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History of NCI's Research Grant Program

= In 1937, the National Cancer Institute (NCI) was created by the
National Cancer Act with sponsorship from every Senator in Congress.

= |t was the first time Congress had appropriated funds toward a non-
communicable disease.

= The Act established the National Cancer Institute (NCI) as the federal
government's primary agency to address research and training needs
for the cause, diagnosis, and treatment of cancer.

= The NCI was authorized to award grants to non federal scientists for
research on cancer and to fund fellowships at NCI for young
researchers.

= The first NCI grant was awarded on November 27, 1937, for $27,550.
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http://cancer.gov/

National Cancer Act of 1971 5@ Eﬁﬁ'c??#

ACT

= National Cancer Advisory Board (NCAB), a presidentially appointed
committee of 18 members

= Athree-member panel, the President’'s Cancer Panel (PCP), review
the program by holding periodic public hearings and submitting an
annual progress report directly to the President.

= The annual budget of NClI, called the bypass budget, be submitted
directly to the President, bypassing traditional approval by the NIH or
the Department of Health and Human Services required of other NIH
institutes.
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http://www.cancer.gov/news-events/nca50?cid=eb_sign_en_nci_nca50

National Cancer Act of 1971 continued 5@%@'@

ACT

= The director of NCI| was given additional authorities, in consultation
with NCAB, under the act that include:

= Create new cancer centers and manpower training programs

= Appoint advisory committees, allowing the director to explore new issues/opportunities
= Expand the physical location at NIH and other research facilities across the country

= Award contracts for research

= Collaborate with other federal, state, or local public agencies and private industry

= Conduct cancer control activities

= Establish an international cancer research data bank that collects, catalogues, stores, and disseminates results of
cancer research

= Award research grants
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http://www.cancer.gov/news-events/nca50?cid=eb_sign_en_nci_nca50

What is the Office of Grants Administration (OGA)?

= Manages all NCI business-related activities associated with NCI
grants and cooperative agreements

= Pre-Award - negotiation of budgets, period of performance, etc.

= Award — determining terms & conditions of award, issuing Notices of
Award

= Post-Award - changes in the project (PI, effort, budget, scope, etc.),
answering questions related to the Notice of Award (NoA), the reporting
requirements, etc.

= Ensures that all legal, regulatory, and policy requirements are met by
NCI and the recipients during all stages of the award process
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Presenter Notes
Presentation Notes
Manages all NCI business-related activities associated with the negotiation, award, and administration of NCI grants and cooperative agreements to help financially support cancer research activities throughout the United States and around the world.



Office of Grants Administration (OGA) Overview

= NCI OGA Grants Management Staff

= Offices located in Shady Grove and Frederick
= Currently Full Time Telework

= Qrganizational Structure:

= Director/Chief Grants Management Officer

= Deputy Director

= 4 Branches — 3 Grants Branches, 1 Business Operations Branch

= 2-3 Teams per Branch for a total of 10 teams - 8 Grant Teams, 2 Business Operations
Teams

= Each Team has up to 5 individuals
= Currently ~35 Grants Management Specialists (GMS)

= ~65 total staff
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Presenter Notes
Presentation Notes
The Director of the office of Grants Administration is Crystal Wolfrey & the Deputy is Sean Hine. The office is organized into 4 branches (3 Grants management Branches and 1 Business operations branch). Each branch has a chief, two Team leads and approximately 12 specialists.  

Grants Management Specialists who oversees the business and other non-programmatic aspects of one or more grants and/or cooperative agreements. These activities include, but are not limited to, evaluating grant applications for administrative content and compliance with statutes, regulations, and guidelines; negotiating grants; providing consultation and technical assistance to recipients; and administering grants after award.

https://www.cancer.gov/about-nci/organization/oga/about/staff

Funding after CRCHD

= Types of Mechanisms to apply for:

= RO1 — Basic Research Project Grant (RPG)
R03 — Small grants, $50K Direct Cost for 2 years
= R21 — Generally $275K Direct Cost over 2 years

= R37 — A highly scored R0O1 that is converted to allow for the possibility of 2 more
years.

= R41 and R43 — Small Business Grants
= UO1 — RO1 with substantial programmatic involvement

= Developmental and Career Enhancement Funding

= Offered through Cancer Centers and other Large networks
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What are the Legal, Regulatory, & Policy Requirements?

