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iStar support and clarification for exempt medical records and specimen studies.
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Who should use this document?
This document was designed for student researchers who are conducting exempt studies using medical records or specimens only.

What does this document contain?
This document contains tips for filling out the iStar IRB application and links to applicable supplemental materials.

Is this document applicable for all student research studies?
No. Please read all the iStar questions carefully when you are filling out your IRB application. 

How should I start?
Please review the “Getting Started” page on the Human Research Protection Program website.

What other information should I have ready when I start the IRB application process?
1. You should have a DHS employee ID for either yourself or your faculty advisor.  (At a minimum, one investigator must have either an active “C” or “E” number with DHS).

2. If you getting data from USC/Keck Clinical Data Warehouse, you will need “query ID number” for your iStar application. 

3. Please also have your protocol filled out and ready to be attached. You will find the USC Medical Records and Specimens ONLY Protocol on the HRPP website.

What do I do if I still have questions after I review all information?
Please send an email to hrpp@usc.edu.
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[bookmark: _Toc145953960]Create New Study
Be sure to review the “Getting Started” page on the HRPP website.
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[image: ] Pro Tip: In section 1.4 please address all of the points listed as applicable. Please note that there should not be an intervention nor follow-up since there will be no interaction with human participants and records only.
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Add your name as PI.
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Faculty advisor will be chosen next.
[bookmark: _Toc142497925][bookmark: _Toc145953963]Section 2.2 & 2.5
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If you are doing student research, you will chose “Doctoral Dissertation Committee”.
[bookmark: _Toc145953964]Section 4: Funding
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Most students do not have funding. Please carefully review the questions and make the appropriate choice.
[bookmark: _Toc142497927]

Section 5: Type of Study Review

[image: ]Pro Tip: Since you do not usually have a sponsor for student research you do not need to attach anything to 5.3.

You will be able to determine your “level of review” by reviewing this information on the website. Most student research is “exempt.”

Please add your protocol to section 5.2. You will find the protocol for medical records and specimens on the HRPP website.
[bookmark: _Toc145953966]Section 6: Study Locations
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Please chose all applicable sites.
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Depending on what you chose above, additional options will ‘pop up’. 
Pro Tip: If there is no ‘room’ you may leave 6a.2 blank.


[image: ]One investigator must have “C” or “E” number. This is usually the faculty.

6a.4 – 6a.4.3 -Please chose as notated above.
[bookmark: _Toc145953967]Section 9. Methods and Procedures
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Please note that the box selection in 9.1 will generate additional options that will need to be addressed. See below. Please note that most student research is: Secondary Analysis: This study involves use of data/specimens that have been or will be collected/generated for non-research purposes.
[bookmark: _Toc145953968]Section 13. Methods and Procedures
Pro Tip: If you click yes in 13.1 please fill out the ‘certification request’, as it will be needed.

[image: ]You do not need to attach anything to section 13.2.

Please answer 13.3 including what variables you are analyzing in the patient charts, and the timeline of data analysis.


[bookmark: _Toc145953969]Section 22. Special Subject Populations
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For patient charts/specimens only choose None of the above. 
[bookmark: _Toc145953970]Section 26. Participant Privacy and Data Confidentiality
[bookmark: _Toc145953971]26.1
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Select all that apply. Please carefully review and answer all applicable questions.
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[bookmark: _Toc145953972]26.3
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Please answer all questions and check all options as applicable.
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Section 35. HIPPA
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[image: ]Pro Tip: You do not need to attach anything to 35.3.
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Please note that since you are looking at medical records or specimens, you will ask for a Full Waiver of HIPPA Authorization.
Section 37. Decedent Research
[image: ]
This section has populated because earlier (section 13) we chose “yes”.
[bookmark: _Toc145953975]Section 38.
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This section populates because “Full HIPPA Waiver” was chosen. Please carefully review choices.
Section 39. Conflict of Interest Information
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Section 40. Additional Supporting Documents
[image: ]
If you have decedent information (the Certification Request), please attach it to section 40.1.
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Certification Form Example: (if necessary, see Step 13), that will be uploaded to 40.1.
Section 42: Clinical Data Warehouse
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This section is populated because of the prior selections made in section 13.
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Please check all boxes applicable to you study.
Section 50. Required Approvals
[image: ]
Please fill out 50a.2 as applicable; it is often blank for student researchers.
[bookmark: _Toc145953980]Section 99. Submit 
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A To ensure all submissions to the USC IRBs are reviewed efficiently and thoroughly, we offer the following guidelines. Follow them carefully
Submissions that do not adhere to the basic guidelines described below will be returned without review.

