarding privacy
and confidentiality of collected data should be addressed in detail.

't i s important to describe the researche
collection, in the selection of the sample, and in the consideration of ethical constraints. Any
possible investigatarelated threats to the credibility of the datadd be addressed and
minimized. Rigor in the research process should be maintained through open mindness,
detailed adherence to the selected philosophical perspective, thorough data collection, and
consideration of all data

Next outline the protocol grocedures to be udeluring data collection. Any
demographic data collection method should be described in the same detail as in quantitative
researcl{see page2829). The goal of the data collection is not to mglemeralizations
about the larger gmulation. Data collection magontinue parallel to participant selection
until no newinformation is found or until saturation of the data occurs. mathod of data
collection should be described in detail so tealication of the study would be pdsia. It
is the activation of the design chosen for the study and must be congruent with it. It is
important to identify who codicted the data, how the data weodlected, what elements
constituted the data, and the length of time for data collection.

Generation of the data should provide a documented method(s) of data analysis. The
steps to be taken in the analysis process should be detailed so that replication of the study
would be possible.

CHAPTER IV
ANALYSIS OF DATA

Focus the results on clgri A description of theharacteristics of the participants
would be included here. The section would end with a paragraph describing the typical
participant.

The role of the investigator is crucial to data collection and analysis in qualitative
reseach. The role oftte investigator may be that bf collecting, analyzing, and interpreting
or 2) immersing, observing, comparing, conceptualizamgl validating.

Methods of data analysis will depend on the study design. Tables can be used to
summarie data so that it is not necessary to repeat all of the information in the text. Rigor of
the research will be based on the logic of the emerging theory and the clarity with which it
sheds light on the phenomenon.

Basic qualitative research i.e. contantlysis, phenomenology, etc. It is important to
show the inductive process leading from the raw data (nantatkiethrough codification
(codes), categorization (categories), and thematic development (themes). Linkages between
codes, categorieandthemes should be clear. It is at this point that the intuition and
creativity of the researcher is i mplemented;

Confirmation/criticism of the data relates to the reliability and validity of the findings
andshould beanalyzed using the concept of trustworthiness or truthfulness of the generated
data (LoBiondo-Wood & Haber, 2010 Methods to establish credibilitgudi@bility,
transferability, and dependability, as well as usefulness and fittingnessdaftéhehould be
described in detail to confirm the date.
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Credibility refers to whether the research participants recognize the description of
the experience as their own. Wéhe data reviewed by the participants (all or a smaller
group) as to its crelility? This participant review may be informal during data collection or
formally at the end of data collection. Evidence of prolonged engagement and persistent
observation in data collection for-@epth understanding, to test for misinformation and to
build trust and rapport with participants ar
depth. Credibility can also be enhanced by triangulation, the use of multiple referents to
draw conclusions about what is the truth. Triangulation can inchudigple data sources,
the investigatorghemselves, and methods of data collection. Lastly, credibilitysafata
can be supported by the researcherodos credibi
gualifications, and experience and espegially personal connections between the
researcher and the topic, commundyyparticipants under study.

Auditability refers to the ability of another researcher to follow the thinking, decision
making, and methods used by the original researcher.tMassearch process
documented? An example of decision making may be presented in table form or the process
may be reviewed by experts to validate such groupings and linkages or codes, categories,
themes, clusters, etc. An audit inquiry by an extezrpert would include the collected data
and supporting documentéuditability leads taconfirmabilityof t he dat ads obj e
neutralitysuch that two separate individuals could reach agreement of the meaning of the
data.

Fittingness refers to kowell the research findings fit outside the study situation.
Would the results be meaningful to individuals not involved in the research? Other research
studies that may have found similar perceptions or meanings for others who have
experienced the phemenon would support fittingness of the data.

The transferability of the data supports its fittingness or applicability to other
contents. The richness of the data description in the research report is important to this
concept.

Dependability refersot stability of data over time and conditions. Very similar to the
reliability of quantitative studies, dependability can be established by the process of stepwise
replicaton where two separate teams of twvanore researchers approach the data collection
and analysis processes separately but with continuous communication.

Limitations should address factors to the degine¢they can be recognized to
diminish the trustworthiness of the data ahéreforethe conclusions of the study.

The text in thissection can be directly attributed to:

LoBiondo-Wood, G. L.,& Haber, J. (2010 Nursing research: Methods armdtical
appraisalfor evidencebased practic€7th ed.). St. LouisElseviet

Polit, D. F, & Hungler, G. P(1995).Nursing researclprinciples and method&th ed.).
Philadelphia: LippincoftWilliams, & Wilkins.

Lincoln, Y.S, & Guba, E. G. (1985)Naturalistic inquiry Newbury Park, CA: Sage.
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CHAPTER V
DISCUSSION AND CONCLUSIONS

In the final chapter, state how the researjectives/questions posed in CHAPTER |
were met or answered. Relate the results to the big picture outlined in the introduction. Itis
also possible to outline those areas that were found wanting in the study, or in which the
findings confirm or refutéindings from other related studies. How do the results extend or
clarify existing knowledge?

At this point, the investigator is allowed a certain degree of creativity and intuition in
discussing the richness of the qualitative data in describingh#freomenon.

Conclusions should be derived from the findings at their broaésglopment theme
versus code Conclusions are usually stated in the present tense

What is the significance of the results for nursing (theory, practice, administration,
education)? Specifically, what is the significance of the results for the pracadeaiced
nursingpractice with familiesn rural settings? Recommendations for furtstedyshould
reflect extension of information about the phenomenon under study.

Thesis Style

When using the latest editionf the APA Publication Manualas a guide for the
preparation of the thesis, please note that:

1. TheAPA Publication Mnualrefers tothe typing of a manuscript to be submitted for
publication and thus is not relevantthe typing of a thesisNO RUNNING HEADS ARE
USED IN THESIS DEVELOPMENT.

2. The works of others are to be credited when used ihdéises, chapter authors as well a
editors. Should you hawany questions about proper citation of material, pleassult your
Thesis ChairpersoAFTER reviewing the latestdition of theAPA Publication Manual

3. Figures and their titles are prepared differently than tables and their titles. Figures and
tables are presented within the text rather than epgendixusingthe double linespacing
format of the text.
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Example of Figure

The answeto the proposed questions may be found in Figure 1. It is not surprising that the

concepts are inteelated.

_

Feedback

Figure 1.General $ st ems Theor yconstrusgtsnt er acti on of

Example ofTable
As noted in the data presented in Table 1, several conclusions can be made.

Table 1
Distribution of Subjects by Sexual Experience

Level of Sexual Intercourse n %
Never 156 54.4
Once 31 124
Seldom (once every-2 months) 22 8.8
Occasionallyonce a month) 19 7.6
Often (23 times a month) 19 7.6
Frequently (once a week) 17 6.8
Other 6 2.4

TOTAL 250 100
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Title Page

The date o the Title Page (se®ppendix L) indicates thenonth and year the degree
is conferred, irregardless of whtre work was completed. This pageounted as Page
One butthe number does not appear on the page. Typing of the title page should result in an
exact line by line replicain of the exampleniAppendix Lincluding the placement of the
lines on the page.

Acceptancd’age

The date on thAcceptancd’age is the date of the OEtamindion. This page is
counted as Pagenb, but thenumber does nofppear on the page. The AcceptaRege,
with respect to typeface, papetc., must be the same as temainder of the thesis, and
must be signed iblack ink by all Committee Members. The number of lines for signatures
must be identical to the number of Thesis Committee Memibgpng of the Aceptance
Page should result in an exact line by line replication of the example in Appeémcluding
the placement of the lines on the page.

Acknowledgments Page

Acknowledgment should be given to any agencistitution that financially
supporte the student'eesearch oeducation progranSuch acknowledgment would include
traineeships and -baclarilchhamgs amrt sf inrod n diipaly ai
appropriate ways to acknowledge receipt of traineeship monies are as follows:

1. "This esearch was supported in part by funds made available through the Professional
Nurse Traineeship Program Grant No. 5 All NU 002@%warded by thBivision of
Nursing, BHPR HPSA,United State®epartment oHealth andHumanServices 0

2. "Thisresearch was spprted, in part, by funds madeailable through Manpower
Research and Demonstration Fur@iant NO. 1 T24 MH 186301 awarded by the National
Institute of Mental Health."

3AThi s research was s upp thougletde MargarepVdoods, by f u
Allen Award from the Lambda Theta Chapter of Sigma Theta [haernational Honor
Society ofNursingo

Students should consult tB®N Director of Graduate Studies for the appropriate traineeship
grant nunber for the year in whh funding waseceived.
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Thesis Abstract

The thesis abstract should be a brief (ho more than 2 depated typed pages)
overview of the study with sufficient detail for the reader to decide whether the contents are
of interest. The abstrashould be placed in front of the thesis. The abstract should include a
brief statement or description of the:

1. Introduction to the problem/phenomenon of interest or purpithe study.
2. Research aim/objective, question, or hypothesis.
3. Methodology including:

a.study design

b. subjects/participants

c. data collection methods and procedure
d. findings

e.conclusions and implications

The abstract should be submitted with the thesis to Thesignittee members at
leasttwo weeks before the scheduled CEabmination date. The same rules for margins
and spacing as fahe thesis apply for the abstract. Center the complete tithe abp of the
first page. If the title runs to more than dime, the second and subseqt lines are single
spaced and ahorter than the top line (inverted pyramid form). Use theafatee month
and year of graduation, not the month and yeattibg's is completed. Remember that the
abstract must bequivalent to the thesis in mawithe standards for scholarshipd
presentation of materials.
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lllustrations

All charts, graphs, figures, tables, questionnaires, maps, and other illustrations used in
the thesis should be designed to comply with the maudgs of 1 and 1/2 inches for each
margin. Photocopying may be used if reduction in size is necessary to comply with margins.

The tables and figures should be labeled and numbered in accordance with APA
format stylelt is preferable that any hand drawn figures be illustrated in black ink.
Photographs may be printed on photographic paper or dry mountee cequired bond
paper. Theresentation of informatiobroadside on the page should meet margin
specifications. These of folded pages is discogeal.

Plagiarism

Plagiarism is defined as the appropriation, theft, purchaebtaining by any means
another's work and the unacknowledgetdmission or incorporation of that work as one's
own that isoffered for credit. Plagiarism is characterizgdfailure toacknowledge the
source of the work and includes the use of idggabwords which belong to others. It also
includes thainacknowledged use of created products such as audio and videotapes, graphs,
charts, tables, artwork, and photograghscumentation should be prepared in accordance
with the APA Publication Manual

Each acknowledgment should contain complete and acdofatmation on the cited
source. Inaccurate informationdrtations while not falling within the definition of
plagiarismconstitutes questionable writing methods and is negatsaigtioned in grading.
When in doubt, ask a faculty member étarification.

The reference list should include all those soucttes! inthe body of the paper.
Should a student beccused of committing plagiarism, the process outline in the Academic
Dishonesty Policy will be follwed (seeDON, MSN Graduate Student Handbgok
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CHAPTER IV

ORAL EXAMINATION GUIDELINES

The final stage of the thesis process is the Oral Exammasimg the thesis as a basis
for scholarly interaction between the student and faculty. The major purpose of the
examination is for the Master of Science in Nursing candidate to: justify and support the
conceptual framework/study design, review of tkerditure, methods, findings, and
interpretations of the thesis research; and relate the findings and interpretations to core
aspects of the program of study.

Conduct of Oral Examination (Thesis Defense)

The student and Thesis Committee should schedule the Oral Examination one month
before graduation. The student with the Chairperson's assistance should arrange a room for
the examination and notify Committee Members of the arrangements. The studeat shoul
submit acleanupto datecopy of the thesis to each Committee Member at least two weeks
before the examination.

The Oral Examination must be scheduled by deadlines posted in each semester
on the School of Graduate Studies website

The Thesiommittee Members are responsible for condudtiegOral
Examination. Theandidatemay invite other person(#) attend if desired. However, only
the Committee Members will pose questions of the candidate.

