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THE Office for the Protection of Human Research Subjects

Project Narrative

The Project Narrative is one of the main forms submitted to the
IRB for a study to be reviewed. The federal regulations require
that the board members consider several approval criteria in
order for a study to be approved. The narrative contains ques-
tions that help the board members make the appropriate deter-
minations needed to approve a study. The following is an ex-
planation of what the IRB is looking for when answering the
guestions on the narrative. The newsletter will start with ques-
tion 2 since the response to question one is self-explanatory.

Message from the Director, Ms. Janine Richardson

Of all the forms submitted to the IRB for review, the project nar-
rative contains the majority of the information needed to review
a project. The regulations that govern research establish spe-
cific criteria that projects must meet in order to be granted ap-
proval by an IRB. This narrative is designed to facilitate clear
communication of information relevant to these criteria to the
IRB.

Some of the questions may be challenging, particularly to
those new to the research process. It is our hope that this
newsletter, written by the IRB Campus Coordinator, Aracelis
Vasquez, will provide helpful explanatory information. In addi-
tion, the IRB staff is available to answer questions related to
IRB submission of this and other forms.
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Question 2

Project Title:

Hint: If any box is checked other than “Not Funded” on question 5 of the Form 103, the information below
must be considered.

NOTE: If funded or submitted for funding, the title on grant application must match on all documents sub-
mitted.

NOTE: If funded or submitted for funding, the Principal Investigator on grant application must match the
Principal Investigator on the Form 103.

Question Ja

Where will the study be conducted?

= If studies are being conducted at ETSU, MSHA and/or the VA, then list department(s) if at ETSU,
which institution if at MSHA or VA if at the VA.

= If conducting research outside of ETSU, MSHA, and/or the VA (external sites), then complete the
table provided on the form with the following information:

List each
External Site

Permission
Granted

Contact info for
site

Is site engaged?

Does site have
IRB?

If yes, had the site IRB
approved research or
does it plan to defer re-
view to ETSU IRB or
ETSU/VA IRB

List each exter-
nal site being
use

*If permission
was granted,
submit a permis-
sion letter from
each site

Include a contact
person in case
the IRB has
questions

Indicate whether
the external site
is “engaged” or
not engaged.

** See below for

definition of
“engaged”

Indicate if exter-
nal site has an
IRB.

If external site has an
IRB,, submit the IRB
approval letter obtained
form that IRB or IRBs

If external site plans to
defer review to ETSU or
ETSU/VA IRB, submit a
letter from that IRB

*1f conducting the research in multiple schools from one school system, a permission letter from that
particular superintendent is sufficient. Otherwise a permission letter from each site is necessary. These
can be emailed, faxed or mailed to the IRB if not available at the time of submission.

**An institution becomes engaged in human subjects research when its employees or agents (i) intervene
or interact with living individuals for research purposes; or (ii) obtain individually identifiable private in-
formation for research purposes[45 CFR 46.102(d), (f). An institution is automatically considered to be
“engaged” in human subjects research whenever it receives a direct HHS award to support such research.
In such cases, the awardee institution bears ultimate responsibility for protecting human subjects under the
award.
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Question 3b

Is this a multi-site study?

A multi-centered study is one where different Pls at different institutions are conducting the same
study.

For example: multi site clinical trial or a project performed jointly with another institution.
If the answer is “yes”, then complete the following questions:

1. Are you the lead investigator? This is asking if you are the lead person running the studies in the
different locations.

2. Which organization is the lead site? This is asking which site is the lead site.

3. Ifyou are the lead investigator or the organization is the lead site, describe the management
of information obtained in this multi-site research that might be relevant to the protection of
research participants, such as unanticipated problems, interim results and protocol modifica-
tions.

Question 4
List all study staff.

All study staff must be listed here by name and their role in the study. The IRB staff will complete
the third column. Note that every study staff member must have current IRB training in human sub-
ject protection (training instructions and link available on the IRB website). Approval will not be is-
sued until this requirement is met. If this is a VA study, answer the following question which is lo-
cated below the chart:

If this is a VA study, indicate who will be conducting the consent interview or obtaining consent
and explain the training provided.

The VA has the following requirement: “if someone other than the investigator will conduct the inter-
view or obtain consent, the investigator must formally delegate this responsibility and the person so
delegated must have received appropriate training to perform this activity.” Training must include
current IRB certification and protocol-specific training.

Note to VA researchers
The VA requires that you complete training every year. For more information, contact the VA
Administrative Office.

