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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Effective January 25, 2022, the National Institutes of Health (NIH) updated its application forms and instructions
to support the need for applicants and recipients to provide full transparency and disclosure of all research
activities, foreign and domestic. NIH Notice NOT-OD-21-073 outlines the following key changes:
➢ Biosketch and Other Support: All resources made available to a researcher in support of
and/or related to all of their research endeavors, regardless of whether or not they have monetary
value and regardless of whether they are based at the institution the researcher identifies for the
current grant, are to be reported.
➢ Other Support: Prior to submission, signature and electronic certification are required from the
Program Director/Principal Investigator and Other Senior/Key Personnel (to certify the accuracy of
the information submitted).
➢ Supporting Documentation: For Other Support submissions that include foreign activities and
resources, recipients are required to submit copies of contracts, grants or any other agreement
specific to senior/key personnel foreign appointments and/or employment with a foreign institution
as supporting documentation. If the agreements are not in English, recipients must provide
translated copies. Machine translations are acceptable (translation expenses may not be charged
as a direct cost).
➢ Immediate Notification of Undisclosed Other Support: When an organization discovers that
a Principal Investigator or other Senior/Key personnel on an active NIH grant failed to disclose
Other Support information outside of Just-in-Time or the Research Performance Progress Report
(RPPR), the recipient must submit updated Other Support to the Grants Management Specialist
named in the Notice of Award as soon as it becomes known.
For training information, please view the Research Compliance and Integrity (RCI) Hot Topic Training Session
recording from January 12, 2022.
For additional information, please see the Health Sciences Sponsored Project Pre-Award Office (HSSPPO)
Other Support reference page. For questions about the changes, please contact either Rachel Cook or Erika
Wilson.

On January 4, 2022, the Office of Science and Technology Policy (OSTP) issued its long awaited “Guidance for
Implementing National Security Presidential Memorandum 33 (NSPM-33) on National Security Strategy for
United States Government-Supported Research and Development” (“NSPM-33 Guidance”). The purpose of
the NSPM-33 Guidance is to provide guidance to Federal departments and agencies regarding their
implementation of NSPM-33 on National Security Strategy for U.S. Government-Supported Research and
Development.
The NSPM-33 Guidance is the first step by OSTP to assist federal funding agencies in harmonization/
standardization of disclosure and other requirements across agencies. OSTP will develop model award
proposal disclosure forms and instructions that will require researchers to disclose to funding agencies the
same information in the same manner. Agencies may adapt these model forms as required by legal authorities
within the next 120 days. Some Federal Agencies have already started requesting information about foreign
collaborations in various places in the proposal application (i.e., Biographical Sketch or Current and Pending
Support/Other Support). In addition, OTSP has asked federal agencies to make changes or incorporate conflict
of interest policies.
In addition, the Department of Energy (DOE) and National Nuclear Security Administration (NNSA) issued an
interim Conflict of Interest (COI) policy. Effective December 20, 2021, this interim COI policy is largely aligned
with the long-standing conflict of interest regulations established by the Public Health Service. UC San Diego
has 180 days of the effective date to implement. The COI Office will inform the research community when the
DOE and NNSA conflict of interest disclosures will be deployed in Kuali COI. Kuali COI is the system of record
for sponsored research and other related activities (i.e., services, gifts, human subject research, etc.) for COI
disclosures.
If you have questions or need additional information, please contact the Conflict of Interest Office at (858) 5346465 or info-coi@ucsd.edu.

