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

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

Submission Date: (Submit completed template to dha.ncr.dha-cs-mgt.mbx.hrpp@mail.mil)

Note: Instructions for completion can be found on page 5 of the blank template

1. Full Study Title

2. Principal Investigator
Name (include rank) Title
Affiliation (vendor, command, installation, etc.)

Work email Work phone

3. Government Project Manager
Name (include rank) Title

Affiliation (vendor, command, installation, etc.)

Work email Work phone
4. Training Attestation Yes | No
Have all investigators and key personnel completed the required CITI training within the past three (3) |:| |:|

years? (we do not accept the CITI refresher training)

5. Financial Conflicts of Interest Yes | No

Does any investigator (including Pl and associate investigators), key personnel, or their immediate family |:| |:|
members have a financial interest (including salary or other payments for services, equity interests, or
intellectual property rights) that would reasonably appear to be affected by the research, or a financial
interest in any entity whose financial interests would reasonably appear to be affected by the research?

6. Funding or Other Support

Is the research funded, or has funding been requested?

O|a|s
||z

Is any support other than monetary (e.g., materials, equipment) being provided for this study?

7. Location of the Research

Location name or description
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8. Screening Questions Yes

Will the research expose participants to discomfort or distress beyond that normally encountered in
daily life?

Could disclosure of participants’ responses outside the research reasonably place participants at risk of
criminal or civil liability or be damaging to participants’ financial standing, employability or reputation?

Does any part of the research require deception or incomplete disclosure of information to participants?

Will prisoners (or their data and/or specimens) be participants in this research?

For studies proposed under Category 1, will the research be conducted outside of commonly accepted
educational settings or deviate from normal educational practices?

For research proposed under Category 2, will the research involve surveys or interview procedures with
children?

For research proposed under Category 2, will the research involve observations of the public behavior of
children, during which an investigator participates in the activities being observed?

For research proposed under Category 4, will any of the data, documents, records or biological
specimens be collected or created after the date of this application for exemption?

O O O O god O o
Ol O O 4 god O 4dis

For research proposed under Category 4, will any of the information obtained from private sources of
data, documents, records or biological specimens be recorded by an investigator in such a manner that
participants could be identified directly or through identifiers linked to the participants?

[

For research proposed under Categories 1-5, is the research subject to FDA Regulations? |:|

If you checked YES to ANY of the questions above, then your research is NOT EXEMPT from IRB review. Do not

complete this template. \ _ ol
>» > K

9. Research Methods and Activities (Check all that apply. Attach a copy t}materia/s to be used)

[] Audio, video, digital or image recording [] Record review (which may include PHI)
|:| Existing data, not publicly available |:| Bio-specimens (must be existing at time of application
[] Existing data, publicly available [] Surveys, questionnaires or interviews (one-on-one)
|:| Focus groups |:| Surveys, questionnaires or interviews (group)
|:| Internet or email data collection |:| Taste testing
[] Observation of participants (including field notes) [] other (specify):
[] oral history (dges not include medicas@ory)
X PN

10.Summary of the Research

Briefly (300 words or less) summarize the purpose and procedures of the proposed activity, preferably in non-
technical language:

Describe how the proposed research meets the criteria for exemption. Reference the exemption categories (see
instruction sheet) and the categories’ corresponding criteria:

Provide the estimated start and end dates of the project:  Start: End:
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11.Participant Population Demographics | Specify age range of possible participants to years of age
[ ] Adults [] Non-English speaking

[] children (<18 years) [] Unknown (e.g., secondary analysis — de-identified)
|:| Active Duty |:| Pregnant women, human fetuses, neonates

[] Prisoners [] Other (specify):

12. Participant Identification, Recruitment and Selection

Describe how potential participants will be identified (e.g., advertising, record review, personal contact). Explain how
investigators will gain access to this population:

Describe the recruitment process, including the setting in which recruitment will take place. Explain how the process
respects potential participants’ privacy. Include how undue command influence will be avoided (when applicable).
Provide copies of proposed recruitment materials with this submission.

