The Office of Research Compliance and Integrity (RCI) provides timely notices to the
research community on important information, policy updates and regulatory initiatives
and changes. See the RCI website at http://blink.ucsd.edu/sponsor/rci/index.html.
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On May 25, 2022, the Office of Research Compliance and
Integrity (RCI) will host a new annual in-person research
training called the Symposium for University Research
Fundamentals (SURF). SURF is organized to identify the key
institutional offices the research faculty, students, staff, and
scholars encounter when conducting research. Speakers will
provide information on their respective area(s), important
issues affecting the research community, emerging trends, new
policies and/or guidance and case studies. Booth participants
will include Academic Personnel, Clinical Research Billing (CRB), Conflict of Interest (COI), Clinical and
Translational Research Institute (CTRI), Cybersecurity, Export Control, Environmental Health and Safety
(EH&S), Division of Graduate Education and Postdoctoral Affairs, Institutional Animal Care and Use Committee
(IACUC), Procurement (IPPS), Office of Coverage Analysis Administration (OCAA), Office of Compliance and
Privacy (OCP), Office of IRB Administration (OIA), Postdoctoral Scholar Affairs, RCI, Research Development,
Research Ethics, Sponsored Projects Finance, and Sponsored Projects Offices (HSSPPO, OCGA, SIO OCGA
and OCTA).
We welcome all faculty, researchers, students, staff, scholars, and administrators. Food and refreshments will
be provided. The registration information is below:
Date: May 25, 2022
Time: 8:30 a.m. to 1:30 p.m.
Location: Price Center West Ballroom AB
Online Pre-Registration
On the day of the event, consistent with University requirements, attendees will need to complete the UC San
Diego Covid symptom tracker and present at the SURF registration.
For more SURF information or for questions, please visit the SURF website or contact the RCI Office at
rci@ucsd.edu. We look forward to seeing you at the SURF!

What are the Conflict of Interest (COI) Disclosure Requirements for Public Health Service (PHS) Funded
Projects? The PHS Financial Conflict of Interest (FCOI) regulations require Investigators who participate in
PHS funded research, including the National Institutes of Health (NIH) and other non-federal sponsors who
have adopted the PHS FCOI regulations, to disclose significant financial interests. In addition, all Investigators
are required to complete PHS training (called the “Ethics and Compliance Briefing”) prior to engaging in PHS
funded research and at least every four years while engaging in PHS funded research.
What is a Federal Non-PHS Funded Project? Federal regulations as well as University of California policy
require Investigators to disclose certain significant financial interests. These COI disclosure requirements have
a different criteria and financial threshold. Federal Non-PHS funded projects are funded by the National
Science Foundation (NSF) and other Federal Non-PHS agencies with financial conflict of interest disclosure
requirements as well as the California Institute for Regenerative Medicine (CIRM) and certain University of
California Programs.
What is a Non-Federal Funded (700-U) Project? The State of California requires that University Investigators
disclose their position (whether compensated or uncompensated) or financial interest(s) when their research
project is being funded or supported in whole or in part by a non-federal funded project, such as a non-profit
foundation or for-profit company. Investigators must disclose their 700-U form per project in Kuali COI. For
human subjects projects whether funded or unfunded, an Investigator with a position or financial interest(s)
with the company’s product or the Investigator is the inventor of technology must self-report their conflict of
interest to the COI Office in Kuali COI.
Do I need to certify annually for my Federal PHS and Non-PHS awards? When University Investigators are
awarded federal PHS (i.e., NIH, Center for Disease Control, or non-profits that follow PHS FCOI policies) or
federal Non-PHS (i.e., NSF, CIRM and UC programs) sponsored research, Investigators must review, update
and certify on an annual basis in Kuali COI. Under a recently deployed enhancement, Kuali COI will send an
email to the Investigator if their federal PHS or federal Non-PHS COI portfolio before their portfolio has expired
in Kuali COI. Investigators must log in and certify before expiration to be in compliance with the COI
regulations of their active federal awards. For expired portfolios, the Investigator must re-certify, even if the
Investigator’s interest(s) have not change and/or no new projects are listed. Annual disclosure is not required
for Non-Federal Funded (700-U) projects.
If my financial interests change, when do I have to update my Federal and Non-Federal awards? When
Investigators are awarded sponsored research or other related activities (i.e., gifts, services, material transfer
agreements, etc.) and have new financial interest(s) (including travel), the University Investigator must submit
an update of financial interest within 30 days for Public Health Service (PHS) funded projects to the Conflict of
Interest (COI) Office. For updates to interest(s) previously disclosed in Kuali COI, Investigators must update at
least annually. A financial interest is anything of monetary value, whether that value can be easily determined
or not, that is held by the investigator, their spouse or registered domestic partner, and dependent children and
meets reporting categories and thresholds for the applicable COI disclosure in Kuali COI. As a reminder,
Investigators must disclose financial interests received from a foreign Institution of higher education or the
government of another country (which includes local, provincial, or equivalent governments of another
country).
Besides new Federal or Non-Federal awards, when do I need to update my interest(s) in Kuali
COI? Depending on your active research awards, you may need to provide an annual certification (for Federal
projects) and/or an update of financial interest (for Federal and/or Non-Federal projects) to the Conflict of
Interest (COI) Office through Kuali COI.
What happens if I do not disclose my interest(s) in a timely manner? Under PHS regulations when there is
a FCOI and an Investigator has not disclosed in a timely manner, the Institution is required to perform a
“retrospective review” to determine whether any PHS funded research conducted during the time period where
the FCOI was not reported, was biased in the design, conduct or reporting. If bias is determined by the
Institution, the funding agency must be informed and mitigation plan must be proposed by the Institution.
For questions or additional information, please contact the Conflict of Interest Office at info-coi@ucsd.edu,
(858) 534-6465 or visit the Conflict of Interest Office website.