Throughout 2021, the United States (U.S.) Departments of State and Commerce initiated several proposed
rules and implemented multiple regulatory updates that may impact University operations. Certain changes
are in response to COVID-19 while others are due to multilateral agreement obligations or national security
policy. This article summarizes these proposals and regulatory changes.
U.S. DEPARTMENT OF STATE, DIRECTORATE OF DEFENSE TRADE CONTROLS (DDTC)
Regulatory changes are designed to substantively recategorize the International Traffic in Arms Regulations
(ITAR), which will be the first modernization of the ITAR.
ITAR Modernization
In 2021, DDTC initiated a series of modernization edits to the ITAR to improve structural logic, resolve existing
flaws, and revalidate content to establish clarity, consistency, and ease of use. While many of these changes
began in 2021, it is anticipated they will not take effect until late 2022:
➢ Definition Consolidation into Part 120.
➢ Exemption Consolidation: ITAR exemptions cascade throughout Parts 123, 124, 125
and 126 and will be migrated under a single part.
➢ Licensing: DDTC is exploring an “Open General License” for predictable transactions with
allied countries, and will eliminate certain individual applications. This permits exports of
low-risk defense commodities, or pre-authorized multilateral projects.
Definitions
120.39: “Regular Employee” definition clarifies the contractual relationships that meet the definition of regular
employee and permits remote work activities.
120.54: “Activities That Are Not Exports, Reexports, Retransfers, or Temporary Imports” expands activities to
include: launching items into space; providing technical data to U.S. persons within the U.S. or within a single
country abroad; and, moving a defense article between the states, possessions, and territories of the U.S. The
definition removes from ITAR licensing requirements the electronic transmission and storage of unclassified
technical data via foreign communications infrastructure when the data is secured sufficiently to prevent access
by foreign persons.
Exemptions
22 CFR 125.4(b)(9): “Technical data sent by US corporation to a US person employed by that corporation
overseas or to a US Government agency” has been revised to include intra-company, intra-organization, and
intra-governmental transfers to dual or third country nationals.
126.1 Countries (Arms Embargoed Countries)
ITAR Amendment to subpart 126.1 includes Tunisia, Eritrea, Somalia, the Democratic Republic of the Congo,
Liberia, Côte d'Ivoire (Ivory Coast), Sri Lanka, Vietnam, and Cambodia. Note, these are in addition to armsembargoed countries enumerated under 22 CFR 126.1.
U.S. DEPARTMENT OF COMMERCE, BUREAU OF INDUSTRY AND SECURITY (BIS)
Semiconductor Controls: Executive Order 14017, issued February 24, 2021, directed BIS to perform a
Microelectronic Industrial Base Assessment to “identify risks in the semiconductor manufacturing and
advanced packaging supply chains.” The resulting report, “Building Resilient Supply Chains, Revitalizing
American Manufacturing, and Fostering Broad-Based Growth”, released June 8, 2021, asserts that the U.S.
share of semiconductor manufacturing capacity has fallen globally. It is anticipated that U.S. overreliance of
foreign sources for semiconductors, raw materials, tools, and manufacturing equipment will result in increasing
export controls on semiconductor technology. Revisions to existing export controls on semiconductor
technologies, manufacturing equipment and design software could in turn impact services provided by UC San
Diego. Both the U.S. and the European Union have issued a joint statement committing to cooperate in
semiconductor controls.
Additions of Technology to the Commerce Control List (CCL): BIS added several noteworthy technologies
to the CCL in 2021, including:
➢ Advanced Surveillance Technology. Cybersecurity items that can be used for malicious
cyber activities (intrusion software) and IP network communication tools. New ECCN’s will
be released to control these items. Note, publicly available software, courses, training, etc.,
are not subject to the Export Administration Regulation (EAR).
➢ Biological Handling Equipment. BIS added new controls on biological software used in
nucleic acid assemblers/synthesizers under ECCN 2B352.j.
➢ Geospatial Imagery Analysis software to the CCL under ECCN 0Y521.
End Use/User Controls: Throughout 2021, BIS added over 88 entities to Supplement No. 4 to Part 744
of the EAR Entity List specific to entities acting contrary to U.S. foreign policy. Note that on December 16,
2021, the U.S. Treasury Department, Office of Foreign Assets Control (OFAC) sanctioned eight Chinese
entities tied to the Chinese Military-Industrial complex. Of particular note, DJI, one of the leading drone
manufacturers, was added to the Denied Entity list, and also subject to OFAC investment sanctions due to
technology being used for advanced surveillance. The 88 entities fall into several categories of concern:
1. Supercomputing centers in China affiliated with advanced surveillance.
2. Military-Industrial Complex Companies in China affiliated with advanced surveillance.
3. Entities involved with the annexation of the Crimea Region of the Ukraine.
4. Military entities involved in Burma.
For questions or additional information, please contact the UC San Diego’s Export Control Office at
export@ucsd.edu or (858) 246-3300.