= OGA - Standard Operating Procedures (SOPs)
= NCI — SOPs, Funding Policy, etc.

= NIH — NIH Grants Policy Statement (NIHGPS), NIH Guide Notices,
Funding Opportunity Announcements (FOAs), etc.

= Others — a sampling:
= Code of Federal Regulations — 45 CFR Part 75, 2 CFR Part 200
= Public Laws — 109-282 (FFATA),
= Office of Management & Budget — OMB Circulars
= US Code — 44 USC Chapter 35 (Paperwork Reduction Act)

m) NATIONAL CANCER INSTITUTE


Presenter Notes
Presentation Notes
NIH GPS can be more restrictive than the CFR, not less – NCI policies can be more restrictive than the NIHGPS, not less – etc. So, the higher up you go, the less restrictive the policies.

For less common situations, there may not be any “local” policies – a GMS may need to look at the CFR or OMB circulars or even the US Code to find information pertaining to the situation.



OGA Office of the Director

= Provides leadership, direction, and operational oversight

= Director is also NCl-designated Chief Grants Management Officer

(CGMO)
= 1 CGMO per NIH Institute/Center (IC)

= Crystal Wolfrey
= Provides leadership for the office which is responsible for the business

and fiscal management of NCI’s grant portfolio (over 8,000 grants, over
12,000 award actions)
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Presentation Notes
Crystal Wolfrey – Big Cheese!
Responsible for all business and fiscal management of the NCI grant portfolio
Authority to appoint and exercise line authority over additional GMOs.
Monitors the financial assistance process to ensure all required business management actions are performed by the awardee and the government in a timely manner before and after award
Evaluates and monitors the business management capability and performance of applicant organizations and awardees, as well as the internal operating procedures associated with the business management aspects of the financial assistance process
Interprets and develops financial assistance policy



OGA Office of the Director - Responsibilities

= Monitoring the financial assistance process

= Evaluating and monitoring the business management capability and
performance of applicant organizations and recipients

= Evaluating and monitoring the internal operating procedures of the grant
award process

= |nterpreting and developing financial assistance policy

= Appointing and overseeing other Grants Management Officers (i.e.
Specialists and other staff who can sign Notices of Award and obligate
funds)
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Presenter Notes
Presentation Notes
Responsible for all business and fiscal management of the NCI grant portfolio
Authority to appoint and exercise line authority over additional GMOs.
Monitors the financial assistance process to ensure all required business management actions are performed by the awardee and the government in a timely manner before and after award
Evaluates and monitors the business management capability and performance of applicant organizations and awardees, as well as the internal operating procedures associated with the business management aspects of the financial assistance process
Interprets and develops financial assistance policy
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Where Does OGA Fit In?

= Funding Opportunity Announcement (FOA) Review —
= Grant Team Leaders review draft FOA prior to publication for any grants
management related concerns
= Grants Management contact will be listed in the FOA to address any
guestions

= After Review (IRG & NCAB) & Funding Selection

= GMS will contact the applicant to request additional information
= Just in Time Information (JIT) — Cannot be more than 120 days old at the time of
award
= Any other information needed to adequately determine the capability of the
applicant organization to manage Federal Funds appropriately

m) NATIONAL CANCER INSTITUTE
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Presenter Notes
Presentation Notes
The Grants Management contact that is listed in the FOA has typically been involved with the announcement from its early stages. The OGA contact reviews the FOA to ensure it is in compliance with applicable HHS, NIH, and NCI policy, and the budget guidelines and award mechanism are appropriate for the intended purpose. 

JIT – OS, IRB/IACUC approval, HS Educ, 
Other Info – financial audits, org charts, additional budget justificaitons, etc.



Where Does OGA Fit In? cont’d

= After Award Issued -
= Questions regarding the Notice of Award
= Terms & conditions
= Budget
= Period of support

» Research Performance Progress Report (RPPR) Submission -
= Questions about:
= due dates
= what to include
= how to interpret instructions
= GMS, in cooperation with Program, will follow up with recipient to address
any missing items, to clarify any inconsistencies, etc.

m) NATIONAL CANCER INSTITUTE
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Presenter Notes
Presentation Notes
After the award is issued the Grant Specialist is a resource to answer questions and can provide administrative guidance if requested.  With that in mind, we recommend that if you have a question you should start by consulting your administrator and/or sponsored programs office at your institution prior to reaching out to NIH. 