Preparation for the Oral Examination

Thestudent is expected to know the research well. Even though the candidate has
spent an enormous amount of time on all phases of the thesis, it is a good idea to read the
entire thesis just prior to the defense. It may be helpful to anticipatequbstions could be
asked, formlate answers to these questicssd perhaps verbalize the responses.

It is important to remember that the time from the propsisaje to the time the thesis
is defended may be several montha tgear. Much could be written this time period that
is notincorporated into the thesis, but the candidate could be expgeatespond to
guestions about current works. Therefore ddwedidate should keep abreast of current work
related to theesearch topic.
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Materials Permitteéth the Oral Examination

The candidate is expected to bring a copy of the thesis to the Oral Examination. In
addition to the manuscript, the candidate may bring note cards. However, the student is
discouraged from bringing so much material that it ecadibtracting and/or become
disorganized.

The candidate will be asked poepare an oral presentatidrhis presentation wlil
include the use ahateials in aPowerPoint formatThe Chairperson, icollaboration with
the candidate, plans this part oétliefense The student will be asked sammarize the
research efforts and conclusions.

Questions to Expect

The nature of the research dictates the kinds of questions asked. Because diligent
work has been required to prepare the paper, it is asdhatettie candidate camswer
guestions related to the substance of the paper.

The Thesis Committee Chairperson serves as Chairpersthref@ral Examination
and may begin the examination by asking one or more introductory questions. Examples of
introductory questions are provided. However, specific questions must be answered in the
defense related to the program objectives.

1. "How did you become interested in this research topic?"
2. "Would you briefly summarize your research?"
3. "What arghe major accomplishments of your research?"
4. "What did you learn from this research experience?"
5. "How do you intend to use your research findings?"
6. "Whatadditional questions do you now have as a result of your study?"
7. "Whatcontribution have you made to new knowledge?"
8. "If you could repeat this research what woydd dodifferently?"
It is the responsibility of the candidate to discuss the opening of the Oral Examination

with the Chairperson prior to tlieefense. Oreethe introductory question is answered by the
candidate, members of the committee may begin asking questions.
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Answering the Questions

The major role of the candidate in the Oral Examination is to answer searching
guestions regarding thresearch. Aandidate may not know the answer to all questions. If
theanswer is not known or cannot be answered by the res#a@atandidate could respond
with: "I don't know" or "This question cannot be answered from my research." However, if
the reponse is the latter, the candidate may formulate an answer on the basis of the literature
or opinion. The candidate should, however, make the frame of reference clear.

The candidate should formulate sharpncise and accuratanswers. The questions
should be answered first, followed by elaboration if appropriate. After an answer, the
candidate magsk, "Does that answer your question?" or "Would you like ne¢atmorate?"

Expect to be asked questions that are not crystal clegou ilo not conpletely
understand, ask that the questiorrdstated or rephrased. Be sure you know the question
before youormulate an answer! You may rephrase the question thusly ybArasking.2"

Candidates are expected to keep their poise; to defermbahd defensive; to be
scholarly and not opinionated. Howewshen asked for an opinion, give it; do not be afraid
to expresyourself!

When the Oral Examination is Completed

When the questioning is completed, the candidate is agKsdy a few worsl," or
"Would you like to make any furtheomments?" This time may be used to thank the
committee to share what you may have learned in the defense. Other comments may be
appropriate but do not exaggerate or belabor the point.

The candidate will basked to leave the room when tbemmittee Members are
deliberating about the quality of tkhefense. The Committee decides whether the
examination isacceptable or unacceptable. The candidate is asked to rethenrtmm, and
the decision of the Commie is announced to tiséudent.

Some changes in the original manuscript are usuoadjyired. It is usually left to the
discretion of the Thesi8hairperson to see that these changes are incorporated ittiegtse
The Chairperson will keep theaeptancesheet until satisfied that all corrections are made.
After the Committee is adjourned, the candidate meets with the Chairperson to discuss the
specifics of the changes.
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Criteria for Evaluating the Thesis Experience

Criteria forevaluating the Oral Examination is foundAppendix M Criteria for
evaluating the wrigtn Thesis is found in Appendix I€riteria for evaluating the thasi
process is found in Appendix.O

Grade for the Thesis Experience

Credit is given for the thesiexperience. The Thesis Chaigmr submits the grade
giving credit for the thesis experience to the Registrar.

Final Copy

A final copy of the thesis is to be submitted to the DeagheSchool ofcraduate
Studies by the deadline stated for the sstier in which the student plans to graduate. It is
the responbility of the student and the Thesi®@mittee to ensure that each thesis in all
respects maintains the highest standards of research style, content, and format. In no case
will a thesis beaccepted in th&8chool ofGraduateStudiesuntil it has been approved and
signed by the Thesis Committee Members and the Chairperson of the Department of
Nursing. For purposes of appearance and reproduction all signatures MUST BE IN
BLACK INK.

The final copy of the thesis must be printed on bond paper of at least 20 pound weight
with2550% rag content. The or iOglyahghqualycleamx pect e
copy will be acceptedhereforethe student must exercise care in thecige of
commerciaduplicating services. The student should refuse to acceptthatrkdoes not
meet the standards of these guidelines.

The University requires the original copy of each th&die two bound copies of the
thesis required by the Univérsand the one bound copy required by the Department of
Nursing must be processed for binding throughStieool of Graduate Studie3he student
may order additional bound copies for personal use at the time of submission of thdthesis.
is customaryo have a bound copy made for the Thesis Chairperson. Students are responsible
for completing the binding and copy order in the School of Graduate Studies and for all costs
incurred. All requests for printing and binding are made through the Schooldid@ea
StudiesDelivery of bound copies to ti&chool of Graduate Studitakes about two months.
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——_%
Ouel Southeast Missouri State University
poutheast  Top|c APPROVAL SHEET FOR THESIS OR CREATIVE PROJECT

My signature herewith 1s to effect that I agree to serve as chair for the thesis committee or creative project for
the student named below.

This form 1s to be accompanied by a brief and tentative description of the proposed thesis or creative project
including the problem and the research method.

This form may be signed by the second member as an indication of tentative approval of the concept. The
appointed committee member and chairperson should withhold their signatures until all members of the
commuttee have met with the candidate and have agreed on the proposal. The chair of the commuttee and
student should make arrangements for the proposal meeting as soon as the third member has been appomted by
the Dean of Graduate Studies & Research.

COMMITTEE MEMEBERS

1.
(Signature, Comumittee Chair) (mm/dd/vy)
(Signature, Second Commnuttee Chair) (mm/dd/yy)
3.
(Signature, Third Commuttee Chair) (mm/dd/yy)
(To be appointed by the Dean of Graduate Studies & Research)
(Signature, Department Chawrperson) (mm/dd/yy)
[ ] THESIS [ ]CREATIVE PROJECT (Check one)
Title:
Student’s Name: E-mail Address:
Current Address:




Major Area:
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(Student’s Signature)

Graduate Office Approval:

(mm/dd/vy)

(Dean of Graduate Studies & Research)

(mm/dd/yy)
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UNIVERSITY PROCEDURES PERTAINING TO
HUMAN SUBJECTS RESEARCH

Operational Policy for Research Involving Human Subjects

Southeast Missoun State University recognizes 1is role in society to further
human knowledge, to advance the sum of such knowledge through teaching
and research, and to protect the rights and welfare of human subjects involved
in research. Similarly, the University acknowledges the rights of the faculty,
staff and administrators to utilize appropriate educational methods and
research techniques in their classes, in instructionally-related activities and in
Student Services programming and activities.

Human subjects are involved in many areas of research in which there is
potential risk to the individual, such as experimental research utilizing drugs,
vaccines, and radioactive matenals. Less obvious are classroom or Student
Services programming-related research activities in which risks to human
subjects may be significant.

The Committee on Research Involving Human Subjects is best qualified to
ensure that human subjects will receive adequate protective measures, that
faculty, staff and administrative privileges to pursue the advancement of
knowledge are guaranteed, and that restrictive policies which might discourage
research, innovative teaching and programming are eliminated. This commitiee
is the official review body for the University and functions as the Institutional
Review Board as set forth in federal legislation. lis function is to conduct initial
and continuing review of those research proposals which use human subjects
and to determine that such proposals are in accordance with existing federal
regulations. The committee operates under and reports directly to the Office of
the Provost.

Members of the committee shall possess varying backgrounds so that their
review of research proposals will assure that the nights and welfare of human
subjects are adequately safeguarded. The committee must be sufficiently
qualified through the expertise and diversity of its membership to ensure
respect for its advice and counsel. When necessary, the committee will solicit
opinions from individuals having recognized expertise in a specific area. In
addition to possessing the professional competence necessary to review
specific activities, the committee must be able to ascertain the acceptability of
applications and proposals in terms of institutional commitments and
regulations, applicable law, and standards of professional conduct and
practice.
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Decisions concerning human subjects in research are not made unilaterally by
the committee. Through a deliberative process, it is the responsibility of the
department chairperson, the College Review Committee (CRC), the college
dean of the research investigator conducting the study, and the University
Committee to ensure that the rights of human subjects are protected. For
projects originating from Student Services personnel, the Student Services
Review Committee (SSRC) will act as the CRC, and the Dean of Students will
assume the review functions delegated to the college dean in this document.

Definitions of Terms

As used in this document, research is defined as a ftrial or special cbservation,
usually made under conditions determined by the investigator, which aims to
test a hypothesis or to discover some unknown principle, effect, or relationship.
Activities which use experiments, tests, and observations designed to elicit
non-public information are types of research. Research does not include the
conducting of classroom experiments or demonstrations or programming done
for an educational purpose. Routine course and program development
including evaluation of the effectiveness of such development and the
assessment of established courses or programs is not research as defined and
does not require review. (See next section for details of requirements for or
exemptions from review_)

Determining the degree of risk in research involves making a series of
judgments because certain risks are inherent in life itself. For certain types of
research projects (especially medical), the risk is guite obvious. Somewhat
different are those research procedures in which the subjects perform
strenuous physical exertion or undergo varying degrees of public
embarrassment and humiliation. These experiences may constiiute a
psychological threat to the subject, thereby posing another type of risk.

In reviewing research proposals involving human subjects, the reviewing body
will place the research activity into one of two categories:

Category 1 - those research activities in which the subjects involved have
no more than the risks associated with their customary everyday
activities or risks associated with the performance of routine physical or
psychological examinations or tests by qualified individuals.

Category 2 - those research activities in which the risk to subjects is
greater than that encountered when performing customary activities
under ardinary condifions.

As used in this document, human subjects are part of the investigator-subject
relationship in a research activity which has the discovery of new knowledge as
ts primary objective. Of course, there are several types of human subjects,
including adults, minors, residents of institutions, etc. Donors of organs,
tissues, etc.. are also considered to be subjects.
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As used in this document, the definition of human subjects excludes the normal
professional-client relationship which has the welfare of the client as the sole
objective. Examples of such relationships are those in which the client is
receiving aid or services consistent with accepted and established practice
(e.g., physician and patient).

Procedure for the Review of Research Proposals Involving Human
Subjects

During the preparation of the research proposal, the research investigator has
the responsibility to seek advice from the department chairperson, college
dean, Dean of Students and/or Human Subjects Committee Chairperson
regarding potential implications for the rights of human subjects. If human
subjects are not involved, the investigator may proceed with the study without
consulting the committee.

Any research activity conducted by the faculty, staff, or students involving
human subjects will be reviewed by the college dean or Dean of Students, by
the CRC or S5RC, by the University Committee, or by both the CRC or SSRC
and the University Committee. However, some proposals are exempt from full
review.

These include

1. Secondary use of existing data documents and pathological or diagnostic
specimens if the subjects are not identifiable.

2. Use of publicly available data, regardless of whether the subjects are
identifiable.

3. Non-intervening observations of public behavior. The exemption includes
research involving observations of public behavior of children where the
investigator(s) does not participate in the activities being observed.

