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#4474 - Risk prediction and social determinants of health of
poor outcomes of solid organ transplant patients

Protocol Information

Submission Type Review Type Status Time in Current
New Not Human Not Human Status
Subjects Research Subjects Research Since May 8 - 6
hours

NHSR Determination Date

May 08, 2024

NHSR Determination Comment

Based on the responses provided, and per the definitions cited below, the activities do not constitute
human subject research or a clinical investigation, as applicable. Therefore, UCI IRB review is not
required and will not be provided. There are no approval documents associated with this transaction.

The University of California, Irvine (UCI) Human Research Protections (HRP) Program complies with
all review requirements defined in 45 CFR Part 46 and 21 CFR 50.3.

45 CFR 46.102(1) defines research as “a systematic investigation, including research development,
testing and evaluation, designed to develop or contribute to generalizable knowledge; and 45 CFR
46.102(e)(1) defines a human subject as “a living individual about whom an investigator conducting
research obtains (i) Obtains information or biospecimens through intervention or interaction with the
individual, and uses, studies, or analyzes the information or biospecimens; or (ii) Obtains, uses,
studies, analyzes, or generates identifiable private information or identifiable biospecimens."

21 CFR 50.3(c) defines a clinical investigation as “any experiment that involves a test article and one
or more human subjects and that either is subject to requirements for prior submission to the Food
and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to requirements
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for prior submission to the Food and Drug Administration under these sections of the act, but the
results of which are intended to be submitted later to, or held for inspection by, the Food and Drug
Administration as part of an apblication for a research or marketina nermit.”

Feedback

Project Details

Project Title (100 words max):

Risk prediction and social determinants of health of poor outcomes of solid
organ transplant patients

Lead Researcher/Investigator:

Hirohito Ichii

Lead Unit (i.e., Department, Organized Lead Unit, Center or
Institute):

***|R-7467 - SURGERY (Lead Unit)***

Kuali Research (KR) follows the KFS Organizational Unit Hierarchy.
+ Select the lead unit with 3 asterisks (***)
+ UCSB hSCRO Researchers: Select ***UC Santa Barbara (UCSB)***
ATTENTION! For new submissions, Department Chair (DC) or Organized Lead Unit Director

(OLUD) sign-off in KRP is required before final committee approval will be granted. For more
information, visit the listserv.

Submission Screener
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Submission Type:

IMPORTANT! Be sure to select the correct 'Submission Type'. When 'Submission Type'is
changed, the contents of the form will be cleared and replaced with a set of new questions
specific to the submission type.

Administrative Determination or Registration

Submission for Administrative Determination or Registration:
Non-Human Subjects Research Self-Determination

Lead Researcher's primary school/department/program is:
Biomedical (Health Sciences)

Project Funding

Select the funding source(s) (check all that apply):

Department or campus funds (includes department support, unrestricted
funds, start-up funds, personal funds, campus program awards, etc.)

Has UCI received an award (i.e., prime recipient) through a

grant, contract or cooperative agreement directly from HHS
entities or signatories of the Common Rule for non-exempt
human subjects research and all activities involving human
subjects are carried out by employees or agents of another

institution (i.e. Subaward involved)?
No

Non-Human Subjects Research
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The UCI Non-Human Subjects Research (NHSR) Self-Determination is used to determine if a
project involves Activities that Require IRB
Review.

For studies that are eligible for NHSR Self-Determination, UCI IRB review is not required and will
not be provided.

IMPORTANT!
+ All NHSR self-determinations must be tracked in Kuali Research Protocols (KRP).

* For projects that are submitted to the IRB, where the NHSR Self-Determination may be
used instead, the study will be returned to the researcher to self-determine.

Complete the following screening tool to determine whether the study is eligible for NHSR Self-
Determination.

Determination of “Research”

Does the proposed activity involve a systematic approach?
Yes
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Is the intent of the proposed activity to develop or contribute
to generalizable knowledge? (e.g., Is it Quality Improvement
(Ql) research?)

Activities designed to develop or contribute to generalizable knowledge are those activities
designed to draw general conclusions, inform policy, or generalize outcomes beyond the
specific group, entity, or institution (i.e., to elaborate, to be an important factor in
identifying or expanding truths, facts, information that are universally applicable). The
intent to contribute to "generalizable (scholarly) knowledge" makes an experiment or data
collection research, regardless of publication. Research that never is published is still
research.