On March 29, 2022, the Office of Human Research Protections posted a set of general instructions on posting
requirements consistent with the 2018 revised Common Rule 45 CFR 46.116(h). These instructions apply to
clinical trials defined as a study in which one or more human subjects are prospectively assigned to one or
more interventions to evaluate the effects of interventions on biomedical or behavioral outcomes.
➢ General Posting Guidelines: Two websites satisfy posting requirements, ClinicalTrials.gov
and a designated docket folder on Regulations.gov (Docket ID: HHS-OPHS-2018-0021). It is
required that the informed consent form must be posted after the clinical trial is closed to
recruitment, but no later than 60 days after the last study visit by any subject. An informed consent
form posted prior to the last study visit does not meet the posting requirements. The last study visit
is considered the last visit that a study subject has with the research team.
➢ Informed Consent Form Version Guidelines: Only one IRB-approved informed consent form
must be posted for each clinical trial. Informed consent forms posted to ClinicalTrials.gov must
have all clinical trial information submitted in English and redacted forms may be posted only if the
federal sponsor has permitted the redaction. Additionally, an unsigned informed consent form
must be posted and must not contain any personal identifiable information of a subject.
➢ Cooperative Research: If a cooperative, multisite study is being conducted, only one IRBapproved informed consent form should be posted. The earliest this can be posted is when all
sites have closed recruitment.
➢ Special Circumstances: In cases when documentation of informed consent is waived, the
posting requirement does not apply. If a short form written consent procedure is used, then the
short form and oral study summary must be posted.
Please see the RCI ClinicalTrials.gov website for factsheets on publishing Informed Consent Documents and
other reporting requirements. Also available is the RCI ClinicalTrials.gov video series, which provides
guidance and walks through the Informed Consent posting processes.
For more information on ClinicalTrials.gov results reporting requirements, please see the ClinicalTrials.gov
webpage and Frequently Asked Questions.

The Food and Drug Administration (FDA) released a final guidance entitled, “E8(R1) General Considerations
for Clinical Studies” in April 2022. Prepared under the auspices of International Council for Harmonisation
(ICH), the guidance describes internationally accepted principles and practices for the design and conduct of
clinical studies of drug and biological products. The E8(R1) guidance revises the guidance, “E8 General
Considerations for Clinical Trials” issued in 1997 which formed the basis of a scientific approach in design and
analysis as well as the recognition of subject safety. Significant updates to the previous version include the
following:
➢ Study quality to ensure the protection of study participants and the generation of reliable and
meaningful results, while promoting study efficiency
➢ A broad range of study design and data sources
➢ Updated cross-referencing to other relevant ICH guidance that inform the design, planning,
and conduct of clinical research
For additional information, please refer to E8(R1) General Considerations for Clinical Studies or contact the
Research Compliance and Integrity Office at rci@ucsd.edu, (858) 822-4939.