4. Interviews and surveys of adults (with exceptions noted below).

Interview, survey, and observation of public behavior procedures are not
exempt and must be reviewed when

1. Responses are recorded in such a manner that the human subjects can be
identified, directly or through identifiers linked to the subjects,

AND

2. The subject's responses, if they became known outside the research, could
reasonably place the subject at risk, or expose the subject to criminal or civil
liability, or be damaging to the subject's financial standing or employability,

OR

3. The research deals with sensitive aspects of the subject's own behavior,
such as illegal conduct, drug use, sexual behavior, or use of alcohaol,
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OR

4 The subjects are minor children. All research using interview and survey
procedures that include children as the subjects must be reviewed.

(For educational/classroom study exemption, see Definition of Terms,
Research)

Frojects involving human subjects but considered exempt from full review by
the investigator may be initially submitted to the college dean or Dean of
Studenis and the chairperson of the College or Student Services Review
Committee who will act for the College or Student Services Committee. The
material submitted will include a brief outline of the project including survey
instruments, interview protocols and/or methods to protect the identify of
subjects when secondary dafa etc., are used and the rationale for considering
the project exempt from full review. If the college dean or Dean of Students and
the chairperson of the College or Student Services Review Committee concur
that the project is exempt, the Dean or Dean of Students will inform the
investigator, and she/he may proceed with the study. At that time, the
investigator will submit a copy to the University Committee Chairperson for
retrospective review. If either the college dean or Dean of Students or the
chairperson of the College or Student Services Review Committee thinks the
project is not exempt, the project must be subjected to the normal review
process. In the event that the college dean, Dean of Students andior
chairperson of the College or Student Services Committee are among the
proposers, the project must be submitted to the entire College or Student
Services Committee and to the University Chairperson for retrospective review.

If the project is not exempt from full review, the proposal normally must be
submitted to the College or Student Services Review Committee.  If funds
external to the University are sought and the granting agency requires approval
at the University Committee level, the investigator may submit the research
proposal directly to the University Committee for review.

The following materials and information will be submitted by the proposer for
research requiring full review:

A brief outline of the project; if applicable, survey instruments, interview
protocols, and a description of methods to protect the identity of subjects when
secondary data are used; a description of what risks to subjects can be
reasonably expected; methods for obtaining informed consent; and methods
for ensuring the subjects’ rights of privacy and confidentiality of data.

If a designation of Category 1 is expected, the proposer may submit rationale
to support risks no greater than customary everyday activities or risks
associated with routine physical or psychological examinations and indicate the
level of qualifications of investigators to undertake the study. If a designation of
Category 2 is expected, the proposer should submit an explanation describing
the need for the level of risk, what is being done to minimize nsk, and
qualifications of the investigators to carry out the research.



Investigators are encouraged to include only information pertinent to the safety
of human subjects.

The CRC or S5RC will determine whether the human subjects to be studied in
the investigation are in Category 1 or in Category 2 and will verify that
procedures for human subject protection will meet University and federal
guidelines. The decision of the CRC or 5SREC, together with the research
proposal, is then sent to the College Dean or Dean of Students. When the dean
or Dean of Students agrees with the CRC or S5RC that the research involving
human subjects is in Category 1 and that the guidelines for protection of human
subjects have been met, the College Dean or Dean of Students will inform the
investigator that she/he may proceed with the study, and the College Dean or
Dean of Students will send to the University Committee a copy of the
researcher's proposal together with a report of action taken by the CRC or
S5RC and the College Dean or Dean of Students' statement of approval. In
these instances, the University Committee has the responsibility for a
retrospective review. All proposals subject to retrospective review by the
University Committee will be examined for appropriate safeguarding of human
subjects. If adequate safeguarding is not evident, the University Commitiee
Chair will notify the appropriate Dean or Dean of Students and CRC or S5RC
Chair, and the research will cease uniil agreement among all parties is
reached.

When the College Dean or Dean of Students agrees with the CRC or S5RC
that the research involving human subjects is in Category 2 or when the
College Dean or Dean of Students and the CRC or S5SRC do not agree on the
category, the dean or Dean of Students will inform the investigator that the
proposal must be submitted to the University Committee for review. When the
category Is in question or for proposals submitted directly to the University
Committee, the University Committee will decide whether the research is
Category 1 or Category 2. Following review of the proposal, recommendations
of the committee are sent 1o the Provost. (See section "Responsibiliies of the
Committee: Notification of Committee Action” for details.)

sponsibilities of the Principal Investigator

The following statements are presented as guidelines for research projects
involving human subjects. The investigator should consult these guides when
planning the research project. The committee also will utilize these statements
during its evaluation of research proposals submitted by faculty, staff, and
students of the University .

The investigator must be qualified in the field in which the research is
conducted. If during the research the investigator finds herself/himself in areas
beyond her'his level of competency, appropriate consuliation must be
obtained.

54
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Informed Consent

Research involving human subjects normally is not permitted without the
voluntary consent of the human subject or the consent of her/his authorized
representative if the subject lacks the capacity to consent. The investigator
should provide the subject with all appropnate information, whether positive or
negative, which is likely to influence the subject's decision to participate. Na
coercion, explicit or implicit, may be used to obtain or maintain cooperation. Ta
assure that the subject's decision is truly free, the investigator must exercise
particular care in certain circumstances. Examples include relationships
involving a measure of control over the potential subject, e g, teacher/student,
employer/employee, and in institutions such as prisons and hospitals.

Certain research studies utilize subjects (e.g., minors, the mentally retarded,
etc.) that require special consideration. Competent adults must give their own
informed consent. If the research involves incompetent adults, it is the
investigator's responsibility to make certain that consent for paricipation is
obtained from authorized representatives in accordance with applicable
statutes and regulations.

Assent must be obtained from competent children. "Children" are individuals
below the legal age of consent. Age, maturity, and psychological state are to be
considered when determining competency of the child/children. Assent means
a child's affirmative agreement to participate in research. Failure to objeci
should not be construed as consent. Informed consent must also be obtained
from one of the child's parents or guardians. For research which involves
greater than minimal risk and no prospect of direct benefit to the child, both
parents must give their permission unless one parent is deceased, unknown,
incompetent, or not reasonably available, or when one parent has lega
custody of the child. This requirement may be waived for research designed for
conditions for a subject population for which parental or guardian consent is not
a reasonable requirement to protect the subjects (e.g., abused or neglected
children).

When the research involves minimal risk to the subject (Category 1), there is nc
single method required to assure that the subject consents to participation.
Whether the subject's consent is obtained orally or is implicit in voluntary
participation in a well-advertised activity or is secured via a written document, it
must be "informed consent” The term "informed consent” implies that the
individual has exercised free power of choice without the presence of
excessive inducement or any element of deceit, fraud, duress, force, or other
form of restraint or coercion. While not mandatory, written documentation is
strongly recommended.

A dilemma arises in some research because fully informing the subjects would
invalidate the experiment. If it is necessary to withhold information from the
subject, the investigator must carefully inform the reviewers of what information
will be withheld and must clearly justify the withholding of information.
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Nondisclosure of information to subjects must not be used simply to assure
their participation in the research.

Investigators whose proposed research activity is in Category 2 are obligated
to obtain legally effective informed consent. The basic elements of information
necessary to such consent include:

1. A fair explanation of the procedures to be followed and their purposes,
including identification of any procedures which are experimental;

2.A description of any attendant discomforts and risks reasonably to be
expected;

3. A description of any benefits reasonably to be expected;

4 A disclosure of any appropriate alternative procedures that might be
advantageous for the subject;

5. An offer to answer any inguiries concerning the procedure;

&.An instruction that the individual is free to withdraw his or her consent and to
discontinue participation in the project or activity at any time without prejudice
to the subject;

7. An explanation of appropriate complaint procedures.

A written document is preferred for obtaining the consent of subjects involved
in research activity in Category 2. If consent is obtained orally, the investigator
must provide some documentation of consent for the records.

However consent is obtained, the method used must be described and justified
in the material sent to the committee for review. Such materials might include,
for example, a summary of oral explanations to be given to the participants
when obtaining their informed consent. Also to be submitted to the commities
is an explanation of how the investigator plans to monitor the risks and
safeguard the subject during the course of the investigation.

Mote 1: The method of obtaining consent must not include any exculpatory
language through which the subject waives, or appears to waive, any of her/his
legal rights, including any release of the University or its agents from liability or
negligence. Obtaining a signed consent form is not a release. Rather, it is
simply an evidence of disclosure to the subject of essential information
necessary to obtain informed consent.

Mote 2 Special procedures are required for obtaining and documenting
informed consent of subjects placed at risk in activities supported by many
external sources of funds.

Treatment of Human Subjects

It is incumbent upon the Investigator to make sure that all human subjects are
treated with respect and dignity, not just by the principal investigator, but by the
research associates as well. The principal investigator should make it clear to
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the subjects that they are free to discontinue their participation in the research
at any time without prejudice fo the subject.

In those research projects that have potential risk to the subject, the
investigator must make every effort to minimize the risks or discomfort related
to the subject's participation. For example, if the research activity exposes the
subject to considerable physical risk, the investigator must consider whether
the subject's response should be monitored by a physician during the testing.

The investigator whose research plans place subjects at risk has the
responsibility for justifying that risk. Such a justification will indicate that a
thorough search of the literature has been made to ascertain that either the
experiment has already been performed with animal subjects or good reasons
exist for not utilizing animal subjects; that similar research has not already
provided an adequate answer to the research question; and that the design of
the study is adequate to yield worthwhile data on the topic under investigation.

The investigator is responsible for the research procedure during the
investigation and must be sensitive to individual differences which may
predispose certain individuals to experience harmful psychological or physical
consequences by participating in the study. Realizing this, the researcher must
exercise care to exclude such individuals from the research sample. Should
unanticipated harmful effects develop during the research, the investigator
shall take immediate steps to correct the situation. For those studies having the
potential to produce undesirable effects which may be manifested later, the
investigator's responsibility is to plan appropriate follow-up procedures.

The responsibilities of the investigator include scheduling a debriefing session
with the subjects following the conclusion of the research. The methodological
procedures associated with the study may have caused certain subjects to
experience anxiety, embarrassment, and loss of self-esteem. The
experimenter should determine whether the subjects have suffered such
effects. If they have, the investigator must take positive steps to counteract the
effects the study produced. Debriefing procedures to be used must also be
described to reviewers. The reviewers must then decide whether the subject's
rights and welfare are adequately protected.

The investigator should make every effort to see that the subjects are rewarded
or recognized for their participation. Such benefits could be material (money or
gifts), educational (added information or knowledge), some other self-
enhancing gains (e.g., improved health and well-being), or the award of a
certificate of participation. Any payment intended for the subjects should not be
so large as to constitute an excessive inducement to participate. The
investigator's description of the research submitied fo the commitiee shall

include plans to reward or recognize the subjects.
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Confidentiality of Data

It is the investigator's responsibility to protect the rights of subjects against
invasions of their privacy. The investigator must exercise care in obtaining and
handling sensitive material and has ethical obligations to treat in confidence all
private or personal information related to the subjects. The investigator should
explain to those subjects providing information of a private or personal nature
how such information will be used. Whenever feasible, such information from
subjects should be obtained anonymously. If this is not possible, the data
should be coded and the code separated from the data and kept in a secure
place. Finally, the investigator should make certain such data are destroyed
when the research is concluded.

The investigator must specify in the description of the project submitted to the
committee for review her/his plans to ensure the confidentiality of the data and
anonymity of the subjects. The following points can serve as a checklist to
ensure that adequate protection will be provided:

1. The instruments for procuring data should be carefully constructed to ensure
that only personal information absolutely essential to the study is acquired.

2. Personal information checklists which permit identification of the subject
should be stored in files accessible only to authorized personnel.

3. Data containing personal information should be changed into coded form as
soon as feasible. This means removal of the name and any other information
which would reveal the subject's identity.

4 Adequate procedures for the disposal of data must be included in the
research plans.

5. The identity of subjects must not be released without their express
permission.

Certain research studies utilize data involving identifiable subjects that were
collected previously for a different purpose. In such instance, the investigator
must (a) re-evaluate the risk to the subjects, (b) determine whether the new use
is within the scope of the original consent, and (c) provide for the anonymity of
subjects in the intended study.