For questions and clarifications to the guidance, please contact the IRB atirb@usc.edu. Please click here to view the IRB Submission Guidelines.

IRB Studies: Response Required

Co-Investigators are required to sign off on studies. Please run the "Agree to Participate in Study” activity to sign off.

E-Signature Status Protocol Flags ID Name Principal Investigator Submission Type My Activities Date Last Modified Project State

No data to display.

Amendments: Response Required
Co-Investigators are required to sign off on studies. Please run the "Agree to Participate in Study” activity to sign off.
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“ Type of Submission

@ Research Protocol or Study on Human Subjects

O Use of Humanit

Use Device (Not Research)
O Grant/Contract Only
O Rely on another IRB (Ceded)

Q Right To Try

Clear
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1.2. " Full Title of Research Protocol
Student Medical Record Study

Z

13. * Short Title
Student Medical Record Study \

1.4. " Abstract: Provide a simple explanation of the study and briefly address (in 1 to 2 sentences) each of the following points: rationale; intervention; objectives or purpose; study population or sample characteristics; study
methodology; description of study arms (if appropriate); study endpoints or outcomes; follow-up; statistics and plans for analysis.

The purpose of this study is to identify..........

2

1.5. s this a clinical trial? [The NIH defines a clinical trial as a prospective research study to evaluate the effects of one or more interventions on health-related biomedical or behavioral outcomes.]
QO Yes @ No Clear

16. * Select which IRB you are requesting review from: @
@ USC - Biomedical IRB

O USC - Social Behavioral IRB

O CHLA- Insitutional Review Board (CHLA)
Clear

Select "USC - Biomedical” if you are conducting biomedical research activities which fall under FDA jurisdiction (drugs, devices, etc.).
Select USC - Social Behaviralfyou re conducting ocial bshaioral esearch
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2. Study Personnel

2.1. Study Personnel and their roles:
Last Lame FirstName O

There are no items to display

+ Add
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Study Staff Person

Please complete the fields below and click 'OK’ when done. Please note that every application must contain one and only one Principal Investigator. You may also select only one Study Contact Person. There can be

as many Co-Investigators or staff with other roles as you need.

21,
* Staff Person: @ Mark Sustayta | *== @
“* Study Role: Principal Investigator
* Will obtain participants' informed consent: QO Yes @ No Clear

* Will interact or intervene with research participants: () Yes @ No Clear

.. Will obtain identifiable data or information about the @ Yes O No Clear
participants solely for the purposes of the research:

* Required
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Study Staff Person

Please complete the fields below and click "OK’ when done. Please note that every apy
as many Co-Investigators or staff with other roles as you need.

ion must contain one and only one Principal Investigator. You may also select only one Study Contact Person. There can be

21.

* Staff Person: @ Julie Slayton |+« | €
* Study Role: Faculty Advisor v
“ Will obtain participants’ informed consent: Q Yes @ No Clea

interact or intervene with research participants: () Yes @ No Clear

- Will obtain identifiable data or information about the @ Yes () No Clear
participants solely for the purposes of the research:

iStar Study Access Level: Normal Access ¥,
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22. |sthe Principal Investigator a staff member, student, resident, fellow, postdoctoral scholar, other trainee, visiting scholar, or visiting faculty member at USC/ICHLA? ]
@ Yes O No Clear

24. Does your study include specific aims or endpoints that relate to cancer risk factors, cancer screening or diagnosis, cancer prevention, cancer treatment, or supportive care?
Note: For studies of diet, tobacco, sun exposure, or other cancer risk factors, or any study that includes cancer patients, please answer yes.
Q Yes @ No Clear

2.5. Specify the groupl/organization who has reviewed this study for scientific merit:
O Federal Agency (e.g. FDA, NIH, CDC, DOE, NSF, DOJ, etc))

O USC Norris Clinical Investigations Committee
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4. Funding Information

4.1. * What existing or pending support will be used for this study? (check all that apply)
[J Cooperative Group (SWOG, COG, RTOG, etc )

CTsI

Departmental/Institutional Funds

Federal GrantContract
Non-Profit (including Foundations and Universities)
Industry

Intramural/Internal Grant

0000000

State or Local Grant/Contract

a

No Funding

Other

Change of existing/addition of new funding sources and agencies will require an ndment.