%) -
,,03‘ &

. . . J A
13.Incentives to Participate Yes | No

Will participants receive compensation or other incentives to participate in this study? HERN

If “yes”, then describe the incentives, including the amount and timing of all payments:

14.Informed Consent Process

Indicate the consent process(es) and document(s) to be used in this study. Check all that apply. Provide copies of the
documents as applicable.

|:| Informed Consent — Form |:| Parental Permission — Form

[ ] Informed Consent — Verbal Script/Online/Unsigned [] Parental Permission — Verbal Script/Online/Unsigned

[ ] Assent — Form [ ] Translated Consent/Assent —Form(s), Script(s) etc.
(provide English version only)

[] Assent — Verbal/Online/Unsigned [] other (specify):

[ ] Not Applicable (existing data or bio-specimens)

Describe the consent process. Explain when and where consent will be obtained and how subjects and/or their legally
authorized representatives will be provided with sufficient opportunity to consider participation. (or [_] N/A)

15. Privacy of Participants

Describe the provisions to protect the privacy interests of participants. Include the circumstances and nature of
information to be obtained, taking into account factors (e.g., age, gender ethnicity, rank, etc.) that may influence
participants’ expectations of privacy.

Does the study require access to personally identifiable information (PII)? | []Yes | [ ]No

If “Yes”, then describe the Pll involved in the study. List the information source(s) (e.g., educational records, medical
records, surveys, databases)
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16. Confidentiality of Data

Explain how information is handled, including storage, security measures (as necessary), transported and who will
have access to the information. Include both electronic and hard copy records.

Indicate what will happen to the identifiable data at the end of the study. Study-related records should be retained
for a period of at least three years (other Regulations may require longer retention periods) after the study has been
discontinued.

|:| Identifiers will be permanently removed from the data and destroyed (de-identified)
[] Identifiable/coded (linked) data will be retained
[] Identifiable data will not be collected

17.HIPAA Research Authorization

Will individually identifiable Protected Health Information (PHI) subject to the HIPAA Privacy Rule requirements be
accessed, used or disclosed in this study?

|:| No

[] Yes (check all that apply below)
|:| Written Authorization (provide a copy of the Authorization Form)
[] Partial Waiver (recruitment purposes only)
[ ] Full Waiver (entire study duration)
[] Alteration (written documentation)
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Instructions for Completing the Request for Exempt Determination Review

As with all other requests submitted to the OASD(HA) and DHA Human Research Protection Program
Office, Requests for Exempt Determination Review must be submitted via email to dha.ncr.dha-cs-
mgt.mbx.hrpp@mail.mil.

1. Project Title: self-explanatory
2. Principal Investigator: self-explanatory
3. Government Project Manager: self-explanatory

4. Training Attestation: Proof of human subject research protection progrg&q (HRPP) training within the
past 3 years for all researchers and the government project manager, . Obtain tral ing through
CITI (http://www.citiprogram.org/). Register under the “Office of nder Secretar efense

d by your mstlt@ then you

(Personnel and Readiness)." If you have completed training pr,
need only complete the CITI Training Module titled: Non-D earcher Trainipg\equirements

Note - OUSD(P&R) is under “0” for “Office.” Q)

Most will need to take the Social and Behavioral He nvestigators r@es. Because of the
particularly vulnerable nature of the DoD pop o NOT ac@ resher training in lieu of
completing the full course &

5. Financial Conflicts of Interest: seIf—ex%§y® \Q.\~

6. Funding or Other Support: self@énax\@ §\®

7. Location of Research: i the phy5|cal lo n(s) at which the research will be conducted,
including mstallatlon e, command, @tment university campus, etc. Building name/number,

city, state, zip co% also expected, ,

0&
8. Screening (@stions: respond téch guestion as it relates to the study design. Refer to the exempt
categories for information ht criteria for each.

9. Research Methods ar@ttivities: self-explanatory

10. Summary of Research: whenever possible, stay within the word restriction and use non-technical
language. Be sure not to miss the space for indicating estimated start and end dates for the study.

11. Participant Population Demographics: self-explanatory (be sure to note age range where asked)

12. Participant Identification, Recruitment and Selection: self-explanatory
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Instructions for Completing the Request for Exempt Determination Review, continued
13. Incentives to Participate: self-explanatory
14. Informed Consent Process: self-explanatory (be certain to provide copies of consent documents)
15. Privacy of Participants: recognize the particularly vulnerable nature of the DoD/Active Duty population

16. Confidentiality of Data: breaches of data that include Personally Identifiable Information (PIl) and/or
Protected Health Information (PHI) are serious violations of the trust placed in investigators by the
subjects of research studies. The Department of Defense has policies regarding the protection of PII
and PHI in all forms (paper, electronic, at rest, while in transit, etc.). Explain how the data in your
possession will be protected at all times. b

17. HIPAA Research Authorization: refer to the HIPAA Privacy Rule st st as describe ‘\OD 6025.18-
R and select the appropriate choice from the list of values. o@
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