IMPORTANT! Thesis or dissertation projects involving human subjects conducted to meet
the requirement of a graduate degree are usually considered generalizable, and
require IRB review and approval.

Consider the following questions:

« Will the results of your activity be presented as representing the larger population
from which your sample was recruited? (Answer, ‘No’, if the data applies only to the
specific study population)

* Will your findings be presented beyond the class or department setting, such as
presented at the Undergraduate Research Symposium, a conference, or published in a
peer-reviewed journal or used in a graduate level thesis or dissertation?

* A case report series describing no more than 3 patients is NOT a systematic
investigation and NOT considered research. Note: The write up must specifically
describe medical care (i.e., not research related care) and outcomes from treatment
provided solely as part of the patient’s clinical care. HOWEVER, a case report series of
4 or more patients is considered research that requires IRB approval.

Yes

Determination of “Human Subject"

About Whom
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Is the research about living individuals?
Yes

Intervention/Interaction

Institutions Engaged in Human Subjects Research [Scenario A.(1)]

Does the research involve obtaining information or
biospecimens through intervention or interaction with
individuals (e.g., conduct research interviews or
administer questionnaires, collect saliva or blood,
administer drugs or other treatments; surgically implant
medical devices)?

No

Institutions Engaged in Human Subjects Research [Scenario A.(2)]

Will researchers intervene with any human subject by
manipulating the environment (e.g., control environmental
light, sound, or temperature; orchestrate social

interactions)?
No

Institutions Engaged in Human Subjects Research [Scenario A.(5)]

Will the study team obtain the informed consent of human
subjects for the research?
No
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Institutions Not Engaged in Human Subjects Research [Scenario B.(4)]

Employees or agents will only perform the following:
Not Applicable - researchers will not engage in any of the above
activities

Information/Biospecimens

Will researchers obtain identifiable private information or
obtain identifiable biological specimens?

Examples:
+ observing or recording private behavior;
« using for research purposes identifiable private information or identifiable
specimens provided by another institution;
- or identifiable private information or using identifiable specimens already in the
possession of the investigators

Yes

Are UCI researchers the recipients of a limited data set
(LDS)?

An LDS may include only the following protected health identifiers from medical
records:

1. five digit zip code

2. dates of birth and death

3. dates of admission and discharge

4. a geographic subdivision other than street address

Yes

Will UCI researchers will have direct access to the medical
record to generate the LDS?

No
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Not Applicable - researchers will not be engaged in any of the above activities

Non Technical Summary

Provide a non-technical summary of the project that can be
understood by non-scientists (250 words max):

The prevalence of chronic disease (e.g., chronic kidney disease, end stage
liver disease, cancer) have risen the past few decades. The demands for solid
organ transplantation is higher than ever, though its supply of “ideal” organs
have remained constant. Due to this supply and demand mismatch, as high as
80% of all patients in a solid organ transplant waitlist do not ever find an
organ donor. Thus, it is imperative to identify the risk factors of poor
outcomes and the health disparities that may exist between sub populations
(e.g., social determinants of health, patients with diseases/cancer that may
be disadvantaged by the current organ allocation system). The Scientific
Registry of Transplant Recipients (SRTR), United Network for Organ Sharing
(UNOS) and National Cancer Database (NCDB) are three, publicly available,
national, longitudinal, de-identified databases that contain a wealth of data of
registered transplant donors and recipients. Databases can be merged with
other publicly available databases to leverage the strength of each specialized
database to gain comprehensive insights of each disease process. We also
aim to apply machine learning and data science techniques to take advantage
of these large databases and identify more accurately the risk factors for poor
outcomes for a more personalized risk stratification approach. These findings
may have implications in pre- and post-transplant management as well as
organ sharing policies.

Study Team

* Lead Investigator: The investigator must meet Eligibility requirements or have a Faculty
Sponsor (FS) listed who is eligible.

+ Administrative Contact (AC): Add ACs only in the Permissions tab. Do NOT list below.
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Researcher:

Hirohito Ichii

Email:
hichii@uci.edu

Financial Interest:

hSCRO RESEARCHERS:

IMPORTANT! Please mark "No" for this question. COl does NOT apply to hSCRO research.

IRB RESEARCHERS:

To promote the objectivity of the research, all researchers are required to disclose their
related disclosable financial interests, per the IRB COI Policy. If you have any questions about
the COI process in general, contact the COl team.