4.1.1. Will you be submitting an Urgent Review request?
Q Yes @ No Clear

(]
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5. Type of Study Review

5.1. Select the type of review that you are
requesting for this study: @

Research
O Full Committee Review CFR 46.104). Please note that research with minors cannot be exempted. Further, if your study is not deemed exempt, it will be retumed to you for further information.
*Minimal risk is considered to be the risk associated with everyday life or routine physical or psychological tests.

 may be considered Exempt if the risk to participants is lower than minimal risk and all the research activities fall under one or more of the categories identified in the Federal Regulations (45

O Expedited Review

. [Exempt Review If you are unsure which type of review your research requires, please contact the IRB.
Clear

5.2. All studies require a fully developed protocol. For investigator-initiated studies, use the appropriate protocol template (Social Behavioral, Biomedical, Secondary Analysis Protocol located at the OPRS/IRB website, or the Cancer Center
Protocol located at the CISO website). If you are unsure which protocol template to use, please consult with the IRB prior to developing your protocol. Use of an incorrect protocol will result i the application being retumed as incomplete.

**Please note that a grant application cannot serve as the protocol.*
Attach the protocol below.

| +Add

Name Version Modified

ﬂ;ﬁ‘ Clinical data will be collected from the electronic medical record.docx(0.01) *e+ 001 8/23/2023 8:33AM

5.3. Attach the sponsor’s template informed consent here.

There are no items to display
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6. Study Locations

6.1. Identify the locations where the research activities described in this application will be performed (check all that apply):

USC HSC - Health Sciences Associated Locations
[J USC UPC - University Park Associated Locations
O cHLA

LAC+USC Associated Locations

[ Other
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6a. HSC Location(s) and/or Los Angeles General Medical Center Locations

This screen is required if you indicated HSC - Health Sciences Associated Locations or Los Angeles General Medical Center Associated Locations (Question 6.7.)

6a.1. Locations that recruitment, consent, and/or study procedures will be performed: (check all that apply)
Location

Los Angeles General Medical Center

Los Angeles General Medical Center Emergency Dept
Los Angeles General Medical Center Outpatient Clinics
Los Angeles General Medical Center 5P21 Building
Keck Hospital of USC Facilities

USC Norris Comprehensive Cancer Center Facilities
Keck School of Medicine of USC

USC Center for Health Professions (CHP)

USC School of Dentistry

Verdugo Hills Hospital

0O0D0ODODOODOs OO 0O

Other location (e.g., subjects home, community)
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~ Los Angeles General Medical Center Studies

6a.2. If you are conducting this research in an Los Angeles General Medical Center location, specify the room numbers:

Room1

6a.3. Since you are proposing to do this study in a DHS facility, of the study investigators, who will be the contact for DHS in relation to this study? At minimum, one investigator must have either an active "C* or "E" number with DHS
before the study can be conducted there. For each person to be designated, click on his/her name and enter the required identifiers.

Study Staff Organization Role DHS DHS Employee ID
Mark Sustayta Health Science Institutional Review Board Principal Investigator
Julie Slayton ROSSIER SCHOOL OF EDUCATION Faculty Advisor

6a.4. Will this research potentially benefit DHS patients in the future?

@ Yes O No Clear

6a.4.1. " Is this research aligned with business needs and strategic priorities of DHS (e.g. providing equitable care to all patients across DHS; focus on access to care, quality of care, efficiency)

@ Yes O No Clear

6a.4.2. " Will the research be performed throughout DHS (i.e. LA General Medical Center, Harbor-UCLA, Olive View Medical Center, Rancho Los Amigos, Ambulatory Care Network)?

@ Yes O No Clear

6a.4.3. “ Will the research have significant direct impact on clinical operations for a significant number of DHS patients?
QO Yes @ No Clear
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9. Methods and Procedures - Selected Descriptors/Community Engaged Research

Note: The list of items below IS NOT an all-inclusive list of methods and procedures available to investigators. The list only includes items that will trigger additional questions specific to areas of research or are necessary for the review process.