While we are always happy to answer questions please remember that any official communications or requests need to be routed through an organizations Authorized Organization Representative (AOR).  This individual will have the Signing official role in the eRA commons.  In contrast the Chief GMO and their  Grants Management Specialists are the only individuals through which official communications can be routed.  


Where Does OGA Fit In? cont’d

= Prior Approval requests — must go through Authorized Organization
Representative (AOR) for submission to NCI

= Examples of common Prior Approval requests:
= Significant reduction in effort for Pl and/or Senior/Key Personnel
= Changes in scientific Scope — Change in Human or Animal subjects use,
modified aims, etc.
= Carryover of unobligated balances — for awards that do not have
automatic carryover authority
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Presenter Notes
Presentation Notes
After the award is issued the Grant Specialist is a resource to answer questions and can provide administrative guidance if requested.  With that in mind, we recommend that if you have a question you should start by consulting your administrator and/or sponsored programs office at your institution prior to reaching out to NIH. 

While we are always happy to answer questions please remember that any official communications or requests need to be routed through an organizations Authorized Organization Representative (AOR).  This individual will have the Signing official role in the eRA commons.  In contrast the Chief GMO and their  Grants Management Specialists are the only individuals through which official communications can be routed.  


So, when do you hear from your GMS?

= Justin Time (JIT)

= You will have likely already been contacted by NIH. However, funding
is most likely when you hear from the GMS.

= The GMS may also request additional budget information.

= They will also be negotiating the dates and notifying of the award
amount.

= Funding cuts are universally applied.

m) NATIONAL CANCER INSTITUTE
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https://grants.nih.gov/grants/policy/nihgps/html5/section_2/2.5.1_just-in-time_procedures.htm

| received my Notice of Award, now what....

» Read your entire NOA SECTION - AWARD DATA - TROTGM317713 01A1
ﬂgwiqu Calc:le:.t‘ion (U.S. Dollars) —_—
= Understand how much you have ;r?nileée}%ﬁ{‘::sm s
avallable Spend On your researCh ?:;ea::rzlrsdtfg:rfggft?um.'Contraclual Costs gggig
Tuition Remission 540,805
= Approved budget is the amountyou
Foderal FBA Costs S84 350
can Spend Approved Budget $314,023
st s s
= NOA In_CIUdeS antICIpated amoqnts AMOUNT OF THIS ACTION (FEDERAL SHARE) $314,023
of funding for future years (subject
. . SUMMARY TOTALS FOR ALL YEARS
to po||Cy of that Fiscal Year)_ TR THSAWARD ____ CUMULATIVE TOTALS
2 $298,650 $298.650
= Work with your business official to E IR AL
5 $294.763 5294,763

reCelve regu |ar re pO rtS Of expended Recomme?dﬁd future year total cost support. subject to the availability of funds and satisfactory
. . progress of the project
and remaining funds.




| received my Notice of Award, now what....

= Understand all the terms on your NoA

= Restriction — Most important, can identify costs or effort that is not
changeable. Can also pertain to missing information that may not allow
for specific work to be conducted until submitted.

= Requirement — Something that must be adhered to. An example is
reporting on a certain aspect of research in the RPPR.

= |Information — a term that highlights a particular policy that applies to the
award.

= Contact the GMS or PD when you have questions

m) NATIONAL CANCER INSTITUTE
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New Grant Policies
Please review prior to submitting documents

= Minimum Level of Effort
= https://grants.nih.qgov/grants/quide/notice-files/NOT-CA-20-047 .html

= This will also be included in the Funding Announcement, if applicable.