Study staff including the Principal
Investigator must have IRB educa-
tion completed before approval
can be granted.
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Question 5 and 6

The Objectives of the study are: Describe the purpose(s) of the study. Why are you conduct-
ing the research?

Summarize the study: Provide a brief description of the study. What is the study about? This
does not need to contain a summary of background literature. It should just summarize the study
itself.

Question T
a: ldentify the Participants: Check all that apply

The following populations require submission of an additional supplemental form with this applica-
tion available on the IRB website:

= Children/Minors

= Pregnant Women/Fetal Tissue/Placenta

= Prisoners

= Cognitively Impaired

b: ONLY ANSWER IF VA STUDY: If this is VA Study, will non-veterans be
Participating?
If using non-veterans, what is the rationale for using non-veterans in this study.

VA regulations state that non-veterans may be entered into VA approved research studies ONLY
when there are insufficient veterans available to complete the study. Substantiate why there are insuf-
ficient veterans to complete the research.

c: Does the list of participants for this study include vulnerable populations?
These are populations that are likely to be vulnerable to coercion or undue influence. For example:
children, prisoners, pregnant women, mentally disabled persons, or economically or educationally
disadvantaged persons

If ves, describe the additional safequards included in this study to protect the rights and wel-
fare of the participants.

Describe what extra safeguards you will do to make sure these participants considered to be part of a
vulnerable population are protected.

benefits of research will be fairly distrib-
uted. IRBs should consider the extent to
which a proposed subject population is al-

d: Describe how the selection of partici-
pants is equitable in relation to purpose of

the I’eseaI’Ch and the Set'[lnq in Wthh the ready burdened by poverty, i||ness7 poor
research will be conducted. education, or chronic disabilities in deciding
Explain the scientific justification for the selection whether they are a suitable subject popula-
of participants. If participants of certain gender, age, tion. One group of subjects should not be
groups, ethnic groups, socio-economic groups will asked always to bear the risks of research

be excluded, explain the scientific basis for the ex- for the benefit of others.

clusion. The requirement for an equitable selection EX: conducting a survey of only 2nd grade
of subjects helps ensure that the burdens and boys, explain why other grades and girls

will be excluded
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e: Describe the specific steps used to identify and/or contact prospective participants.
Include who will make the initial contact and how will the contact be made. For example: will a list be
provided?, will participants be called by phone?, etc. If there is contact with participants, but data about
living participants is to be used, state this clearly and indicate there will be no actual contact.

f: If applicable, describe how you have access to lists of potential participants
Indicate who will give you access to the lists. If not applicable, indicate “not applicable”.

q: Will you be using letters, scripts, or advertisements?

This includes letters that will be sent to anyone who is to be considered to be a potential participant in the
study, scripts of any kind and advertisements used to advertise the research to potential participants.
Provide a copy of any material with this application. In addition, the IRB must review and approve final
copies of all audio and videotapes prior to use. The IRB will review the final copy of all advertisements,
including print advertisements and audio/video tape for broadcast. If an advertisement is to be broadcast,
the IRB may review and approve the wording prior to taping. The approval of the final taped message
prepared from the IRB-approved text can be given through expedited review.

h: List criteria for inclusion and exclusion below or attach a copy of the criteria to
this narrative. Include populations that will be excluded and included in the research.

Ex: Exclusion: Minors under the age of 18, Inclusion: Adults over the age of 18

i: Explain the procedures that will be used to determine eligibility

How will you determine who is eligible to participate in the study? How will you know who can partici-
pate in the study? How will you know who can participate in the study?

Question 8

a: Will non-English speaking partici- = Who will be providing translation as
pants be consented? needed? Indicate the name of the person
providing translation services. This per-
son is considered study staff.

If enrolling populations whose first language is not
English, provide a copy of the consent in both ) .
English and the appropriate language. = Describe the translator’s qualifications

Indicate how this person is qualified to be

Department of Health and Human Services regula- a translator for the population chosen.

tions for the protection of human subjects require
that informed consent information be presented “in

language understandable to the subject” (45 CFR b: ONLY ANSWER IFEVASTUDY:
546.116 and 546.117). Will a VA consent form be required?
If ves, how will they be consented? Describe The only informed consent form the VA can
how the Non-English speaking participants will be recognize is the VA 10-1086 form. If yes,
consented. attach the completed VA 10-1086 form to

this narrative.
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c: Is a waiver or alteration of consent process or a waiver or alteration of consent docu-
mentation being requested? This is asking if you are requesting a Waiver or Alteration of Require-
ment to Obtain Informed Consent (which means no informed consent will be obtained from participants) or
a Waiver of Requirement for Written Documentation of informed Consent (which means you are required
to obtain consent, but not required to obtain the participants’ sugnature)

If the answer to this question is “Yes”, then a justification must be provided. The samples provided below are
guides for you to use. Keep in mind that the answers given will be protocol specific. Your request for a waiver
does not guarantee you will be granted the waiver because the IRB makes the final determination.