9:1. NOTE: Review the information under the blue question mark before answering this question. @
[ The study procedures involve interactions or interventions with participants (e.g.. medical procedures, online surveys, in person interviews).

9 Secondary Analysis: This study involves use of data/specimens that have been or will be collected/generated for non-research purposes (e.g., medical records, student records)

9 [[] Secondary Analysis: This study involves use of data/specimens that have already been collected/generated for another research purpose (e.g.. existing research datasets, existing specimens collected for research).

9.5. Will data from this study be subject to the NIH Genomic Data Sharing (GDS) policy? @

Q Yes @ No Clear

9.6.  Does your study involve community-engaged research (community-engaged research addresses community needs and involves the community in research plan, conduct of study, etc)?
QO Yes @ No Clear

9.7.  Will data from this research be submitted to the US Food and Drug Administration or will data be held for inspection by the FDA?
QO Yes @ No Clear
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13. Methods and Procedures - Collection of Data/Specimens

13.1. Does the study involve collection of data, records or specimens from deceased individuals?

@ Yes O No Clear

If the research is ONLY retrospective and will ONLY access records from deceased individuals. the research does not involve human subjects and does not need to be submitted to the IRB. However, HIPAA still applies. Complete the form
below and provide it to the covered entity to access protected health information of deceased individuals.

B Certification Request for Decedent Protected Health Information

. Attach a copy of any data collection sheets that will be used to record or collect data for this research study. If you are recording or collecting data from another source (e.g., medical record, study record) be sure to include all of
the data points that will recorded for this research.

+ Add

Name Version Modified
There are no items to display

13.2.1. Will you be obtaining data from a clinical data warehouse (such as the CDW at Keck or LA County)?

@ Yes O No Clear

13.3. Describe the method of collection for the records/specimens and how the data/specimens will be analyzed.

This study is a retrospective chart review. We will be analyzing patient charts for all
patients who underwent 000000000000 at Los Angeles General Medical Center
from 2015-2022. Analysis of the data will be done primarily using password-
protected and encrypted laptops and at Los Angeles General Medical Center. We
will be using REDCap for data storage and Excel for data analysis.

%

13.4. Describe the method(s) by which subject records will be identified.

Al subject personal health information will be de-identified. Every subject record will be
coded with a unique number, which will be saved separately in a secure, password-protected
Excel file. Only research personnel listed in the IRB have access to this document.
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22. Special Subject Populations

22.1. Indicate any special subject populations you intend or expect to enroll in the research: (check all that apply)

[ Healthy Volunteers Undergoing Clinical/Medical Procedures for Research Purposes
Employees or Students

Adults not Competent to Consent (or likely to lose the capacity to consent during the study)
Non-English Speaking Populations

Minors (subjects under 18 years of age)

Pregnant Women / Human Fetuses

Neonates (infants under 30 days old)

Prisoners/Detainees

Wards

Military Personnel

O 000D D0OO0Oo0o0ooO

American Indian and/or Alaskan Native (AI/AN), Native Hawaiian and other indigenous communities

a

None of the above
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26. Participant Privacy and Data Confidentiality

261, Privacy Protections: Privacy is a participant’ ability to control how other people see, touch, or obtain information about his/er self. Violations of privacy can involve circumstances such as being photographed or videotaped without consent, being
asked personal questions in a public setting. being seen without clothing, being observed while conducting personal behavior, or disclosing information about abortions, HIV status, or llegal drug use

Select the provisions to protect the privacy of the individual during screening, consenting, and conduct of the research: (check ALL that apply)
[0 Research procedures will be conducted in person in a private setting.

[ Data will be captured and reviewed in a private setting.

[ Only authorized research study personnel will be present during research related activiies.

[ The collection of information about participants is limited to the amount necessary to achieve aims of the research

O pa

ipants will not be approached in a setting or location that may constitute an invasion of privacy or could potentially stigmatize them

[0 Other (specify below)
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Select the provisions to protect the privacy of the individual during screening, consenting, and conduct of the research: (check ALL that apply)

Research procedures will be conducted in person in a private setting.