Since 2013, the Food and Drug Administration (FDA) has sent Pre-Notices of Non-Compliance to 58
Responsible Parties for their failure to post their study results to ClinicalTrials.gov. These official notices issued
by the FDA identify potential non-compliance with clinical trial registration and reporting requirements, and
requests corrections within 30-days of receipt of the notice. These Pre-Notices warn of further investigation
and assessments if no action is taken by the Responsible Party. Approximately 90% of the Pre-Notice of NonCompliance letters recipients have completed the corrective actions. On April 27, 2021, the FDA enforced the
FDA Amendments Act (FDAAA) by sending the first Notice of Noncompliance to a study sponsor. Following
this, two additional Responsible Parties have received notices in 2021, signaling that more may follow.
Multiple agencies have set policies detailing the ClinicalTrials.gov registering and reporting requirements.
Effective July 1, 2005, the International Committee of Medical Journal Editors (ICMJE) started requiring
registration of clinical trials in a public clinical trials registry at or before the time of first patient enrollment.
Consequences of not registering an interventional clinical trial is rejection of publications.
In 2016, the National Institutes of Health (NIH) published its policy on Dissemination of NIH-Funded Clinical
Trial information. This policy applies to all NIH funded clinical trials and requires the publication of results no
later than 12 months after the last subject’s last visit. Non-compliance with the requirements can lead to
termination of the NIH funded trial and loss of funding for both the researcher and the home institution.
In 2007, the FDA published Section 801 of the FDA Amendments Act, which set the requirement for study
sponsors to post results to ClinicalTrials.gov within a year of study completion. On January 18, 2017, the
FDAAA Final Rule came into effect, making it required by law that results for all studies that meet the National
Institutes of Health (NIH) definition of a clinical trial are posted to ClinicalTrials.gov no later than 12 months
after the Primary Completion Date (date of the last subject visit). Failure to do so can result in fines of up to
$12,103 a day, a public Notice of Non-Compliance, and loss of Health of Human Services (HHS) funding to the
responsible party and/or institution.
A number of resources are available to the Responsible Party for submitting results to ClinicalTrials.gov.
Please see the RCI ClinicalTrials.gov website for factsheets on publishing results and other reporting
requirements. Also available is the RCI ClinicalTrials.gov video series, which provides guidance and walks
through the study registration and results reporting processes. For more information on ClinicalTrials.gov
results reporting requirements, please see the ClinicalTrials.gov webpage and Frequently Asked Questions
(FAQs).
For questions or additional information, please contact the RCI Office at ctgov@ucsd.edu or (858) 822-4939.

Why Is This Important to You and Your Laboratory?
AAALAC International is a private, nonprofit organization that promotes the humane treatment of animals in
science through voluntary accreditation and assessment programs. AAALAC accreditation is similar to the Joint
Commission accreditation for hospitals and covers organizations that use animals in research, teaching or
testing. Accredited organizations include universities, hospitals, government agencies, pharmaceutical and
biotechnology companies and other types of research organizations.
AAALAC accreditation is considered the “gold standard” and is viewed very favorably by granting agencies.
Many institutions will not consider collaboration with other institutions or companies that are not AAALAC
accredited.
The AAALAC site visit team will visit all animal use areas, including vivaria, laboratories where animals are
used, and satellite facilities using "The Guide for the Care and Use of Laboratory Animals" as the basis for their
assessment.
The University of California Office of the President (UCOP) Policy requires that all UC campuses be AAALAC
accredited. UC San Diego must be re-evaluated at a site visit every three years to maintain its accredited
status.
How Can You Prepare for the Site Visit?
In the coming months, the Institutional Animal Care and Use Committee (IACUC) Office will be sending a
wealth of information to help you prepare for the site visit. In the meantime, Principal Investigators and their
teams can start preparing by:
➢ Reviewing your animal protocols and IACUC Policies
➢ Cleaning up, organizing, and discarding old supplies and drugs
➢ Updating your Personnel Qualifications (PQ) form to make sure it includes all species
of animal with which you are working
➢ Completing all training that has been assigned to you
If you have questions about preparing for the site visit, please contact the IACUC Office at
iacuc@ucsd.edu or (858) 534-6069 for assistance.

The University of California Office of the President in collaboration with the campuses has developed a new
Restricted Party Screening (RPS) training module. This training module provides an in-depth overview of RPS,
how it relates to export control and the potential legal requirements or reputational risks involved. The training
module also covers the types of transactions that should be screened, including the entities associated with
them, as well as which business operations (procurement, sponsored research, visitors) should incorporate
RPS. The training module is available on the UC Learning Center under the “Research Administration and
Practices” section and is titled, “Restricted Party Screening” under the course “SD-ORA-RPS.” Restricted Party
Screening (RPS) (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.

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 sessions:
➢ February 16, 2022, 11:00 – 12:30 p.m., via Zoom
The Role of Research in Social Justice
Join us for a discussion as we explore the role of research in social justice, globally and locally, in celebration
of World Day of Social Justice and hear an update from the Research Affairs Equity, Diversity and Inclusion
(EDI) Committee. Please register by February 14, 2022, via this UC Learning Center link.
➢ March 23, 2022, 11:00 – 12:30 p.m., via Zoom
Cybersecurity Certification for Research: Achieving Cyber-Resilience in your Research Program
This workshop will provide an overview of the Cybersecurity Certification for Research (CCR) Program and
introduce PIs to the certification process. There will be breakout sessions to allow for discussion and interaction
with the instructors as they work through the preparation workbook and the certification form itself. Attendees
should come away with a clear understanding of what is necessary to complete their self-certification.
Researchers will be able to arrange for one-on-one meeting following the workshop to address individual
specifics. Please register by March 21, 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.
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