Approval for a Waiver or Alteration of Requirement to Obtain Informed Consent could be granted under
[45 CFR 46. 116(c)] or [45 CFR 46. 116(d)] .
¢ A sample for category [45 CFR 46. 116(d)] is provided:

The research involves no more than minimal risk to the participants because (state your reason here). The
waiver or alteration will not adversely affect the rights and welfare of the subjects because (state your rea-
son here). The research could not practicably be carried out without a waiver or alteration because (state
your reason here) and providing participants additional pertinent information after participation is not ap-
propriate because (state your reason here).

Approval for a Waiver of Requirement for Written Documentation of informed Consent could be granted
under [45 CFR 46. 117(c)(1)] or [45 CFR 46. 117(c)(2)]

0 A sample for category [45 CFR 46. 117(c)(1)] is provided:

The only record linking the participants and the research would be the consent document because (state
your reason here). The principal risk would be potential harm resulting from breach of confidentiality be-
cause (state your reason here). Each participant will be asked whether he or she wants documentation
linking the participant with the research, and the participant’s wishes will govern (If this determination is
made, the PI must submit an Informed Consent Document to be used for this purpose)

0 A sample for category [45 CFR 46. 117(c)(2)] is provided:

The research involves no more than minimal risk to the participants because (state your reason here) and
the research involves no procedures from which written consent is normally required outside of the re-
search context because (state your reason here). TIP: Sample Plan located at www.etsu.edu/irb. Scroll
down to “Waivers” and click on “Click here for sample plan”. If using this sample letter, make sure to
write it specifically for your research.

d: Are you requesting permission for consent by legally authorized representative? This
question is asking if you are proposing to obtain permission from the legally authorize representative of the
participants you are enrolling.

If yes, what is the rationale for this request?

If “yes’, the IRB must approve enrollment of participants based on the permission of a legally authorized rep-
resentative LAR) before enrollment of participants using LAR can begin.

Page 6
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e:Who will be obtaining informed consent? This question is asking which members of the
study staff will be going through the consent process with the participants. If a waiver is being requested,
&%E state that here.

t Note: This person must be a member of study staff listed in question 4 and must have completed
IRB education requirements.

f:Will the person obtaining consent have an existing relationship with the partici-

pant? This question is asking if the person or persons mentioned in question 8e have an existing rela-
tionship with the participants they are enrolling.

If yes, describe the relationship and how you will protect against undue influence or coercion.

This can include but not limited to: physician/patient, teacher/student, coach/athlete, lawyer/defendant,
etc. This is to make sure undue influence or coercion are not present.

g:Describe the timing of the consent process and any waiting period between discus-

sion and consent. Explain the timing between the time you discuss the study with the participant and
the time they make their decision to participate or not participate.

The participants should be given sufficient time to make a decision on whether they want to participate
or not. The participants should never feel coerced to participate because of lack of time in the process.
However, there are times when situations warrant that a decision be made quickly. Ex: Cancer study.

h:Are there any anticipated circumstances under which the participant will be re-
moved from the research by the investigator without the participant’s consent?

Do you anticipate removing the participant for any reason without their consent?

/@ |f yes, list those circumstances

Note: The participants must be notified about the possibility of them being removed from the study
for any reason by adding this information to the letter to participants or the informed consent document
that will be given to participants.

EX: no longer in the best interest of the participant; fails to follow protocol, etc.

Question 9

Describe what procedures the participant will be required to do. Describe what the par-
ticipants are expected to do once enrolled in the study. Examples: complete a survey/questionnaire, at-
tend an interview, attend a conference/workshop, etc.

Question 10

Specific risks to participants This is asking you to describe any risks to participants if they are en-
rolled in the research. Be sure to consider physical, psychological, economical, social and legal risks.
If there are none, then say so. Do not indicate NA.