<]

Data will be captured and reviewed in a private setting.

<]

Only authorized research study personnel will be present during research related activities.

a

The collection of information about participants is limited to the amount necessary to achieve aims of the research

<]

Participants will not be approached in a setting or location that may constitute an invasion of privacy or could potentially stigmatize them.

O

Other (specify below)
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26.2. Confidentiality Precautions: Confidentiality is an extension of the concept of privacy; it refers to the participant's understanding of, and agreement to, the ways identifiable information will be collected, stored, and shared. Identifiable information can
be printed information, electronic information, or visual information such as photographs.

How will the research data/specimens be labeled? (check ALL that apply)
[0 Data andror specimens will be directly labeled with personal identifying information. (Identifiable)

Data and/or specimens will be labeled with a code that the research team can link to personal identifying information. (Coded)
[ Data andior specimens will not be labeled with any personal identifying information, nor with a code that the research team can link to personal identifying information. (Anonymous)

[ Other (explain below)
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26.3. Study data/specimen will be stored: —
Physically

Electronically

Which devices will have study data:
Local computersflaptops

Removable drives (USB, external drives)
[ Local Server(s)
[0 External Servers (including cloud based services)

Plea& confirm that, at a minimum, the following measures will be taken and enforced:

Information or specimens maintained physically will be stored with appropriate physical safeguards, such as in locked cabinets and/or in restricted areas limited to authorized study personnel

[ Electronic data will be stored with appropriate electronic safeguards, such as unique usernames/passwords, and limited to authorized study personnel. Dual factor authentication will be used, if feasible
a Copying and use of study related materials will be restricted

Security software (firewall, antivirus, anti-intrusion) will be installed and regularly updated in all servers, workstations, laptops, and other devices used in the study

All computers with access to study data will be scanned regularly (for viruses and spyware, etc.) and problems will be resolved
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26.4. Will identified data and/or specimens be sent outside the institution to a third party (such as a study sponsor, federal agency, or another institution)?
O Yes @ No Clear

26.5. What will happen to the research data and/or specimens at the conclusion of the study? (check ALL that apply)

Direct identifiers and/or the key to the codes will be destroyed upon completion of the research (all data/specimens will be stripped of identifying information and/or the key to codes destroyed, paper documents shredded, electronic files purged,
electronic media securely erased)

[ Retained for study record keeping purposes per institutional policy
[J Retained by the investigator for future research use

[ Retained for future research use (submit data or tissue to an existing repository/bank)

[ Restricted use data will be destroyed o retumed to the source

[ No direct or indirect identifiers are being collected. The anonymous data and/or specimens will be retained at the discretion of the investigator

[ This research is a clinical trial conducted under FDA regulations. Direct identifiers and/or the key to the codes will be destroyed as directed by the sponsor (IND/IDE holder) in accordance with FDA regulations

O TheNIH requires that the records be retained for three years following the completion of the study

[0 Other (specify below)
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35. Is the HIPAA Privacy Rule Applicable?

35.1. Do you intend to access, review, collect, use, or disclose Protected Health Information (PHI/ePHI) which includes either patient and/or participant data, in your research? Answer yes if you intend to do any of the following:

Look at medical records (paper or electronic) to identify potential research participants
Look at clinic logs to identify potential research participants
Record demographic information obtained from medical records (paper or electronic)
Record health information obtained from medical records (paper or electronic)

Obt formation from laboratory reports, pathology reports, radiology reports or images, or other reports from medical or mental health testing and treatment
Obtain information from medical billing records
Record or use medical record numbers or other information that could be used to identify an individual (review the list of HIPAA identifiers below)

© Name/Initials

o Street address, city*, county”, precinct”, zip code*, or equivalent geocodes™
o All elements of dates (except year) directly related to an individual (date of birth, admission date, discharge date. date of death)”
o Elements of date, including year, for persons 90 or older

o Telephone number

o Fax number

o Electronic mail address

o Social Security Number

© Medical record number

© Health plan identification number

© Account number

o Certificate/license number

o Vehicle identifiers and serial numbers, including license plate number

© Device identifiers and serial number

© Web addresses (URLs); Internet IP addresses

o Biometric identifiers, including finger and voice print

o Full face photographic images and any comparable images

o Any other unique identifying number, characteristic. or code™

%Yes QO No Clear
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35.2. Do you intend to record data that contains any of the 18 elements defined by HIPAA as identifiers (listed above), in your research?
@ Yes O No Clear