= Biosketches and Other Support
= https://grants.nih.gov/grants/quide/notice-files/INOT-OD-21-110.html

= Detailed Explanation of Requirements
= https://grants.nih.qgov/grants/quide/notice-files/NOT-OD-21-073.html

= Fiscal Policies in Effect for FY 2022
= https://grants.nih.gov/grants/quide/notice-files/NOT-OD-22-105.html

m) NATIONAL CANCER INSTITUTE 18



https://grants.nih.gov/grants/guide/notice-files/NOT-CA-20-047.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-110.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-073.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-058.html

Recent Grant Policy Updates

= Genomic Data Sharing (GDS)

= https://datascience.cancer.gov/data-sharing/genomic-data-sharing

= Clinical Trials Access Policy
= Requires results to be reported within 12 months of completion date
» https://grants.nih.gov/grants/quide/notice-files/INOT-CA-15-011.html

= Clinical Trial Requirements for Grants & Contracts

= Grants with clinical trials must apply to specific announcements

= https://grants.nih.qov/policy/clinical-trials.htm

m) NATIONAL CANCER INSTITUTE
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Presenter Notes
Presentation Notes
The GDS Policy applies to all NCI-funded research that generates large-scale human or non-human genomic data as well as the use of these data for subsequent research. NCI may choose to apply the GDS Policy to projects generating smaller scale genomic data depending on the state of the science, the needs of the research community, and programmatic priorities. Investigators should consult with appropriate NCI Program Officers or intramural Scientific Directors as early as possible in the genomic research planning process.

For every Covered Trial, Final Trial Results are expected to be reported in a publicly accessible manner within twelve (12) months of the Trial’s Primary Completion Date regardless of whether the clinical trial was completed as planned or terminated earlier. Accordingly, data from incomplete trials are also expected to be reported within twelve (12) months of the date that the last subject had data collected or was examined even if the Trial does not achieve its primary aim.�To comply with the Policy, Final Trial Results may be reported in a publicly accessibly manner in various ways, which include but are not limited to: publishing trial results in a peer-reviewed scientific journal,  submitting study reports to publicly accessible registries dedicated to the dissemination of clinical trial information (such as ClinicalTrials.gov), or any other formalized reporting format that may become available (e.g., abbreviated reports submitted to specific journals via simplified posting procedures).

https://datascience.cancer.gov/data-sharing/genomic-data-sharing
https://grants.nih.gov/grants/guide/notice-files/NOT-CA-15-011.html
https://grants.nih.gov/policy/clinical-trials.htm

Recent Grant Policy Updates

= Human Subjects System (HSS)
= Replaced previous Inclusion Management System (IMS)
= Consolidates human subjects and clinical trial information

= https://era.nih.qgov/help-tutorials/hss

= |nclusion Reporting Requirements
= Common Rule (see NOT-OD-22-001)

= Removal of requirement for IRB approval of application

= New categories of research exemption

m) NATIONAL CANCER INSTITUTE
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https://era.nih.gov/help-tutorials/hss
https://grants.nih.gov/policy/inclusion.htm
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-001.html#:%7E:text=The%20revised%20Common%20Rule%20identifies,public%20health%20authority.%E2%80%9D%20In%20November

Helpful Hints from OGA

Talk to your Grants Management Specialist

= Specialist Assignments

Know who you need to contact in your organization.

= Authorized Organizational Representative (AOR)

Send in prior approval requests early. Use Commons when possible.
= Prior Approval Module

If you plan on changing institutions (transferring your grant), notify NCI
early so we can guide you through the process. This will significantly
reduce delays to your award.

m) NATIONAL CANCER INSTITUTE
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Presenter Notes
Presentation Notes
All requests that require prior approval must be made at least 30 days before the proposed change. The eRA Commons Prior Approval module is available for electronic submission of several prior approval requests (Withdrawal of an application, $500K or More Direct Costs, Change of PD/PI, No Cost Extension beyond 12 mo, and Carryover). It includes the ability for the request to be routed within the institution for PD/PI input, but must be submitted by the Signing Official or Authorized Organization Representative (AOR). Once submitted, the GMO will review the request and provide a response to the AOR with copies to the PD/PI and the NCI program director

https://www.cancer.gov/grants-training/manage-award/contacts
https://grants.nih.gov/grants/policy/nihgps/html5/section_8/8.1.2_prior_approval_requirements.htm

Helpful Tools and Links

= NCI| Grants Process Book

= Grant Funding

= Prior Approval ltems

m) NATIONAL CANCER INSTITUTE
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https://www.cancer.gov/grants-training/policies-process/overview
https://www.cancer.gov/grants-training
https://grants.nih.gov/grants/policy/nihgps/html5/section_8/8.1.2_prior_approval_requirements.htm

Thank you...
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