Office of the Assistant Secretary of Defense (Health Affairs)/Defense Health Agency HRPP @ DHA=

DHA Non-Exempt Human Subject Research Protocol Submission

(You may need to click “Enable Editing” on the yellow bar above in order to complete this template)

Full Study
Title:

Institution:

1.0 Study Contacts

Principal Investigator (Pl) Government Project Manager (if different from PI)
Name/Rank/Degree: Name/Rank/Degree:
Title: Title: Ab
Institution: Institution: éw ;\\
Phone Number: Phone Number'\Q < Q\
Email Address: Email Addr N N
Fax Number: Fax Nur&@q‘ 2 g 5

2.0 Key Study Personnel (if more space is needed, then cﬁ@h G%IOHG/ po? the end of the application)
) (0]

Inve or ( ther Study Contacts, along with a
sibifi '&Ney personnel are persons who have direct
aor, 'me ¢

a. List all key study personnel including the Pri
brief statement of their study role(s) and r,
contact with subjects or their identifia}@

Key Study Personnel . ('5\ j ,\ M Roles and Responsibilities

Name: &%\'St @ole s*)\\‘
Affiliated Institute: \\Q ~¢§§yons_}a\@s
Name:

@ Stu%
Affiliated Institute: \(\\ S|b|I|t|es:

Name: .\\Q'v c@fudy Role(s):
Affiliated Institute: Q\ P‘\Q‘ Responsibilities:

Name: & N Study Role(s):
Affiliated Institute: (\0 Responsibilities:
Name: @“ Study Role(s):
Affiliated Institute: ?‘Q Responsibilities:
Name: ~ Study Role(s):
Affiliated Institute: Responsibilities:
Name: Study Role(s):
Affiliated Institute: Responsibilities:
Name: Study Role(s):
Affiliated Institute: Responsibilities:

b. If this study is greater than minimal risk, then a Medical Monitor must be identified: | | Not Applicable: [ ]
Name:

Affiliated Institute:
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3.0 Scientific Review (Documentation of scientific review is required before final approval will be granted)
[ ] completed [ ] Review is Pending [ ] Washington Headquarters Service Review (surveys)
4.0 Letter of Support (For studies undertaken at military units, has a letter of support been obtained from each
installation’s/unit’s commander?)
[ ] Yes [ ] No [ ] pending [ ] Not Applicable
5.0 Location of Study:
6.0 Project Background:
¢ Literature Review
++ Rationale for conducting the study A
@\)
o D
7.0 Research Purpose and Objective(s): R4 A\
+» Why is the study being conducted? Nd @\\.
+*» What is/are the proposed outcome(s)? K@ @
* Might the outcomes inform policy? R @ @)
-
8.0 Selection and Recruitment of Subjects: AN\ AN
+» Who will be your subjects? Q\ ) Y ."’
NS
+» How many will be in the study? *\O / @
+» Where will you get your subjects?
+» How will they be contacted/re
+  When recruiting subJectsf he research stud ﬂ&)llowmg must be addressed in the letter or flyer (Note:
Please attach a copy o% cruitment lett fIyer)
+»+» Describe the basic esign /
1. Whatisth %JSG of the pro&\e'
2. What make\the subject a g{ didate for the project? Explain why he/she was picked (random
selection, etc.)
3. What will the subject ne@to do, (explain the time commitment requirement). (This does not have to be
a long explanation; I@v&ver, enough information must be provided so that each individual has a basic
understanding. &)(ample, simply ask them to call for more information.)
Will the subject B paid? If so, then what are the criteria for payment?
5. Explain that participating in research is voluntary. It will not affect TRICARE benefits for which the
subject is eligible.
9.0 Procedure and Methodology:

K/
0’0

K/
0’0

Description of exactly what you are going to do
Provide a synopsis of the day-in-the-life of a subject
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10.0 Involvement of Other Institutions/Agencies: (There are times when several Institutions/Agencies are involved
in a project. In this section, please indicate the following)

7
°

Provide the name and contact information (e.g., address, phone number) for each subject that is participating
in the project

7
°

Provide a detailed description of each Institution’s/Agency’s role in the project (e.g., One Institution/Agency
may be the one that conducts a survey; another may conduct analysis.)

% If no other Institutions/Agencies are involved, then check “Not Applicable”

[ ] Not Applicable (there will not be any other Institutions/Agencies involved)
Otherwise, please provide requested information on other Institutions/Agencies:

11.0 Experimental Design and Data Analysis:

O
x@ A

Cn
12.0 Risks and Data Protection (Each of these items must be addresseQQ)J R &‘

12.1 Risks: RS
12.2.1 What are the potential risks of the research (non- sub;ec@*ﬁ%d)? (%

12.2.2 What are the risks to the subjects? @ QY
S

X, P\
12.2.3 What procedures are in place to minimize r_@ D <N

A A\ \A\‘

12.2.4 How will you protect the confidentialiﬂc}reseﬁ‘hata "\~°

\‘
12.2.5 If the project requires access to ?\ datab@e (Mll&re ;ealth Service Data Repository (MDR) or M2),
how will you get access to th ill the rnment Project Manager facilitate getting the

data? A\
N4
12.2.6 How will data be tr@ntted from and/(ﬂ the data source?