35.3.  Are you going to record only the personal identifiers marked with an asterisk (*)? If so, you may be able to obtain or use such health information from a healthcare provider for research purposes without an authori:
HIPAA Privacy Rule, this data constitutes a "limited data set". if you are creating or obtaining a limited data set, you must complete a Data Use Agreement. Attach a copy of the signed Data Use Agreement below.
+ Add
Name Version Modified
There are no items to display

35.4. Will you be recording HIV data?

QO Yes @ No Clear

35.5. Will you be collecting or accessing mental health records from a mental health practitioner?

QO Yes @ No Clear

35.6. Will you be collecting or accessing substance abuse treatment records?

QO Yes @ No Clear
N
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36. HIPAA Analysis

This screen is only required if you indicated HIPAA is applicable by answering yes" to Question 35.1

36.1. If you are using or accessing protected health information in order to identify potential participants, indicate if you will be applying for a Partial Waiver of HIPAA Authorization for the purposes of screening and recruiting.

O Partial Waiver of HIPAA Authorization for screening, recruiting, and identifying participants

@ None of the Above
Clear

36.2. If you are using or accessing protected health information to conduct the research, please select whether you will be obtaining authorization from the participant or requesting a Full Waiver of HIPAA Authorization.

O Obtaining HIPAA authorization from participant

. Full Waiver of HIPAA Authorization

Q Both

Clear
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37. Decedent Research

This screen is required only if the study will access PHI from deceased individuals.

The HIPAA Privacy Rule requires that research involving decedent’s Protected Health Information (PHI) may be accessed only if the researcher makes the following representations:

37, The decedent's PHI is necessary for the research.

37.2. The PHI is being sought solely for use in the research.

37.3. If requested by the covered entity, documentation of the death of the study participants can be provided.
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If you are applying for a full waiver of authorization provide justification per 45 CFR 164.
38b.1. How will you protect PHI/ePHI (Protected Health Information) from improper use and disclosure? (check all that apply)
No identifiers or links to identifiers will be recorded during the data collection process.

[0 Al source and research documents containing PHI/ePHI will be stored and maintained in a locked/password protected area accessible only to study staff.

Study data will be coded or de-identified prior to being sent outside the study team.

O other
38b.2. How will you destroy identifiers at the earliest opportunity consistent with the conduct of the research? (check all that apply)
No identifiers or links to identifiers will be recorded during the data collection process.

Direct or Coded Identifiers will be maintained only until the study is completed. After that, the identifiers will be shredded and electronic records purged.

The link between study participants and study ID numbers will be destroyed (shredded/purged) when study activities are complete.

O Other
38b.3. By checking the "I Agree” box you are providing assurance that PHI/ePHI will not be reused or disclosed to any other person or entity except (a) as required by law, (b) for authorized oversight of the research study, or (c) for other
research for which the use or disclosure of the PHl/ePHI is permitted by the Privacy Rule.

1 Agree

38b.4. The research could not practicably be conducted without the requested waiver or alteration because: (check all that apply)
Itis not feasible to individually contact the large numbers of participants.

Itis not possible to locate many of the potential participants because they have left the area or are otherwise lost to follow up.

O other

38b.5.  The research could not practicably be conducted without access to and use of the PHIlePHI because: (check all hat apply)





image26.png
39. Conflict of Interest Information

39.1. Instructions: Click on the name of each study team member and indicate whether they have a potential financial conflict of interest related to this study. If they have a conflict of interest, click on the conflict that has been reported in
diSClose. If the conflict is not listed, ask the study team member to update their disclosure information in diSClose before completing this section.
Study Staff

Role COl Annual Disclosure Status Conflicts
Mark Sustayta Principal Investigator No disclosure on file No conflicts identified
Julie Slayton Faculty Advisor

Current: due on 7/3/2024 No conflicts identified

‘CHLA policy requires all study team members to have a current COI disclosure in DiSClose. If a study team member has not completed a disclosure form or the disclosure form has expired, you must submit a new disclosure in
DiSClose. Hover over the annual disclosure status for more details.