Each member of the study team for this protocol must be asked the following question to
comply:

“Do you, your spouse/registered domestic partner, and dependent children have any
disclosable financial interests* (i) that would reasonably appear to be affected by this
research study; or (ii) in entities whose financial interests would reasonably appear to be
affected by this research study?"

No
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hSCRO RESEARCHERS:

IMPORTANT! Please ignore the training column. It is only relevant for IRB researchers. hRSCRO
researchers are NOT required to take CITI training courses.

IRB RESEARCHERS:

IMPORTANT! Incomplete or expired CITI training will delay IRB approval. For more
information, visit HRP Training and Education.

All study team members must complete the following Collaborative Institutional Training
Initiative (CITI) trainings:

* Human Subjects Research Protections and
* Good Clinical Practice, as applicable

GCP for Clinical Investigations of Devices - GCP for Clinical Investigations of Devices - Basic
Refresher Course Course
09/06/22 - 09/05/25 08/21/19 - 08/20/22
© Expired
Biomedical Investigators - Basic Course 01/30/21-01/29/26
Degree:
MD, PhD
Position/Title:

Professor of Surgery

***|R-7467 - SURGERY (Lead Unit)***

Affiliation:
UCI Faculty

Researcher Role:
Lead Researcher/Investigator
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Permissions:
Full Access

Duties (check all that apply):
Oversight of Research

Specify relevant training and experience for the referenced
duties/responsibilities:
Clinical experience within the field of transplant surgery

Researcher:

Bima J Hasjim

Email:
bhasjim@uci.edu

Financial Interest:

hSCRO RESEARCHERS:

IMPORTANT! Please mark "No" for this question. COl does NOT apply to hSCRO research.

IRB RESEARCHERS:

To promote the objectivity of the research, all researchers are required to disclose their
related disclosable financial interests, per the IRB COI Policy. If you have any questions about
the COI process in general, contact the COl team.

Each member of the study team for this protocol must be asked the following question to
comply:

“Do you, your spouse/registered domestic partner, and dependent children have any
disclosable financial interests* (i) that would reasonably appear to be affected by this
research study; or (ii) in entities whose financial interests would reasonably appear to be
affected by this research study?"

No
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hSCRO RESEARCHERS:

IRB RESEARCHERS:

information, visit HRP Training and Education.

Initiative (CITI) trainings:

* Good Clinical Practice, as applicable

Biomedical Investigators - Basic Course
09/06/21 - 09/06/26

* Human Subjects Research Protections and

Protocols

IMPORTANT! Please ignore the training column. It is only relevant for IRB researchers. hRSCRO
researchers are NOT required to take CITI training courses.

IMPORTANT! Incomplete or expired CITI training will delay IRB approval. For more

All study team members must complete the following Collaborative Institutional Training

Social/Behavioral Investigators - Refresher Course
03/08/18 - 03/07/23

© Expired

IRB-Mandated Compliance - Biomedical
01/16/16-01/14/21

© Expired

Biomedical Investigators - Refresher Course
03/08/18 - 03/07/23

© Expired

Degree:
MD

Position/Title:
General Surgery Resident

***|R-7467 - SURGERY (Lead Unit)***

Affiliation:
UCI Staff
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Researcher Role:
Co-Researcher

Permissions:
Full Access

Duties (check all that apply):
Oversight of Research

Specify relevant training and experience for the referenced
duties/responsibilities:
Data analysis of de-identified data, clinical knowledge

Need Help?

Submission Delay

There is a time delay (up to 1 minute) after selecting "submit".
During this time the system performs a validation check to
ensure requiste prompts have been addressed.

Please do not refresh or close the page. The transaction will
eventually go through.

Kuali is currently working to resolve the performance issues our customers are experiencing.
Thank you for your patience and your partnership.
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Contact the Office of Research

For KRP technical questions or issues:
* Visit the KRP User Guide
« Contact Electronic Research Administration (ERA)

For IRB questions and regulatory or institutional guidance:
« Visit Human Research Protections (HRP)
+ Contact the HRP staff
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Administrative Details Form

Project Status

Committee:

IRB D

Project Status:
Non-Human Subjects Research

Date of Action/Determination:

5/08/24
Amendment Status:
Date of Amendment Action/Determination:

ERA Transcription Date:

Not applicable for new studies submitted after September 07, 2021

Pre-2018 Common Rule:

Not applicable for studies initially approved after January 21, 2019

Date of Transition:

Not applicable for studies initially approved after January 21, 2019
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