Custom antibodies are used in research in various immunoassays. Antibodies are considered customized if
produced using antigen(s) provided by or at the request of the investigator (i.e., not purchased off-the-shelf).
Custom antibodies may be generated as part of an investigator’s Institutional Animal Care and Use Committee
(IACUC) approved protocol or may be purchased from an off-site vendor.
There are specific regulatory requirements governing the acquisition of custom antibodies. As the generation
of custom antibodies is an activity involving vertebrate animals, it is covered by the Public Health Service (PHS)
Policy. Per the Office of Laboratory Animal Welfare (OLAW), which oversees the care and use of research
animals in PHS-funded research, “an organization producing custom antibodies for an awardee must have or
obtain a PHS Assurance, or be included as a component of the awardee’s Assurance.” Additionally, AAALAC
International, the organization that accredits UC San Diego’s Animal Care and Use program, expects
accredited institutions to assume responsibility for overseeing the animals involved in the production of the
custom antibodies. Finally, if species covered by the Animal Welfare Act are utilized, the custom antibody
producer must be registered as a Research Facility with the United States Department of Agriculture (USDA).
To comply with all of these requirements, UC San Diego’s IACUC requires that custom antibodies only be
purchased from vendors which are PHS-assured, AAALAC-accredited, and USDA-registered (if rabbits or other
USDA-covered species are used). For your convenience, the IACUC Office has prepared a list of preapproved custom antibody vendors. If you are interested in purchasing custom antibodies from a company or
vendor that is not on this list, please consult with the IACUC Office first to determine if the company meets all of
these requirements.
Please note that standard antibodies that are catalog stock items from vendors, or are manufactured without
the use of live animals, are not considered custom antibodies and are therefore not subject to these specific
requirements.
For additional information regarding purchasing custom antibodies, please contact the IACUC Office at
iacuc@ucsd.edu or (858) 534-6069.

Effective February 24, 2022, the United States (U.S.) Departments of Treasury and Commerce increased
economic sanctions and technology export controls on Russia and Belarus, which have a negligible effect on
most on-campus activities. However, international activities are impacted including fulfilment of certain existing
agreements, entering into new agreements, collaboration, travel, exports/shipments, and engaging in financial
transactions. The provision of educational activities from the U.S. to Russia and Belarus, such as online
courses are not impacted.
U.S. Department of Treasury
The most impactful U.S. Government action to date includes new economic sanctions specifically targeting
certain Russian financial institutions and foreign subsidiaries. Multiple corporations and persons in strategically
important areas to Russia have been added to the Specially Designated National (SDN) list. Sanctions are not
expected to impact most university activities. However, the transfer of funds or international payments involving
the State Corporation Bank for Development and Foreign Economic Affairs Vnesheconombak (“VEB”) and
Promsvyazbank Public Joint Stock Company (“PSB”) are subject to new U.S. Treasury license requirement, with
a current policy of denial. U.S. persons cannot engage in transactions with SDNs. Also added to the SDN are
several vessels and individuals, available here. Note that Office of Foreign Assets Control (OFAC) has issued
eight General Licenses authorizing certain transactions. A summary of U.S. Treasury sanctions is available
here.
U.S. Department of State
The U.S. State Department, Directorate of Defense Trade Controls that administers the International Traffic In
Arms Regulations (ITAR) has had a long standing arms embargoed on Russia (ITAR § 126.1(d)(2) and (l) by 86
FR 14802). Exports of defense articles or defense services whether in the U.S. or abroad are prohibited with a
policy of denial. This prohibits international collaboration on activities with a defense application.
U.S. Department of Commerce
New export controls administered by the U.S. Department of Commerce have a variety of impacts on UC San
Diego activities as they relate to Russia and Belarus:
➢ International Shipments: Exports to Russia, including all items subject to the Export
Administration Regulations (EAR), with limited exceptions, now require a license. All license
applications are subject to policy of denial. Qualifying license exceptions have been drastically
reduced.
➢ Handcarry of Items to Russia: Tool of Trade license exception (TMP) is only allowable for the
media and press. Travelers are unable to handcarry items to Russia using TMP.
➢ Students, Visiting Scholars & Participation in Research: There is no impact on Russian
nationals currently within the U.S. on a valid visa participating in educational or research activities.
Revisions to the EAR specifically exclude a deemed-export and deemed re-export licensing
requirements for U.S. based activities (Section 746.8.a.1).
➢ International Collaboration: International collaboration is subject to special controls depending
upon the entities involved and topical nature of the activity. Collaborations may require a license.
Transfer of proprietary information or technologies are now subject to a licensing requirement
regardless of the technology. Impacted topical areas include all technologies (Commerce Control
List Categories 3, 4, 5, 6, 7, 8, or 9). Special note that this impacts defense, aerospace, maritime, oil
and gas, and healthcare industries. Certain humanitarian, healthcare and space cooperation,
telecommunication and other industries may require a license without a policy of denial. The UC
San Diego Export Control Office will analyze collaborations on a case-by-case basis.
If you have any questions or need assistance, please contact the UC San Diego’s Export Control Office
export@ucsd.edu or (858) 246-3300.