Complaint Procedures

It is also the responsibility of the principal investigator to advise all subjects,
either in writing or orally, of their right to file a complaint with the University
Committee. Each subject shall be given the name, address, and telephone
number of the appropriate person to contact to register a complaint regarding
her/his participation in the research. The pariicipant or her/his legal
representative should direct the complaint to the chairperson of the committes
with a copy to the Provost/Provost's representative.



The University Committee has the responsibility for investigating all complaints.
After its investigation, the committee will report its findings to the Provost
Mormally, these findings will indicate one of the following: (a) that the complaint
s invalid, (b) that the complaint is valid and that the principal investigator must
submit an amended statement of procedure for consideration by the
committee, (c) that the complaint is valid and that committee approval of the
research project is withdrawn. In all cases, the Provost notifies both the
principal investigator and the complainant (if identified) of the findings of the
investigation and of the action to be taken.

Academic Affairs Revised 4/93

59



Appendix C
Summary of Research Involving Human Subjects

60



61
SOUTHEASTMISSOURI STATE UNIVERSITY
COLLEGE OF HEALTH AND HUMAN SERVICES

SUMMARY OF RESEARCH INVOLVING HUMAN SUBJECTS
Project Title

Investigator(s)

Thesis committee chair (if investigator is a graduate student)

Department Chair

1. Briefly describe theroject's overall purpose and primary objectives:

2. Briefly describe the subject population to be used {specifically noting if any of them are
minors, residents of institutions (for example, prisons or mental hospitals), mentally or
physically hadicapped or donors of organs/tissues}. Also describe the procedures of
identifying/recruiting subjects, any compensation paid to the subjects, procedures to be used
in the treatment of subjects or the method of obtaining data from the subjects:

3. Briefly describe the procedures that will be used to assure subject confidentiality:
specifically state whether or not the subjects will be identifiable from raw and/or processed
data; state how data will be protected from unauthorized personnel (etgd Bt locked

filing cabinets, etc.); whether or not the data will be destroyed upon completion of the
project; whether or not publications of the project (theses, papers, articles, video tapes, etc.)
will allow identification of individualsubjects
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4. Describe the potential risks to the subjects that may result from their participation in
the project:

5. Describe the potential benefits to subjects or society that may result from the project:

6. Please attach informed consent form, and copies of all test forms, questionnaires, list of
instruments and/or materials to be utilized in the project. Also please attach any additional
human subjects committee approvals from other institutions wheseamch will be

conducted.
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SOUTHEAST MISSOURI STATE UNIVERSITY
COLLEGE OF HEALTH AND HUMAN SERVICES
Application for the Conduct of a Pnegetng Human Subjects

SUBMITTED TO: College Committee on Research Involving Human Subjects

PROJECT TITLE:

DEPARTMENT:

In making this application, | certify that | have read and understand the guidelines and procedures developed by
the University for the protection of human subjects as outlined in the Faculty Handbook posted on Southeast
Mi ssour i St at e eUldfullwirgendsta conypy with the letter@rad gpirit of the University policy.

Principal Investigator Date

Principal Investiga Date

This proposal has been reviewed and approved by the Chair of the Department.

Approved:

Chair of the Department Date
This proposal has been reviewed and approved by the Collegi#t€@momResearch Involving Human Subjects.
Is has been determined to be a project in Category | or Category Il .

Approved:

Chair of the College Committee on Research Date
Involving Human Subjects

This proposal has been reviewed and approved by the Dean of the College. It has been determined to be a project
in Category | or Category Il

Approved:

Dean; College of Health & Human Services Date
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SOUTHEAST MISSOURI STATE UNIVERSITY

College of Health and Human Services

MEMORANDUM

TO: Department of Nursing

STUDY: The Influence of Age, Gender, and Perceived Health Status on
Health-Promotion Behaviors Among Rural Veterans

FROM: Paul Keys, Dean
College of Health and Human Services

DATE: February 6, 1996

SUBJECT: Authorization to Proceed with Study
After Human Subjects Review

This memorandum is your official authorization to proceed with the study named
above after a human subject review by the College Review Committee (CRC).

The CRC and | agree that thissi€ategory 1 project, meaning that subjects have no
more than ordinary risk by involvement in the study.

| appreciate your effort in this scholarly work.
CRC Chairperson

Department Chairperson
University Committee
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ACCEPTANCE SHEET FOR GRADUATE THESIS
SOUTHEAST MISSOURI STATE UNIVERSITY

DEPARTMENT OF NURSING

Title:

Student 6s Name:

Major Area: Master of Science in Nursing

Committee Members

1.

(Committee Chairperson) (Date)
2.

(Committee Member) (Date)
3.

(Committee Member) (Date)
Approval

(Department Chairperson) (Date)
Approval

(Dean of Graduate Studies) (Date)
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GRADUATION INTENT FORM
Southeast Missouri State University
MASTERS AND SPECIALIST
DEGREE COMPLETION INSTRUCTIONS

ENROLL for the semester in which you plan to graduate BEFORE you apply for
graduation. YOU MUST ENROLL IN ONE OF THE FOLLOWING: GR698-
COMPREHENSIVE EXAM, GR699-ORAL EXAM, OR GR799-SPECIALIST
ORAL EXAM. If your enrollment only consist of one of the exams listed above you
will pay a one-hour fee. If you are enrolled in other course work you will not be
charged an additional fee for the exam.

SUBMIT COMPLETED GRADUATION INTENT FORM to the Graduate Office,
MH 106, by the first week of classes of the semester in which you intend to complete
your degree.

CAP AND GOWN ORDER must be completed and turned in with the Graduation
Intent Form in order to participate in the graduation ceremonies. If one is not received
a cap and gown will not be available. You pay $35.00 graduation fee regardless of
whether you participate or not.

$35 GRADUATION FEE payable at Bursar’s Office after the charge is added to
your account. Please make arrangements to pay all debts prior to the end of the
semester.

LATE APPLICATIONS will not be reviewed in time to add course work to meet
requirements.

SUMMER GRADUATION: because there is no summer graduate commencement
exercises, candidates completing summer course work may be eligible to participate
in the spring ceremony or the following fall ceremony. If you plan to walk in the
spring commencement you will need to submit the Graduation Intent Form at the
beginning of the spring semester.

ADDRESS INFORMATION you provide on the Graduation Intent Form is used to
contact you. A CHANGE IN ADDRESS THAT IS NOT REPORTED could cause
a delay in the dated graduation information.

To graduate with ACADEMIC DISTINCTION you must have a 3.9 or better g.p.a. in
your program ending the prior semester.

GRADUATE SCHOOL DEADLINES DATES for completing your degree are
listed in the SCHEDULE OF CLASSES each semester on the ‘GRADUATE
SCHOOL INSTRUCTIONS?® page of the schedule. Please refer fo this page in the
publication.

IT IS YOUR RESPONSIBILITY TO SEE THAT
EVERYTHING IS IN ORDER FOR YOUR GRADUATION.

PLEASE KEEP TOP SHEET FOR YOUR INFORMATION.
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_ GRADUATION INTENT FORM
E@—;ﬁ SCHOOL OF GRADUATE STUDIES

Southeast .
Mo Eich Dvieety Graduation semester:
**SUMNMER GRADUATES ONLY, Commencement Participation In:
Spring __ (praduation intent form must be turned in by February 1st) and must have advisors approval and
signature: Advisor Advisor’s Signature
Fall None
Name to appear on Diploma:
SS8#: - - Male  Female
*Are you a citizen of another country? Y N
If you are a U.S. citizen. check one: _ Whate ___American Indian/Alaskan Native
_ African-American _ Hispanie  Asian/Pacific
Address to which Diploma should be mailed:
Street City
State Zip Code
Local Address:
(if different than above) Street City
State Zip Code
Telephone# Home ( ) - Work ( ) -
E-mail address:
Are you a Graduate Assistant: 'Y 0N
Have you been Advanced to Candidacy: Y___ N___
Are you a member of Plu KappaPlhi: 'Y = N

Degree: (circle one) QMA Q Ms OMBA OMME O MNs OMPA  (OMSN (8) SPECIALIST

Major Area:

Name of Graduate Advisor / Specialist Committee Chairperson:

If completing a thesis, please list name of Committee Chairperson:

Thesis title:




72

List the course/s and final examinations in which you will be enrolled in this graduating semester to complete your
degree requirements. If you make any changes in this schedule. contact the Graduate Office.

Course Number Course Title Credit Hours

Indicate below if you will be taking the comprehensive examination or the oral examination.

GRG698 Comprehensive Exam [ ] GR699 Oral Exam [ ] GR799 Specialist Oral Exam [ ]

This form is NOT an enrollment form.

3]



COLLEGIATE CAP & GOWN

Division of Herff Jones, Inc.
Cap and Gown Order Form

Last Name:

First Name:

Middle Initial:
Gender (check one): Male [
Female [ 1]
Cap Size:
Weight:
Height With Shoes: _ Feet _ Inches
Degree Earmed:
Name of School Placing Order: Southeast Missouri State University

Address of School (City & State):  Cape Girardeau, MO

The Cap and Gown Order Form MUST be submitted together with the Graduation Intent
Form.
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June 29, 2011

Dear

Ken Heischmidt, College of Business, has agreed to serve as the third member of your thesis
committee. It would now be appropriate to schedule a meetinguofeydire committee to

discuss your proposal in detail and finalize your plans.

Enclosed is your Topic Approval Form. As soon as your proposal has been accepted and the
third committee member has signed, return the top copy to my office.

Sincerely,

Sheila R. Caskey

Dean of Graduate Studies
and Extended Learning
SRCl/ga

cc: E. Jackson
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SAMPLE INFORMED CONSENT FORM

Title of Project:
Investigator:
Department:

Phone number:

The purpose dhis project is: (BRIEFLY describe the purpose of the project)

| understand that, as part of this project, | will: (describe what will be expected of the
subject)

| understand that the risks associated with this procedure include: (describe arialpoten
risks to the subject)

| understand that my participation is voluntary; | may refuse to participate and/or discontinue
my participation at any time without penalty or prejudice. | understand that my participation
or lack thereof will in no way affectny (e.g., grade in this course,
treatment in this facility, etc.).

| understand that all information collected in this project will be held confidential; (please
BRIEFLY describe the procedures being taken to ensure confidentiality).

| understand that by agreeing to participate in this project and signing this form, | have not
waived any of my legal rights.

| understand that any questions or concerns | have will be addressed by the above named

investigator. If | have further questions,may contact the chairperson of the Human
Subjects’ Committee, Dr. Marcia Browaims at 573651-2188.

Signature

Date
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STATEMENT OF INFORMED CONSENTEXAMPLE)

Project Title: Hospice: Attitudes and Perceptions of Rural Men
Investigator: Elaine Jackson, PhD, RN

Graduate Nursing Student
Department: Nursing

Southeast Missouri State University
Phone Number 573651-2871

| understand that the purpose of this research projec{sit@ctual purpose statement
here and possibly sampling inclusion criteria so that potential subject knows how they
were selected).

| understand that as part of this research project, | ag(darterviewed and audio or
video taped need to say so here or indicate what will be required of subject and how
long it will take)

| understand that my participation is voluntary; | may sefto participate and/or discontinue
my participation at any time without penalty or prejudice.

| understand that all information collected in this study will be held confidential. My name
will not appear on any of the research instruments. My ideniityot be revealed while

the study is being conducted or when the study is reported. All data will be reported as
grouped data(Who will have access to the raw data?)

| understand that there are no foreseeable risks for participating in the stidg.| Wil not
personally benefit from the study, study findings may assist those who wortsp#itify)to
better serve individuals most in need of care.

| understand that by agreeing to participate in this study and signing this form, | have not
waived any of my legal rights.

| understand that any questions or concerns | have regarding my participation in the project
will be addressed by the above named investigator. Should | have any questions about the
rights of research subjects, | may contactMarcia Haims, Chairperson of the Committee

on Research Involving Human Subjects, College of Health and Human Services, Southeast
Missouri State University (57851-2188).