R Q

AN Q
12.2 Data Protecti&( 6
12.2.7 If using sensitive personal i nation such as health information or social security numbers, complete
all questions in this secti ease note that removing name and social security number does not mean

that the dataset is "dq?j,entified.")

[ ] Not Applicabl&h\e'ck here if you will not be using sensitive personal information.)

12.2.8 How will you prot;t the information? (Will the data be password protected? Will the data be stored in a
secured filing cabinet/office? Who will have access to the data?)

12.2.9 How will the data be displayed/reported? (Will the data be presented only in aggregate form? What is
the procedure for dealing with a small sample size?)

12.2.10 How will the privacy and confidentiality of subjects be protected?

13.0 Bibliography:
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14.0 Informed Consent: Attach a copy of any written informed consent document used for the protocol and ensure
that it includes the information in this section.

14.1.1 Consent to Participate in a Research Study

B

* A statement that the study involves research

53

o4

All medical terms and complex sentences presented in simple terms for the average layperson to understand
(i.e., typically considered the 8th grade level of comprehension)

14.1.2 Purpose of the Research Study

+»* An explanation of the purposes of the research study in layman’s terms.

14.1.3 Procedures

7

7

2

The expected duration of the subject’s participation

+» A description of any procedures that are experimental

+»+ A description of any unforeseeable risks or discomforts to the subject .

+» A description of any benefits to the subject or to others that may re Iy be expect \m the research

+»+ Adisclosure of appropriate alternative procedures or courses of ent, if any, th\ ight be
advantageous to the subject

14.1.4 Risks /'\\"

+* Risks associated with this study are minimal. Discus %nsk and effor tigate the risks

14.1.5 Benefits (03 A o AN

+«»  Will the subject be paid? If so, then when arQhow m@V bhng paid, then provide statements to that
effect

’\00 A,‘& {’\\\0

14.1.6 Confidentiality & YV x>

+ A statement describing the e Q’} an}% h|Wentiality of records identifying the subject will be
maintained, and that notes é%OSSIblll at thiA\D.S. Food and Drug Administration (FDA) may inspect the
records “\ ‘

14.1.7 Contacts for A&q@al Assistance A(b:

£ X4

*,

. W - . . . , .
An explanatio Whom to contact&nswers to pertinent questions about the research subjects’ rights,
and whom to contact in the eveﬁn\o a research-related injury to the subject

O

If you (the research subject) hav udstions concerning your rights as a research subject, or if you have any

complaints about your treatgh( hile participating in this study, then you can contact:
)

Contact Information for the Principal Office of the Assistant Secretary of Defense (Health Affairs) (OASD
Investigator (HA))/DHA Contact Information
OASD (HA)

Defense Health Agency

Human Subjects Research Protections
7700 Arlington Boulevard, Suite 5101
Falls Church, VA 22042
703-681-1135
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14.1.8 Voluntary Participation

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

Entering a research study is voluntary. Anyone who is asked to be in a research study may say no. No one has to
become a research subject. If you start a research study, you may stop at any time. You do not have to give a reason.
No one can discriminate against you or treat you differently if you choose not to be in a research study or later decide
to stop your participation.

14.1.9 Signature and Date Requirements

+* Research subject and the person explaining consent must sign, print full names and date the consent
document

7

+* Include above the signature block a statement such as the following: A

above. All of my questions were answered to my satisfaction. | will receive a f this form for

i i i i i jghed and dated@g
my records. X

| have read this form and its contents were explained. | agree to be in this rese;r@&dy for the p{zoses listed

N/ \\‘
Signature KQO‘

All information provided in this Research Protocol and accompanymg@hments are complete and
accurate. | understand that this document is bindi d will he benefit of the Principal
Investigator of the above-referenced research projeﬁi his/ spe uccessors and/or assigns.

In accordance with DoD 8520.02, only Principal I@(igat ith a.? mon Access Card (CAC) may provide an

electronic signature as permitted on this te te. It iesh\ffy®U complete the template, save it as a PDF
and then add the CAC digital signature i @e space pyovide r Principal Investigators who do not have a
CAC, please print the completed applioév, proyi hangwNtten signature, and scan the document so that it

may be attached to an email for sub@ ion\Q

@ /
NI <
RN 7,9
Signature of the Prine\Tnvestigator 60 Date

K -
S\(')
Y\®

Printed Name of the Prin@l Investigator Title/Rank
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