Please note that first time users of diSClose will need to create a diSClose account using the “Login with CHLA Okta" option to ensure disclosure data from diSClose appears in this Section.
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40. Additional Supporting Documents

40.1. Attach any other documents that have not been specifically requested in previous questions, but are needed for IRB review.

+ Add

Name Version Modified
There are no items to display

40.2. If there is any additional information that you wish to communicate about the application include it below. Please note, this section should not be used instead of the standard application items.
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& 3 Tools

Signin to your Adobe account to use

x
Welcome To Acrobat .
PDF tools online. o)

2,

. Fill & Sign [new

% Request e-signatures

Compress a PDF
7 Combine files

Protect a PDF

@ oocuscedu / CERTIFICATION_-Information

REQUEET FOR DECEDENTS' PROTECTED HEALTH INFORMATION
s

(“Researcher”) requests access to Protected Health
Information held by the University of Southern California regarding one or
more individuals who have been deceased for less than 50 years.

Researcher is conducting the following research study:

The following Protected Health Information is requested:

Researcher represents that:

Researcher will use/release the Protected Health Information solely for
research on the Protected Health Information of the decedents (e.g., and
not also the living relatives of decedents);

The individuals for whom research is being conducted are deceased and,
upon request by USC, Researcher will provide documentation as evidence
(e.g., death certificates);
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42. Clinical Data Warehouse

This screen is required if you indicated the use of a clinical data warehouse in 13.3.1 or 24.1
42.1. Which Clinical Data Warehouse(s) will you be using?
Keck Medicine of USC

LA County/DHS

[ Other

42.1.2. USC/Keck Clinical Data Warehouse Query ID:

I
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42.2. Which of the following HIPAA Identifiers will you be recording?
O Name

O Address

a

All elements (except years) of dates related to an individual

Telephone numbers

Fax number

Email address

Social Security Number

8 0000

Medical record number

Web Universal Resource Locators (URLs)

Device identifiers and serial numbers

Vehicle identifiers and serial numbers, including license plate numbers

Internet Protocol (IP) addresses

O 00|D|DO

Biometric identifiers, including finger and voice prints

[0 Health plan beneficiary numbers

[ Full-face photographs and any comparable images
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50. Required Approvals

This screen indicates the additional approvals required for this study

50.1.

50a.2.

50a.3.

Required department/division approvals needed for this study. This list is automatically generated from the home departments/divisions of the listed investigators and the answers to other questions in the application.
Name Division/Department Parent Campus
There are no items to display

Select any additional department or division approvals that may be needed for this study. When the conduct of research involves services not under the control of the investigator (such as radiology, pathology, or nursing) those
departments should be added here. Do not specify departments or divisions already listed above. If the service or department does not presently have electronic review, attach a written approval or agreement to 50a.3.

Name  Division/Department Campus
There are no items to display

Are there other campus committees, services or departments that need to review and approve this protocol? If so list the name(s) of the committee(s) and attach approval memos as applicable.
Committee Name Committee Chair Approval Memo
There are no items to display

+ Add

. Will the research be conducted through the CTU?

O Yes @ No Clear
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99. Instructions for Submission

You have reached the end of the application. When you are sure of the content, the following steps may be taken to submit your application for review.

1. Click the "Finish™ button on the top or bottom application navigator bar to return to the workspace.

2. Use the Hide/Show Errors above to determine that all sections of the application are filled out correctly.

3. Use the "Send Study Ready Notification™ activity to send an email to the Principal Investigator and Co-Investigators with instructions for reviewing and submitting the application.

4. All listed Co-Investigators (indicated in item 2.1.) must use the "Agree to Participate™ activity and answer yes.

5. Once all the Co-Investigators have agreed to participate. the Principal Investigator (indicated in item 2.1.) can submit the application by using the "Submit Application to " where indicates the IRB you are submitting to.
6. The Pl will have to check the Pl endorsement box. The Pl will also have to check the student endorsement box if it is applicable.
7. The application is submitted. The state indicator in the top left of the workspace will no longer display Pre Submission.

8. The Pl and Study Contact Person will receive an email confirming the application has been submitted.

If you are ready to submit, you can submit this application directly from this page with the link below.

Submit Applicati