Subjectbs Signature Dat e

lhaveexplaned the study to the above subject
for informed consent.

|l nvestigatordés Signature Dat e

7/11

and
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Southeast Missouri Hospital Nursing Research Council
Application to Conduct a Research Project

Title of research proposal:

Principal investigator:

Position and unit in the hospital:

Mailing address:

Telephone number:

E-mail address:

SoutheasMissouri Hospital sponsor:

Other organizations involved with this project and indicate if IRB approval has been granted

by
the organization (ie. university, medical facilities, pharmaceutical companies):

Principal Il nvestigator 6 Si gn abaterSebmitted
Unit Manager or Department Head Date Approved
Recommendations: No Yes (attached)

Date Reviewed

Nursing Research Council Chairperson Date Approved
Chief Nursing Officer Date Approved
Director of Medical Affairs (if applicable) Date Approved
Director of Legal Affairs (if applicable) Date Approved
Eligible as Exempfrom IRC Review: ___ No __ Yes: 45CFR46.101(b) Category
Eligible for IRC Expedited Review: __ No _Yes: 45CFR46.110  Category

Date Forwarded to IRC

Institutional Review Committee Representative (if applicable) Date Approved by IRC
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Southeast Missouri Hospital
Nursing Research Council
Application to Conduct a Research Project

Members of the Nwing Research Council appreciate your interest in conducting research at
Southeast Missouri Hospital. All research projects must be approved by the Southeast
Missouri Hospital Nursing Research Council and/or the Institutional Review Committee
prior to begnning the project. This packet contains required forms and information on the
process to obtain approval to conduct research. Please contact the chair or members of the
Nursing Research Council if you would like assistance writing a research proposal or
completing the application. The purposes of the Nursing Research Council are to:
1. Promote quality nursing research to be conducted by nurses at Southeast Missouri

Hospital.
. Identify areas suitable for investigation and nursing research.
Review proposedesearch studies.
Facilitate application to conduct research to the Institutional Review Committee at
Southeast Missouri Hospital.
Facilitate nursing research conducted by nurses.
Monitor the progress of ongoing research studies in the organization.
Supprt and implement procedures to protect the rights of human subjects.
Support the integration of research findings into the delivery of nursing care and
nursing administration.

Bw

©NOo O

Instructions for Application

1. Submit a brief research proposal for the Nurgegearch Council by responding
to the requested information on the Guideline for a Research Proposal.
2. Complete and submit the Institutional Review Committee Application. The IRC

chair or representative has the authority to classify the study eligibleeaspt
from IRC review [45 CFR 46.101(b)] or eligible for an expedited review [45 CFR
46.110].
3. Contact the unit Managers or Department Heads of the hospital where staff or
patients would be involved with the study during the recruitment, intervention,
andbr data collection. Obtain the Manager
the application or submit a written statement by them confirming approval of the
study.
Provide a copy of the full research proposal if applicable.
Provide any pertinent informaticor other forms related to the study.
Provide a copy of the proposed Informed Consent Form.
Submit a certificate documenting the successful completion of a course on human
subject protection. The National Institutes of Health has developed a computer
basd training module, which can be accessed through links in the NIH web site.
http://cme.nci.nih.gov/ retrieved 6/11/04 or http://cme/cancer/gov/c01
8. Submit a statement describing how findings from the study will be disseminated.
How will findings be usedn clinical practice?
Describe method to be used to communicate outcomes of the study (publication in
peer reviewed journal, poster presentation at conference, presentation to Nursing
Research Council and/or unit).
C. The principal investigator is expectednb@ke a copy of the completed research
available to Southeast Missouri Hospital to be bound and placed in the library.

No ok

© >
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Guideline for a Research Proposal

Title of research proposal:
Principal investigator:
Position and unit in the hospital:
Mailing address:
Telephone number:
E-mail address:
Southeast Missouri Hospital sponsor:
Other organizations involved with this project and indicate if IRB approval has been granted
by
the organization (ie. university, medical facilities, pharmaceuticapeanies):

l. Introduction
A. Purpose and research question(s)
B. Describe the relevance of the study to nursing
C. Theoretical framework (optional)
Il. Methodology
A. Design of the study
B. Subjects
1. Description of participants
2. Inclusion and exclusion criteria
3. Expectechumber
4. Recruitment method
C. Intervention (if applicable)
1. What is the intervention
2. How and who will implement the intervention
3. When and where will the intervention be implemented
D. Data collection
What data will be collected
Who will collect the data
How will data be collected and stored
When will data be collected
Where will be data be collected
. Description of tools and/or assessment technique and data recording methods
otential involvement of hospital staff
Identify the unit(s) on which the research willdenducted
Time involvement
Unit resources required and budgetary implications for the unit (ie. supplies,
equipment, physical facilities)
Impact on current policies
Duration of research team presence on the unit
Nature of involvement of research teanthin the unit
F. Human subjects protection
1. Confidentiality: how it will be maintained
2. Risk/benefits to participants
3. Voluntary participation and able to withdrawal without consequences.
G. Data analysis: is analysis method and/or statistical tests appedpridhe data
collected, and is it appropriate for the research questions

90!\3!—"00.(”:“.00!\’!—‘
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Guideline for Informed Consent

No research involving human beings can be conducted without obtaining the legally
effective informed consent of the participants or the participss 6 aut hor i zed
representatives. Consent should be obtained without coercion or undue influence. The
consent form should be signed by the participant or legally authorized representative. If
the consent form is presented orally to the participant, a s@tizethe oral presentation
should sign the consent form. An IRB may waive some of the required elements or may
waive the requirement to obtain informed consent if the research involves no more than
minimal risk to the participants or if the research cawdtibe carried out without the

waiver. IRB must document why the requirements are waived. Participants should
receive a copy of the consent form. No sta
or releases the investigator or institution from lidfor negligence. (See 45 CFR

46.116 and 46.117 for specific information.)

The purpose of the consent process is to provide people sufficient information so they can
decide whether to participate in the research. They should clearly understand what the

can expect to happen and what they would be expected to do while participating in the

study. The informed consent document is a summary of the research study and
participantsdé rights. The informed consent
are involved in the research. However, the consent process continues throughout the
research project as the researcher address
the participants understand the purpose and steps of the study. Only in this way can
researchers ensure that the rights of the participants are protected and that the process of
informed consent is maintained.

Short sentences and simple language, written at the eighth grade or lower reading level,
should be used on consent documentdibé, technical, or legal jargon should not be

used. Consent forms should be written in the second person, using active voice and
personal pronouns to reflect a conversation between the researcher and participant. Using
large fonts, subheadings, and b@asdmake the document easier to read. Graphics,
including simple outlines, flow charts, diagrams, study schemas, and calendars can be
used to improve clarity (National Cancer Institute, 2004).

General requirements for informed consent (45 CFR 46.116»gidnation (NCI,

2004):

1. A statement that the study involves research, an explanation of the purposes of the
research and the expected duration of t
the procedures to be followed, and identification of any procedures which are
experimendl.

The purpose should be placed in context of standard care. Participants should
be able to understand what is going to happen to them in the study and
distinguishwhat is standard care from what is investigational care. They
should understad what additional standard care, that otherwise would not be
given, is providedecause they are in the study. The protocol regimens should
be clearly listed Explain how it will be determined which regimen the
participant will receive ithere ismore than one study group.

2. A description of any reasonably foreseeable risks or discomforts to the subject.
Physical risks of participation should be described. Nonphysical risks should
bei ncl uded when they coul d aticipagoot t he
such agime commitments, travel consideratiofisancial implications, and
psychological effects. The risks should be compared to the risks of common
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standard therapeutic alternatives and to the option of no treatment. The
risksas®ciated with standard treatment that woldddelivered regardless of
participation in the study should not be included in the consent document.
Information about the risks of standard medical procedures should continue to
beprovided in separatefiormed documents as part of usual medical care.

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

Statements regarding potential benefits should be based on available data. No
investigationabpproach should be identified as the only chance for cure or
contrasted with standard approaches that offer no chance of cure. When
relevantthe consent form should state that the investigational therapy may be
no bettethan or may even be inferior to standard therapy or have no
therapeutic effect.

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

List the alternatives to participationtine research such as the standard
therapytreatment.

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

The confidentiality section of the informed consent document shouldissite
although measures will be taken to protect the privacy and security of
personallyidentifiable data, absolute confidentiality cannot be guaranteed.
The consendocument should list the organizations that will have access to
personallyidentifiable information, and describe the purposes that the
information will bedisclosed. Thelocument should state that personally
identifiable information maype disclosed as required by law.

6. For research involving more than minimal risk, an explanatsto whether any
compensation and an explanation as to whether any medical treatments are
available if injury occurs and, if so, what they consist of, or where further
information may be obtained.

7. An explanation of whom to contact for answers to pertigeestions about the
research and research subjectsd rights,
researckrelated injury to the subject.

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

When appropriate, one or more of the following elements of information séaba
provided to each subject:
1. A statement that the particular treatment or procedure may involve risks to the
subject (or the embryo or fetus, if the subject is or may become pregnant)
which are currently unforeseeable.

2. Anticipated circumstancesundehw ch t he subjectdés part.
terminated by the investigator without

3. Any additional costs to the subject that may result from participation in the
research.

4, The consequences of a smberesearchanddeci si
procedures for orderly termination of participation by the subject.

5. A statement that significant new findings developed during the course of the

research which may relate to the subje
participation will be preided to the subject.
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6. The approximate number of subjects involved in the study.

The following is a template of an informed consent form. This can be adapted by
replacing the blank lines, suggestions, and examples with specific information as
appropriate dr your study. Statements in this template that are not appropriate to your
study can be deleted as long as the required elements listed above are addressed. (NCI,
2004)

Title of the Study

This is a research study, which will include people who chttske part. Please take
your time to make your decision about taking part. You may discuss your decision with
your health care team, friends, and family. If you have any questions, you can ask the
researcher for more explanation.

You are being asked take part in this study because you (list the inclusion criteria).
About people will take part in this study.

Purpose
The purpose of this research is (explain in 1 or 2 sentences).

What will happen if you take part in this study?

(For randomized stdies) You will be placed into one of the study groups described
below. Neither you nor the researcher can choose the group you will be in. A computer
program will place you in one of the study groups, and you will have an equal chance of
being placed inigher (any) group.

You will take part in the following procedures:

(If you are in Group 1) These (exams, tests, or procedures) are part of regular care and
may be done even if you do not join the study: (List tests and procedures in bulleted
format. Explan what will happen. Include the frequency, time involved, and where it will
take place for each procedure.)

(If you are in Group 2) These (procedures) will be done (or done more often) because you
are in this study: (List tests and procedures in bulliemat. Explain what will happen.

Make it clear which interventions depart from routine care. Include the frequency, time
involved, and where it will take place for each procedure.)

You will be asked to (do what) for (length of time or indicate timmé&and
requirements for followup). (If longterm follow-up) We would like to keep track of
your (condition) by calling you on the telephone once a year.

(A simplified calendar or chart of the study plan may be inserted. Provide an explanation
of the chat.) Another way to find out what will happen to you during the study is to read
the chart below.

Can you stop being in the study?

You can decide to stop the study at any time. Tell the researcher if you are thinking about
stopping. (She/he) can tell yoow to stop safely and discuss what follayw care could

be most helpful to you.

The researcher may stop you from taking part in this study at any time if he/she believes
it is in your best interest, if you do not follow the study rules, or if the stusippped.
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What side effects or risks can you expect from being in the study?
There are no known risks for taking part in this study.

Or (Physical and nonphysical risks and side effects should include such things as the
inability to work. Whenever posddy describe side effects by how they make a patient
feel, for example, ALoss or red blood cell
weakness and shortness of breath. 0)

You may have side effects while on the study. Everyone taking part in thenstiloly
watched carefully for any side effects. Ho
that may happen. Side effects may be mild or very serious. Your health care team may

give you medicines to help lessen side effects. Many side effects gsavagfter you

stop taking the (drug or intervention). You should talk to your study doctor about any

side effects that you have while taking part in the study.