In January, the White House Office of Science and Technology Policy published Federal Agency Guidance for
Implementation of NSPM-33. The guidance suggests agencies harmonize disclosure requirements to the extent
possible and utilize digital persistent identifiers. It outlines consistent consequences for non-disclosure and
guides agency information sharing. It outlines more specifics on how research organizations awarded more than
$50 million a year are to meet requirements for a research security program covering cybersecurity, foreign
travel security, research security and export control training.
The University of California Office of the President in conjunction with several campuses developed a
Research Security Video Series available on YouTube, comprised of four short videos covering Disclosures,
Talent Recruitment Programs, International Collaborations and Data Security. This video series is intended as
a resource for our research community and is not mandatory.
Direct links to Research Security Video Series on YouTube:

➢ Disclosures: Conflicts of Interest & Conflict of Commitments (4 min 40 seconds)
➢ Talent Recruitment Programs (3 min 55 seconds)
➢ International Collaborations (3 min 50 seconds)
➢ Data Security (3 min 30 seconds)
Click here for the links to all four videos.
If you have any questions, please contact the UC San Diego Research Compliance and Integrity Office at
rci@ucsd.edu or (858) 822-4939.

The UC San Diego Research Compliance and Integrity Office continues to offer the Research Compliance
Hot Topics and Training Program (Program) to all UC San Diego faculty, staff and students. The Program
provides training through a variety of forums, including workshops, videos, newsletters and other activities, and
is designed to serve as an educational resource to assist the UC San Diego research community with the
complexities of conducting research. See the information below for the upcoming session:
➢ May 18, 2022, 11:00 – 12:30 p.m., via Zoom
Stem Cell Activities and NIH Supported Human Fetal Tissue Research at UC San Diego
Jake Banfield-Weir, Assistant Director of UC San Diego Stem Cell Program, will provide information on the
roles and responsibilities of the Stem Cell Program and Sanford Stem Cell Clinical Center. Topics will include
programs that support stem cell research & clinical activities., guidance on resources available to faculty and
current CIRM funded programs. Rachel Cook, Supervisor of Health Sciences Sponsored Project Pre-Award
Office (HSSPPO), will discuss requirements and review considerations of research that is supported by the NIH
and involves the proposed use of human fetal tissue (HFT) obtained from elective abortions.
Please register by May 16, 2022, via this UC Learning Center link.
To listen to recordings of past sessions, please visit the Research Compliance and Integrity website. If you have
any questions, please contact the RCI Office at (858) 822-4939 or rci@ucsd.edu.

The Research Compliance and Integrity (RCI) Office launched office hours which are available every Tuesday
from 11:00 a.m. to 12:00 p.m. The UC San Diego research community can sign up and have an experienced
RCI team provide one-on-one guidance on a variety of research compliance related topics, such as Good
Clinical Practices (GCP) training, Responsible Conduct of Research (RCR) Training, ClinicalTrials.gov,
Exceptions to Conduct Research Outside of the University, Foreign Influences Monitoring and other general
research compliance matters. The sessions are for 15 minutes, but can be extended. To sign up, please visit
calendly.com/ucsdrcioffice. Your appointment confirmation will include a direct link to your session.
Please contact RCI at 858-822-4939 or at rci@ucsd.edu if you have any questions.
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