LoW

VS.
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Question 11

a:How does this study use procedures which are consistent with sound research de-
sign and which do not unnecessarily expose participants to risks?
This is asking how the procedures and design of your study are minimizing the potential risks to partici-

pants. Be sure to consider physical, psychological, economical, social and legal risks. Can alternative or
fewer procedures answer the scientific question and reduce the likelihood or magnitude of harm?

b:When appropriate, how does this study use procedures already being performed
on the participant for diagnostic or treatment purposes?
Are procedures that can answer the scientific question being done anyway? If so, can the data from those

procedures be used to reduce the likelihood or magnitude of harm? If none are being done, then state
that.

Example: analyzing blood samples. Have participants had blood samples already taken from another
procedure that can be used in the research?

c: Is the research more than minimal risk? If yes, does the research involve an inter-
vention?

If yes to both guestions above, is there a data safety monitoring committee ‘@ﬁﬁ
., Or board to review the study for safety? .

&%: If yes, describe the timing of reviews and reports and planned interim analysis.

If no, provide a general description of the data and safety monitoring plan.

Definition of Minimal Risk: Minimal risk means that the probability and magnitude of harm or discomfort antici-
pated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the
performance of routine physical or psychological examinations or tests.

Note: Sample Plan located at www.etsu.edu/irb. Scroll down to “Data and Safety Monitoring Plans” and
click on “Click here for sample plan”. You can make the initial evaluation but the IRB makes the final
determination of risk level.

Question 12

a: Describe the benefits to participants.
What are the potential benefits to participants or society as a whole if this study is conducted?
lﬁ Note: Include information about payment to participants or extra credit in question #13

Page 8
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b: Describe how the risks to participants are reasonable in relationship to antici-
pated benefits, if any, to participants, and the importance of the knowledge that may
reasonably be expected to result. In evaluating this information, the IRB will consider if the im-
portance of the research aims is clear and if the research is likely to achieve its proposed aims. Physical,
psychological, social, economic and legal risks must be considered. This question is looking for the va-
lidity of the study. The IRB must determine the following:

= The likelihood and magnitude of the risks and potential benefits, and understand the importance of
the knowledge reasonably expected to result.

= the range of harm, including physical, social, economic, psychological, and legal harm.

= the range of benefit. Benefit can take the form of therapy, education, information, resources or em-
powerment. The benefits can be directed at participants or their community as a whole.

= The validity of research design must be taken into consideration in determining the risk benefit ratio.
= What is the importance of the knowledge expected to result from the research?

B. When answering this question, consider the following:

= Risks to participants; Narrative question # 10

= Benefits to participants; Narrative question # 12

= The importance of the knowledge that may be expected to result; Narrative question #5

Question 13

Describe any payments being offered, including method and timing.
Mention any payments being offered, and the method and timing in which the participants will
be paid.

_Note: When participants must provide their name, address and social security number in
@ order for them to get paid by check, this information must be disclosed in the informed con-
sent document or letter to participants. This is always the case when issued by ETSU.

Describe how the payments are considered reasonable and commensurate with the
expected contributions of the participant, and how the payments do not constitute

undue influence or pressure.

This question is asking how the payment is considered appropriate to the expected contributions of the

participants in the research. This question is also asking how the payment you are offering will not pres-
sure the participants to get involved in the research.

Examples:

= Economically disadvantaged participants might be pressured to participate if offered a considerable
amount because they see it as a means of feeding their family or paying off bills.

If extra class credit is being offered, an alternative to participating in the research must be offered.

Describe the alternatives available for earning extra class credit.

Page 9
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Question 14

Will there be any additional costs to the participant that may result from participa-
tion in this research? If yes, describe those costs. If no, then move on to question 15. 2

This information must be added in the informed consent document or letter to participants.

Question 15
This 1s different than Confidentiality

Describe how the privacy of participants will be protected.

Privacy refers to the person rather than the data. Consider issues such as whether the participants will be
comfortable in the research setting when completing a survey, questionnaire or being interviewed and
whether the participants will think the information being sought is any of the investigator’s business. Ex-
amples:

= When participants are completing a paper survey or questionnaire or undergoing a physical exam, will
the participants be in a private room? If not, how is their privacy maintained while completing the
survey or questionnaire?

= When participants are completing online surveys or questionnaires, will they be completing them in a
place of their choice?

Question 16
This 1s different than Privacy

a:How will research data be recorded and maintained?

Are you recording identifiable information? How will you be maintaining the data
collected during the course of the research?

What safequards are in place to ensure confidentiality?
E.g. locking computer, logging off the computer after use, password protected com-
puter access, locked office or storage cabinet)

Page 10
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b: Who will have access to the research information? List any person or persons, organiza-
tions, study staff that will have or may have access to the research information.