Risks and side effects related to the (procedures, drugs, interventions, or devices) include
those which are: (list in bullet form under each) Likely, Less Likely, Rare but serious

(Reproductive risks: You should not become pregnant or father a paby while on this
study because the drugs in this study can affect an unborn baby. Women should not
breastfeed a baby while on this study. OR To the best of your knowledge, you are not
pregnant or breast feeding. If you do become pregnant while taking part in this study, you
should notify the researcher. This information will help the researcher proeidesh

care for you and your unborn child. Add statement about birth control, pregnancy test, or
sterility if appropriate.)

Are there benefits to taking part in the study?

Taking part in this study may or may not make your health better. While doctms ho
(procedures, drugs, interventions, devices) will be more useful compared to the usual
treatment, there is no proof of this yet.

Information from this study will help (doctors) learn more about (procedures, drugs,
interventions, devices). This inforniat could help future (patients, etc).

What other choices do you have if you do not take part in this study?
Your other choices may include:
- Getting treatment or care without being in a study
- Taking part in another study
- Getting no treatment
- (List alterndive specific procedures or treatments)

Will your medical information be kept private?

We will do our best to make sure that the personal information in your medical record will be
kept private. However, we cannot guarantee total privacy. Your pers@rahation may be

given out if required by law. If information from this study is published or presented at
scientific meetings, your name and other personal information will not be used.

Organizations that may look at your medical records for researalitygassurance, and
data analysis include: (list relevant organizations like study sponsors, university advisors,
IRB, etc.)
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What are the costs of taking part in this study?
(If applicable, inform the participant of any tests or procedures for vihare is no charge.)
(If there will be a charge, clearly explain what charges will be billed.) You and/or your health
plan/insurance company will need to pay for some or all of the costs of treating your
(disease) in this study. Some health plans willpayt these costs for people taking part in
studies. Check with your health plan or insurance company to find out what they will pay for.
Taking part in this study may or may not cost your insurance company more than the cost of
getting regular treatment.
Or:  The (study sponsor) is supplying (drug) at no cost to you. However, you or your
health plan may need to pay for costs of the supplies and personnel who give you the (drug).
Or:  There are not costs for taking part in this study.

You will not be paid fotaking part in this study.

What happens if you become injured because you took part in this study?

It is important that you tell the researcher if you feel that you have been injured because of
taking part in this study. You may contact he reésearcher, at

and/or a Southeast Missouri Hospital representative at regarding questions about
the research or to report a research related injury.

The researcher(s) and/or representatives of Southeast Missouri Hospital wileprovid
immediate medical treatment if you are injured because you took part in this research project.
You and/or your health plan will be charged for this medical care. The researcher(s) and/or
Southeast Missouri Hospital will not pay for medical treatmenbuf gre injured because

you took part in this study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek
payment by signing this form.

What are your rights if you take part in this study?

Taking part in thisteidy is your choice. You may choose either to take part or not to take part
in the study. If you decide to take part in this study, you may leave the study at any time. No
matter what decision you make, there will be no penalty to you and you will n@trpse

your regular benefits. Leaving the study will not affect your (medical care, employment,
etc.).

Who can answer your questions about the study?
You can talk to the researcher about any questions or concerns you have about this study.
Contact the rgearcher, (name), at (phone number) or (email address).

For questions about your rights while taking part in this study, call (nhame), a member of the
Southeast Missouri Hospital Institutional Review Board (a group of people who review the
research to prett your rights) at (number).(We should probably list Mr. Dan Berry and/or
Dr. Twila Brown here)
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Signature
| have been given a copy of this informed consent form. | have read it or it has been read to
me. | understand the information and have imgdquestions answered. | agree to take part in
this study.

Participantds signat ubae

Parentorlega uar di atwmeo®m si gna
[

parti ci panstbas 18yealsa | f f I es

old.

|l nvestigatorbés signat Wrenessods signature if
presented orally

References:

Department of Health and Human Services, National Insitnftéiealth, Office for

Protection. from Research Risks. (November 13, 2001). Code of Federal Regulations: Title
45 Public Welfare: Part 46 Protection of Human Subjects. Retrieved May 20, 2004 from
http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45afrd 6

Department of Health and Human Services, National Institutes of Health, Office for
Protection. from Research Risks. (June 23, 2000). Tips on informed consent. Retrieved June
21, 2004 from http://www.hhs.gov/ohrp/humansubjects/guidance/ictips.htm

National Cancer Institute, National Institutes of Heath. (March 5, 2004). Simplification of
informed consent documents. Retrieved June 11, 2004 from
http://www.cancer.gov/clinicaltrials/understanding/simplificatmrinformed-consertdocs
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Categories of Resgech that may be Eligible for an
Expedited Review by the IRC (45 CFR 46.110)

Institutional Review Committee chair or representative has the authority to classify the
study eligible for an expedited review. An expedited review procedure consists of a
review of research involving human subjects by the IRB chairperson or experienced IRB
members.

A. Research activities that may be reviewed through the expedited review:

1. Present no more than minimal risk to human subjects (probability and
magnitude of harmor discomfort anticipated in the research are not greater
than those ordinarily encountered in daily life or during the performance of
routine physical or psychological examinations [45 CFR 46.102(i)])

AND

2. Involve only procedures listed in one or mofehe following 9 categories

1. Clinical studies of drugs and medical devices only when condition
these conditions are met.

a. Research on drugs for which an investigational new drug
application is not required (21 CFR Part 312)

b. Research on medical devices Which an investigational device
exemption application is not required (21 CFR Part 812), or the
device is approved for marketing.

2. Collection of blood samples by finger stick, heel stick, or
venipuncture:

a. From healthy, nonpregnant adults who weigh atl@éa0

pounds. The amounts may not exceed 550 ml in an 8 week
period and collection may not occur more frequently than 2
times per week.

b. From other adults and children considering the age, weight,

health of the subjects, collection procedure, amount aidoio

be collected, and frequency of collection. The amount may not
exceed the lesser of 50 ml or 3 ml per kg in an 8 week period
and collection may not be more frequent than 2 times per week.

3. Prospective collectin of biological specimens by noninvasivanse
Some examples are: hair/nail clippings, deciduous teeth, excreta,
sweat, saliva, sputum, placenta at delivery, amniotic fluid when
membranes rupture, dental plagque, mucosal and skin cells by
swabbing.

4, Collection of data through noninvasive proceduoeginely employed
in clinical practice, excluding procedures involvingays or
microwave. Some examples are: physical sensors applied to the body
that do not involve input of significant amounts of energy into the
subject, testing sensory acuity, mafmessonance imaging,
electrocardiography, electroencephalography, ultrasound, Doppler
blood flow, echocardiography, body composition assessment, and
strength testing.

5. Research involving documents, records, or specimens collected for
nonresearch purpose&some research in this category may be exempt
from Department of Health and Human Services (DHHS) regulations.

6. Collection of data from voice, video, digital, or image recordings made
for research purposes.
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7. Research on individual or group characteristicsasravior
(including perception, cognition, motivation, identity, language,
communication, cultural beliefs, and social behavior) or research
employing survey, interview, oral history, focus group, program
evaluation, human factors evaluation, or qualgguaance
methodologies. Some research in this category may be exempt from
DHHS regulations.

8. Continuing review of research previously approved by the IRB where:
a. Research is permanently closed to the enroliment of new subjects,

all subjects have completegsearckrelated interventions, and
research remains active only for letegm follow-up of subjects.
b. No subjects have been enrolled and no additional risks are
identified.
c. The remaining research activities are limited to data analysis.

9. Continuing review bresearch, not conducted under an investigational
new drug application or investigational device exemption where
categories 2 through 8 do not apply but the IRB has documented at a
convened meeting that the research involves no greater than minimal
risk and no additional risks have been identified.

The categories in this list apply regardless of the age of the subjects, except as noted.
Expedited review may not be used where identification of subjects and/or their
responses would place them at risk afnénal or civil liability or be damaging to

their financial standing, employability, or reputation unless protections will be
implemented so that risks to invasion of privacy are not greater than minimal.
Expedited review may not be used for classifietaech involving human subjects.

The standard requirement for informed consent applies to expedited review studies.

Categories 1 through 7 pertain to both initial and continuing IRB review.

References:

Department of Health and Human Services, Natitmsltutes of Health, Office for

Protectionfrom Research Risks. (November 13, 2001). Code of Federal Regulations:
Title 45 PublicWelfare: Part 46 Protection of Human Subjects. Retrieved May 20,
2004 from http://ohrp.osophs.dhhs.gov/humansubjects/guoe/45cfr46.htm

Office of Behavioral and Social Sciences Research, National Institutes of Health. (May 2,

2001). Protection of participants in behavioral and social sciences research. Retrieved
June 112004 from http://obssr.od.nih.gov/IRB/protectnn

Office of Human Research Protections, Department of Health and Human Services. (June 23,

2000). Categories of research that may be reviewed by the Institutional Review
Board throughan expedited review procedure. Retrieved May 20, 206¢h
http//ohrp.osophs.dhhs.gov/humansubjects/guidance/expedited98.htm
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Categories of Research that may be Exempt from IRC Review (45 CFR 46.101(b)

Institutional Review Committee representative has the authority to classify the study as
exempt from IRC review whelmuman subjects are only involved in one or more of the
following six categories.

1. Research conducted in educational settings, involving normal educational practices
such as instructional strategies.

2. Research involving educational tests (cognitive, ddagn, aptitude, achievement),
survey procedures, interview procedures, or observation of public behavior

Unless
a. Subjects can be identified directly or through identifies linked to the
subjects.
b. Di sclosure of the subj ecctsatdiskofesponse
criminal or <civil l'iability or damag

employability, or reputation.

3. Research involving educational tests, survey procedures, interview procedures, or
observation of public behavior if the subjects are pudfficials or absolute
confidentiality is federally mandated.

4. Research involving existing data, documents, records, or speéithahare

a. Publicly availablé or
b. When the subjects cannot be identified directly or through identifiers
linked to the subjects

5. Demonstration projects concerning public benefit or service programs.

6. Taste and quality evaluation of foods without additives exceeding regulated levels.

**Exemptions at 45 CFR 46.101(b) do not apply to research involving prisoners, fetuses,
pregnant waen, or human in vetro fertilization, Subparts B and C.

The exemption at 45 CFR 46.101(b)(2), for research involving survey or interview
procedures or observation of public behavior, does not apply to research with children,
Subpart D, except for reseairicivolving observations of public behavior when the
investigator does not participate in the activities being observed.

"l dentifies |linked to the subjecto means i d:¢
medical record numbers, and code numbgas permit data to be linked to subjects or to
associated medical, financial, or employment information.

‘iExi sting datao is a term that applies to r
data where data must be isfinbiatedt he shel f 0o when
Secondary data analysis using existing data to address new research questions is exempt if
participants cannot be identified.

A status of ANo Human Subjectsodo applies when
being permanently antbmpletely ddinked from the identity of living subjects.

3 Publicly available sourceso refers to publ i
public records. This does not automatically apply to data obtained from organizations that
make data setsroadly accessible to researchers at a reasonable cost.
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MEDICAL

CENTER  RESEARCH AND CLINICAL
INVESTIGATION COMMITTEE

SAINT
} ] FRANCIS
a

Department: PATIENT CARE SERVICES Date: 04/1991
POLICY:

The purpose of the Research and Clinical Investigation Committee is to provide direction and to
facilitate inquiry into valid and reliable research studies. It also provides a process for the
incorporation of research studies into clinical practice.

PURPOSE:

The multi-disciplinary Research and Clinical Investigation Committee is an integral component of the
organizational structure. The committee's primary goals are to foster a practice environment that is
more research based; and to enhance quality improvement of patient care through utilizing the
research process. The committee's secondary goal is to encourage and support ongoing research
projects.

FUNCTION:
1. Responsibilities of the committee are:
a. To coordinate investigation in designated practice areas
b. To offer consultation on research design
C. To facilitate grant approvals
d To supervise the application of research into clinical practice
e To review and approve nursing and other non-medical research
2. Responsibilities of the chairperson are:
a. Setting meeting date and notifying committee members
b. Facilitating the routing of research articles and abstracts
C. Working with the chairperson of the Policy/Procedure Committee to incorporate
research data into clinical procedures
d. Working in collaborating with the Nursing Practice Committee Chairperson to assure
that the standards of practice are based on valid research results
e. Approving minutes
f. Communicating activities to the Collaborative Practice Council
g. Serving as liaison to other departments and committees
h. Interacting with the Institutional Review Board
i. Collaborating with the university utilizing their research expertise
- Preparing and submitting an annual report of committee activities
3. Responsibilities of the members are:

Attending meetings

Acting as liaison to clinical practice areas

Reviewing current research

Assisting others in research project development
Participating in educational presentations

Actively supporting the purpose and goals of the committee
Serving as sub-committee chairperson when appropriate

@~opooow
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RESEARCH AND CLINICAL INVESTIGATION COMMITTEE

MEMBERSHIP:

The membership will consist of Clinical Nurse 11, 1ll, and IV levels, nurses in expanded practice roles,

nurse managers, respiratory therapist, rehabilitation professional and social worker. The membership
is not restricted and is open to any individuals interested in research. Regular attendance is required

in order to remain on the committee membership roster. To facilitate business, small working groups

and sub-committees will be formed as appropriate.

MEETINGS:

This committee will hold meetings once/year or more frequently if necessary. It is intended that the
majority of work be completed by smaller working groups.

SECRETARIAL SUPPORT:

Secretarial support will be provided by the secretary who normally performs the clerical duties for the
individual who is chairperson of the committee. This person must be skilled in the use of the word
processor.

ficl

Revised: 1/21/92, 12/92, 02/96, 02/99
Blood and Body Fluid OSHA Category __ 1l
RESCLINV.COM

END OF POLICY
RESEARCH AND CLINICAL INVESTIGATION COMMITTEE



95

SAINT
) | FRANCIS
MEDICAL
B CENTER

SUBMISSION PROCEDURE FOR RESEARCH
PROPOSALSTO BE PERFORMED WITHIN OR UNDER THE AUSPICES OF
SAINT FRANCIS MEDICAL CENTER

One purpose of the Research and Clinical Investig&mnmittee of Saint Francis Medical Center is

to advise potential researchers on the preparation of research proposals. When the proposal is
formulated and the research design is constructed, the Research and Clinical Investigation Committee
has the respaibility to review submitted proposals, collaborate with the principle researcher,
recommend alterations in the proposal or design, and approve the implementation of the project.

The Research and Clinical Investigation Committee takes seriously its s#sjignto assure that
valid, reliable and ethical research is done under the auspices of Saint Francis Medical Center. At the
same time, we wish to make the application process informal and painless.

Patient satisfaction surveys, QA/l projects, or pohae testing done by the Nursing Practice
Committee arenot required to submit to this process. The Research and Clinical Investigation
Committee is available to advise and support such endeavors as requested. Research projects that are
to be submittedfor review by the Research and Clinical Investigation Committee prior to
implementation include the following:

A part of an academic requirement

A originating outside Saint Francis Medical Center

A originating within Saint Francis Medical Center, diest at the community
(non-patients)

The principle researcher provides the following information to the chair of the Research and Clinical
Investigation Committee or a designee. This submission may be as fe@ @ag®s but should not
exceed ten.

A conpleted cover page (form is provided by the committee)
A five copies of the followingj
A proposal/abstract to include
- background information
- research questions/hypotheses
- brief literature review
- descriptionof research design/methodology
- bibliography/reference list (to be written using APA format)
- consent form when appropriate
- investigation tool
A IRB approval letter (if applicable)

The committee chair or a designedl assemble a subcommittee o##f3nembers. This

subcommittee will consist of appropriate clinical or administrative experts specific to the proposal as
indicated. The submitted proposal wil!/l be distri
Within ten (10) working days of receipt, the proposal will be reviewed by the subcommittee. It may
facilitate the review if the principle investigator is available to clarify details and answer questions

during or immediately
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following the meeting. Athat time, the principle investigator will be notified of either approval
or recommendations for alterations in the proposal. Once approved, the project may be implemented
immediately. If changes are recommended, the investigator will also be infornged edfpected
process for a second review. This second review may be a documentation with the subcommittee
chair that recommended changes have been implemented or a meeting of the subcommittee.

Guidelinesi Each submission will be reviewed on its own mastvalid and reliable research. The
subcommittee will also review each proposal in light of the philosophy and mission of Saint Francis
Medical Center. The subcommittee will be mindful of research that is part of an academic
requirement. These have bespproved by the Institutional Review Board of the academic program;
any recommended changes must be congruent with that IRB. If a compromise cannot be achieved,
the investigator may need to consider not including Saint Francis Medical Center asch rggzar

The principle investigator will provide the Research and Clinical Investigation Committee with an
analysis of data at the completion of the study. The Research and Clinical Investigation Committee
also expects feedback on the support and asséestaf Saint Francis Medical Center and its staff to

the individual research process.

In the event that a published article arises from the project, Saint Francis Medical Center expects
acknowledgment of support and assistance provided during the reséaintihe published article.

Upon approval of a research proposal, the Committee chair will send a copy of the approval letter to
the Vice President, Patient Care Services. Additional copies will be sent to the Director of the
involved department or éhPatient Care Directors.

/cdl
110306
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SAINT
) | FRANCIS

MEDICAL
@ B CENTER

RESEARCH AND CLINICAL INVESTIGATION COMMITTEE
APPLICATION TO PERFORM RESEARCH

Date
ResearNaher 6s
Address
Phone Numbers: home :cell X
work
Is this project meeting academic requirementd@ Yes
If yes, specify:

WhatSFMC staff/femployees will be involved with this research?

Discusstime frames, expectations, presearch training, etc., which will involve SFMC staff:

Whatplans do you have to present thisdy?

How is this project being funded?

Who will be responsible for the dag-day monitoring of data collection, effects on patients, family
and staff, and ongoing research problems?

SFMC Research and Clinical Investigation Committee requires the Department Director, Manager, or
Supervisor of the area(s) where research will be conducted to approve the feasibility for the proposal.
Please have the signature(s) of the above.

Signature of Department Director, Manager, or Supervisor Date

Application Received by

(Chairperson or Designee) Date
/cdl
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Saint Francis Medical Center Policy and Procedures

Section: ADMINISTRATIVE Originating Department: Effective Dzate: 01/01/1993
ADMINISTRATION

Title: INSTITUTIONAL REVIEW BOARD Executive Approvzl: Steven C. Bjelich

Policy:

A, The Institutional Review Board (IRB) is a board designated by the Medical Center to review, approve
the initiation of, and to conduct continuing review of bio-medical research involving human subjects in
accordance with the Food and Drug Administration (FDA) regulations and the Ethical and Religious
Directive for Catholic Health Care Services. The IRB has the authority to approve, require modification in
(to secure approval) or disapprove the research.

B. The membership of the IRB shall consist of at least five (5) members, including the Chairperson, with
varying backgrounds sufficiently qualified through experience and expertise with the professional
competence necessary fo review the specific research activities. The diversity of the membership shall
give consideration to such issues as community attitudes, to promote respect for its advice. and counsel in
safeguarding the rights and welfare of human subjects. Membership shall include persons with the
following knowledge and background:

1. The membership shall be nondiscriminatory, considering qualified persons of both sexes, not consisting
entirely of men or entirely of women.

2. There shall be at least one member whose primary concerns are in the scientific area and at least one
member in a non-scientific area.

3. There shall be at least one member who is not otherwise affiliated with the Medical Center or part of
the immediate family of a person affiliated with the Medical Center.

4. There shall be at least one member who also serves on the Medical Center's Ethics Committee.

5. No member who has a conflicting interest shall participate in the initial or continuing review of any
research except to provide requested information.

6. The IRB may invite individuals with competencies in special areas to assist in the review, without
voting privileges.

7. The Chairperson and the members of the IRB are appointed by the President/CEQO of the Medical
Center in consultation with the President of the Medical Staff. Each term will be for three (3) years. A
member may be reappointed with no limit of the number of terms served.

8. Included in the IRB membership are the Vice President of Patient Care as a voting member and the
President/CEQ of the Medical Center as a non-voting member. At least one IRB member serves as the
IRB’s linkage to the Medical Center’s Board of Directors.

C. The purpose of the IRB review is to assure the following:

1. Risks to the subject are minimized.
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a. By using procedures which are consistent with sound research design and which do not unnecessarily
expose subjects to risk; and

b. Whenever appropriate, by using procedures already being performed on the subject for diagnostic or
treatment purposes.

2. Risks to subject are reasonable in relation to anticipated benefits, if any. to subjects, and the importance
of the knowledge that may be expected to result. The IRB must decide if the proposed investigation poses
a significant risk or a non-significant risk to patients.

A significant risk (SR) study involves an investigational device or study that presents a potential for
serious risks to the health, safety, and welfare of a subject and that is:

a. an implant;

b. for use in supporting or sustaining human life;

c. substantially important in diagnosing, curing, mitigating, or treating disease in preventing impairment
of human health.

A non-significant risk (NSR) device is an investigational device that does not meet the definition for a
significant risk study.

3. Selection of subjects is equitable. In making this assessment, the IRB should take into account the
purpose of the research and the setting in which the research will be conducted.

4. Potential subjects are provided with adequate information to participate or refuse to participate in the
proposed research. "Adequate information" includes at the least an explanation of the following:

a. The purpose of the research and expected duration of the subject’s participation;

b. A description of expected benefits, potential discomforts, and risks: alternative services that might
prove advantageous to the individual;

c. A full explanation of the procedures to be followed.

Subjects are informed that refusing to participate or discontinuing participation at any time will not
compromise their access to care, treatment. and services not related to the research.

5. Informed consent will be sought from each prospective subject or the subjects legally authorized
representative and will be documented in accordance with, and to the extent required by FDA’s informed
consent regulations. Consent forms should include the following:

a. Name and address of the person who provided the information and the date the form was signed:

b. Explanation of the participant's right to privacy, confidentiality, and safety.

All information given to subjects should be in the subject's medical record or research file along with
consent forms.

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

7. The IRB will require, where appropriate, adequate provisions for monitoring the data collected to
ensure the safety of the subjects and adequate provisions to protect their privacy and maintain
confidentiality in compliance with current HIPPA and other relevant regulations.

8. Appropriate additional safeguards have been included in the study to protect the rights and welfare of
subjects who are members of a particular vulnerable group.
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a. The IRB is subject to the FDA’s IRB’s regulations when the use of the FDA regulated products is
reviewed and approved.*®

b. Minimum standards to assure human subject protection are required if the FDA is to accept the data
from investigational studies not conducted under an investigational new drug or an investigational device
exemption.

c. When the IRB has questions regarding the determination whether an investigational new drug
application (IND) is required for the study of a drug or a device (IDE), for clinical investigations
involving a drug, the IRB can contact the Document Management and Reporting Branch, Center for Drug
Evaluation and Research (CDER). 301-443-4320; for a biological product, the Division of Biological
Investigational New Drugs, Office of Biological Research and Review, Center for Biological Evaluation
and Research (CBER), 301-443-4864; and for a medical device, the Office of Device Evaluation, Center
for Devices and Radiological Health (CDRH). 301-427-8162. If the IRB is unsure about whether a test
article is a “‘drug™ or a “device”, the IRB may contact the Office of Health Affairs, 301-443-1382.

9. Assure that the researcher understands that if a research-related injury (that is. physical, psychological,
social, financial, or otherwise) occurs, the principle investigator should attempt to address any harmful
consequences the subject may have experienced as a result of research procedures.

10. The research is consistent with the Ethical and Religious Directives for Catholic Health Care Services
II. PROCEDURAL RESPONSIBILITIES/FUNCTIONS OF THE IRB AND THE INVESTIGATOR
A. The IRB will utilize the following procedure for:

1. Conducting its initial and continuing review of research study and/or protocol and for reporting its
findings and actions to the investigator and the Medical Center.