Always add:

= DHHS- Department of Health and Human Services

= Study Personnel (list of people from question 4)

Choose one of the following boards:

= ETSU/VA IRB- for medical research

= ETSU IRB for non-medical research

Include the following if conducting a VA study:

= VA Research and Development, if VA study

= GAO, - Government Accounting Office, if VA study
= ORO- Office of Research Oversight, if VA Study

Include the following if conducting a study involving an investigational drug or device or if data

from this study will be reported to the FDA:

= FDA- Food and Drug Administration, if FDA regulated drug or device study or includes data being
submitted to the FDA

= Add, if applicable: Sponsor, if any

c: If identifiable information is to be retained, explain why it is necessary to the re-

search to retain this identifying information.
If the research requires that you retain identifiable information (information that can possibly identify
who the participants are), then an explanation must be given as to why this is important to the research.

d: Describe how the confidentiality of participants will be assured
How will the information obtained from the participants be protected?

= Include a description of any issues specific to the study that might increase the

risk of loss of confidentiality Is there anything specific that might increase the
possibility of loss of confidentiality?

— |If codes will be used to protect identities, describe how codes will be

generated and who will have access to the codes. What kind of code system  f; i 019,
will you be using to protect identities of the participants. 1079, $00¢

0
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e: Will the data be electronically or physically sent to another location?

If yes, describe the provisions for transporting the data securely. How is the data going to be trans-
ported securely from one place to the other.
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f: Does the protocol involve the use of identifiable data?

If yes, describe the provisions to destroy the identifiable data once it is no longer needed. Once the
data is no longer needed , how is this data going to be destroyed?

Include provisions for secure destruction of electronic files. If you have electronic files, how are those
files going to be destroyed?

g: Where will records be stored for the required period of 5 years?

Indicate where all the records will be stored after study is completed for the required
number of years. Indicate a physical address.

h: Does this study include the use of audio or video taping? Yes or No
If yes, answer the following guestions:
— Describe how the audio/videotapes will be stored.

— Describe how the tapes will be disposed of when the research is
complete.

S

Question 17

Provide a bibliographic listing of pertinent literature.

This shows what you are basing the proposed study on and provides references for the IRB members
when reviewing the study.
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IRB Staff

Janine Richardson, OPHRS Director
423- 439-6054
richardf@etsu.edu

Teresa Doty, IRB Coordinator (Medical)
423-439-6055
doty@etsu.edu

Aracelis Vasquez, IRB Coordinator (Campus)
423~ 439-6002
vasqueza@etsu.edu

Beth Aimee Every, IRB Secretary
423-439-6053
every@etsu.edu

VA Administrative Staff

Owen Murnane, M.D.
Associate Chief of Staff for Research
423-979-2859
Owen,Murnane@va.gov

Paul Williamson
VA Administrative Officer
423-979-2662
Paul.williamson@va.gov

Sharon Neas
Research Administrative Assistant
423-979-2859
Sharon.neas@med.va.gov
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The Office for the Protection of Human Research Subjects

PO Box 70565, Johnson City, TN 37614

Phone: (423) 439-6053 Fax: (423) 439-6060

APW/ 2007 3- Medical Board Meeting
5— Campus Board meeting
Sun Mon Tue Wed Thu Fri Sat
6— ETSU Closed
! 2 3 4 > 6 ! 9- Deadline to submit initial full reviews and
continuation review for studies that expire in June
8 9 10 11 12 13 14 2007
15 16 17 18 19 20 21
22 23 24 25 26 27 28
29 30
We’re on the web
www.etsu.edu/irb
May 2007
Sun Mon Tue Wed Thu Fri Sat 1- Medical Board Meeting
1 2 3 4 5 3- Campus Board meeting
14— Deadline to submit initial full reviews and
6 7 8 9 10 1 12 continuation review for studies that expire in June
2007
28- ETSU CLOSED
13 14 15 16 17 18 19
20 21 22 23 24 25 26
27 28 29 30 31
Other Issues available on the IRB website for your information
= November 2005: Who is AAHRPP? 9
= December 2005: approval Criteria/New Narrative template 3 I
= January 2006: Informed Consent Process (\{ :
= February 2006: VVulnerable Populations
= March 2006: VA Submission
= April 2006: Conflict of Interest
= May 2006: Investigational Drug/Device
= June 2006: After Approval Overview’
= July 2006: Approval Process, Narrative Question of the Month, Required Elements for ICD, Addi-

U

tional Required Elements, and Additional Required Elements from the VA
August 2006: Definition of Research according to DHHS and FDA, Form 129, Narrative Question
of the Month