2. Determining required frequency of continuing review of projects.

3. Ensuring prompt reporting to the IRB of changes in research activity.

4. Ensuring that changes in approved research may not be initiated without IRB review and approval.
B. Procedure for submitting a research study or protocol for IRB review and approval.

1. The investigator must submit a written, signed request for the IRB’s consideration. including the
following information:

a. Professional qualifications to do the research study or protocol. If new or unique clinical training is
required, separate privileging would be required by the Credentials Comunittee,

b. Study protocol which addresses the purpose, sponsor, subject criteria, justification. study design,
description of procedures. results of previous related research, management of adverse reactions,
informed consent procedures, provisions for selection of subjects and monitoring procedures.

c. Protocol and protocol updates must be received by the IRB coordinator prior to a meeting being
scheduled.

d. Investigators must report to the IRB any adverse reactions or other unanticipated problems.

e. Investigator will provide IRB with a fully completed/signed protocol and informed consent.

f. Any proposed changes in protocol previously approved by the IRB will be promptly reported to the
IRB.
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C. IRB members will be notified of the time and place of scheduled meetings.
1. The agenda and materials to be reviewed will be distributed to the members prior to the meeting.

2. Upon written request of the Chairperson of the IRB, the investigator may be invited to the IRB meeting
to give additional information or justification for the protocol.

3. When approving research, the following criteria will be followed:

a. Risks to subjects are minimized if:

1. procedures are consistent with sound research design and do not unnecessarily expose the subject to
risk: and

2. Whenever appropriate, using procedures already being performed on the subjects for diagnostic and
treatment purposes.

b. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance
of the knowledge that may reasonably be expected to result, considering only those risks and benefits that
may result from the research or protocol.

4, Selection of subjects is equitable and the IRB should consider the purposes of the research and the
setting in which the research will be conducted.

5. Following the IRB’s decision regarding approval of a protocol or study, the IRB will notify the
investigator in writing of the decision. If the IRB decides, the request shall include in its written
notification a statement of reasons for decision, and give the investigator an opportunity to respond in
person or in writing.

6. The IRB will stipulate the frequency of ongoing reviews or progress reports of the research protocol.
D. Meeting and recording responsibilities of the IRB:
1. The IRB shall meet to review, approve, or disapprove a research study, protocol, or consent.

2. The IRB shall conduct continuing review of the research at intervals appropriate to the degree of risk,
but not less than once per year.

3. A majority of the IRB must be present at a convened meeting to transact business, including at least
one member whose concerns are primarily in non-scientific areas. For approval, disapproval, or rejection
of a study, a simple majority of members present is required.

4. IRB shall maintain adequate documentation of all research proposals reviewed (including scientific
evaluations, consent documents, progress reports, and reports of injuries to subjects).

5. Minutes of IRB meetings shall show attendance. actions taken. the vote, reasons for requiring changes
or in disapproving a research and a summary of the discussion and resolutions. The IRB shall notify
investigators and the Medical Center of its decisions in writing. Minutes of the IRB meetings are
forwarded to the Medical Staff Executive Committee on which all Medical Staff department chairpersons
serve for informational purposes.

6. IRB shall maintain records of continuing review activities, including an ongoing log of research
approved or disapproved.
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7. Copies of all correspondence shall be maintained.

8. List of IRB members identified by name, earned degrees, representative capacity, indicators of
experience such as board certifications, licenses, etc., sufficient to describe each member’s chief
anticipated contribution, shall be maintained.

9. The records required by this regulation shall be maintained for at least three years after completion of
research and the records shall be accessible for inspections and copying by authorized representatives of
FDA.

III. EMERGENCY USE

A. Emergency use of an investigational drug/procedure without full IRB approval may be granted only in
the following instances:

1. The patient has a life-threatening condition in which no standard. acceptable treatment is available, and
in which there is not sufficient time to obtain IRB approval.

2. An Investigational New Drug (IND) is necessary. The manufacturer must be contacted to determine if
the drug or biologic can be made available for us in this one (1) patient under the company’s IND. If the

company elects not to name the physician as an investigator, the physician can contact the FDA directly

for an IND.

3. The emergency must be reported to the IRB within five (5) working days.
4. Any subsequent use of the investigational product at the Medical Center is subject to IRB review.

5. Informed consent must be obtained from the subject. or the subject’s legally authorized representative,
unless both the investigator and a physician who is not otherwise participating in the clinical investigation
certify in writing all of the following:

a. That the subject is confronted by a life-threatening situation necessitating the use of the test article.

b. Informed consent cannot be obtained because of an inability to communicate with, or obtain legally
effective consent from. the subject.

c¢. Time is not sufficient to obtain consent from the subject’s legal representative.

d. No alternative method of approved or generally recognized therapy is available that provides an equal
or greater likelihood of saving the life of the subject.

B. Use of a test article in an investigation designed to be conducted under emergency conditions (e.g..
emergency from research) usually does not qualify for the emergency use exemption.

C. Sufficient background information on the drug/procedure exists for the Medical Center to utilize.

D. The full IRB will review the emergency use of a drug/procedure and the protocol at a special called
meeting to be arranged as soon as possible after granting emergency approval.

IV. EXPEDITED REVIEW
An expedited review process may be followed if it is the type of category of research established and

published in the Federal Register, and if the research involves no more than minimal risk, or to review
minor changes in previously approved research during the period of which approval is authorized.
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A Review must be carried out by two (2) or more experienced reviewers designated by the Chairperson
from among members of the IRB.

B. Reviewers may exercise all the authorities of the IRB, except that the reviewers may not disapprove
the research. A research activity may be disapproved only after review in accordance with the non-
expedited reviewed procedure.

C. Reviewers may recommend that the project be reviewed by the full IRB with a recommendation to
disapprove.

D. The full IRB will be informed, in writing, of all proposals approved under expedited review.

E. The FDA, or the Medical Center, may terminate the use of expedited review, if necessary, fo protect
subjects.

V. SUSPENSION OR TERMINATION OF RESEARCH APPROVAL

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

B. Any suspension or termination of approval shall include a statement of the reasons for the IRB’s
action, and shall be reported promptly to the investigator, the Medical Center Administration, and to the
FDA.

References: Department of Health and Human Services

Food and Drug Administration Institutional Review

Journal of American Medical Association 09/28/94 Volume 272 No. 12
Code of Federal Regulations - Parts 1 to 99 - Revised 04/01/96

Food and Drug Administration Information Sheets - Revised 10/95

*To ensure that research is conducted ethically in order to assure that the rights and welfare of subjects
are protected, the FDA has regulations which govern human subject protection aspects of research on
products regulated by the agency.

Originating Department: Administration

Effective Date: January, 1993

Reviewed Dates: 08/96, 07/97, 10/98, 06/04, 04/07, 03/08, 05/08, 04/09
Revised: 04/05, 07/05, 08/06, 06/07

Approved:
Steven C. Bjelich, FACHE-D
President & CEO

Distribution: All Areas
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Blood & Body Fluid: OSHA Category III
Approval:
Approved by Administration on January, 1993.
Approved by Institutional Review Board on January, 1993
Approved by Medical Staff Executive Comunittee on January, 1993.
Approved by Board of Directors on January, 1993.

Reviewed and reapproved by Institutional Review Board on July 18, 1997
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JSAINT FRANCIS
s MEDICAL CENTER
Medicine to the Highest Power

IRB SUBMISSION GUIDELINES

To maintain the efficient functionality of the Institutional Review Board, we ask that you please
submit the following items prior to our setting a meeting date and time.

1.

5.
6.

A letter, addressed to Dr. Wm. D. Stahr, Chairman, and sent to the attention of
Connie Friedrich at Saint Francis, introducing the study and requesting that a
meeting date and time be set for the IRB to review the study for possible approval;

A one- to two-page summary of the study;

Complete and submitted a fully executed and signed copy of the IRB Application
form;
A copy of the proposed consent form (separate from the full text);

A copy of the full study protocol; and

Your contact information including phone numbers and address.
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When we have received and reviewed this information, we will place the study/project on the
agenda of the next scheduled |IRB meeting (meetings are held on a quarterly basis, normally in
March, June, September and December). Please recognize that the IRB study protocol(s) must
be sent to each member approximately ten days in advance, to allow them time to review the
study and prepare for the meeting. Your cooperation and patience in this process would be
most appreciated.

Respectfully,

Connie Friedrich

Connie Friedrich
Medical Staff Coordinator
(573) 331-2130 or (573) 331-5137



DAL CENTER APPLICATION FOR APPROVALOF HUMAN

Medicine to the Highest Power S U BJ ECT RES EARC H (I RB)

Date of Submission
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IRE reviewers must have sufficient information about the study to make a determination about whether the
research is approvable. Primary reviewers receive the full protocol that is submitted but the remainder of
the committee uses the following summary when making a decision about approvability. Incomplete forms
will not be accepted and returned for completion.

Advance Research Title:

Principal Investigator Information:

Name: | Credentials:

Address:

Phone number: | Fax number: |

E-mail address:

Name of Department Chair:

Co-Investigators:

Person & Address to which correspondence should be mailed:

Coordinator Information (Please list the person that the IRB can contact with questions):

Name:

Address:

Phone number: | Fax number: |

E-mail address

LEVEL OF RISK/TYPE OF REVIEW REQUESTED

Indicate the level of risk: [ 1 Minimal ] Greater than Minimal

[
Indicate the type of review requested: [ 1FullBoard [ ]Expedite

STUDY INFORMATION

Proposed Start Date

Proposed Closure Date

Number of participants to be enrolled.

Is the number of anticipated subjects adequate for valid statistical analysis? [ 1Yes [ 1No

How long will each participant be followed after the intervention has taken place?

Indicate the duration of study participation per participant.

Indicate the duration of the entire study.

Is there any gender and/or racial/ethnic exclusions? (If yes, please explain on [ 1Yes [ 1No
attached paper)

Is there a conflict of interest between the principal investigator or any co-investigator [ 1Yes [ 1No
or research coordinator involved in this study? (If yes please attach a detailed
explanation)

Will the study utilize Saint Francis Medical Center staff (If yes, approval must be [ 1TYes [ ]1No
obtained from staff managers in writing)
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Does this research involve an investigational drug or biologic ]Yes ] No
Does this research involve an approved drug or biologic being used for an ]Yes ] No
unapproved indication

Does this research involve a significant risk device that is not approved by the FDA ]Yes ] No
Does this research involve data relating to an identifiable third party (e.g. Family ]Yes ] No
members) that will not be consented?

Does this research include minors (ages 0-17) ]Yes ] No
Does this research involve pregnant participants? ]Yes ] No
Does this research involve HIV testing for research purposes? ]Yes ] No
Does this research involve collection or use of any type of tissue or data to be used ]Yes ] No
for any form of molecular {genetic) research?

Does this research involve the use of audiotapes, videotapes or photographs? ]Yes ] No
Is the research industry sponsored? ]Yes ] No
Does this study require a modified consent process? ]1Yes 1 No
When will the consent take place?

Where will the consent take place?

Who will be responsible for obtaining initial and ongoing consent?

Will this research target the cognitively impaired? ]Yes ] No
Will any part of the research be conducted outside the United States? ]Yes ] No
Does this research involve collection of data/tissue for future research? ]Yes ] No
Will the research participant receive exposure to ionizing radiation from radiation ]Yes ] No
therapy, diagnostic radiology imaging studies, standard nuclear medicine studies or

other administration of radioactive drugs that would not occur except for the subject’'s

participation in research protocol?

Does this study involve the use of a placebo? ]Yes ] No
Do you or any investigator participating in the study have, or anticipate having, any ]Yes ] No
income from or financial interest in: the sponsor of the protocol, the supporting

organization, or the company that owns/licenses the technology being studied?

Does this research involve interviews or questionnaires? (If yes, attach questionnaire ]Yes ] No

to submission packet.)
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