
  

 

 

  
 

 

This document provides background on the Oncology Center of Excellence and examines its activities to date.                     
A Neuroscience Center of Excellence would be modeled on the successes of the OCE. 

Understanding FDA’s Oncology Center of Excellence 

Overview 

The Food and Drug Administration’s (FDA’s) 
Oncology Center of Excellence (OCE) leverages the 
combined skills of regulatory scientists and 
reviewers with expertise in drugs, biologics, 
devices, and diagnostics. The Center helps 
expedite development of medical products for 
oncologic and hematologic malignancies and 
supports an integrated approach to their clinical 
evaluation by working with centers and offices 
across the FDA.  
 
The vision of the OCE is to create a unified and 
collaborative scientific environment to advance the 
development and regulation of oncology products 
for patients with cancer. Through innovation and 
collaboration, the OCE aims to achieve patient-
centered regulatory decision-making. 

History & Background 

Through the enactment of the 21st Century Cures 
Act of late 2016, the OCE was established in 
January 2017 to expedite the development and 
clinical review of medical products for oncology.  
 
The OCE was created partially in response to 
concerns from cancer community stakeholders 
that the FDA’s standard product approval 
processes for cancer treatments could be 
improved and better coordinated.1 Stakeholders 
identified coordination and expertise within FDA as 
an area in need of improvement.  
 

 
1 FOCR, Centers of Excellence at the FDA: A Disease-Oriented Approach to Medical Product Development: https://friendsofcancerresearch.org/centers-excellence.  
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In 2016, Richard Schilsky, the former Chief Medical Officer of the American Society of Clinical Oncology, 
described the rationale and vision for the OCE: “As the number of oncology products continues to grow 
and diagnostic tests become a more important aspect of selecting the right treatment for the right patient, 
a fully integrated oncology center will improve regulatory efficiency and create a larger community of 
scientists and clinicians at the FDA [who] deeply understand cancer biology and treatment.”2   

 
The OCE was given life as part of the Cancer Moonshot initiative, which aims to make more cancer 
therapies available to more patients, and this program continues to receive strong bipartisan support in 
2021.3 The Cancer Moonshot program began under former President Barack Obama and was led by former 
Vice President Joe Biden.4  

 
The FDA’s traditional division of labor for product approvals, whereby separate FDA product centers 
mainly work within their respective medical product siloes (biologics, drugs, etc.), can be a challenging 
approach for complex disease areas like cancer care.5 Advances in science have led to complex disease 
treatment protocols, where multiple products spanning across different FDA product centers might be 
used over the course of treating a patient.6 In fact, some products from different therapeutic categories 
are being developed concurrently to be used in combination with each other.7  No matter the product 
type, the involvement of context-specific oncology expertise that is enabled through the OCE helps to 
ensure consistent and optimal benefit-risk evaluation occurs by including the relevant clinical experience. 

  

 
2 https://friendsofcancerresearch.org/news/cancer-letter-fdas-critics-call-full-integration-oncology-center-under-bidens-moonshot. 
3 Fred Hutch Org, Former VP Biden offers Cancer Moonshot updates, underscores need for research funding: https://www.fredhutch.org/en/news/center-news/2017/04/biden-moonshot-
aacr-research-funding.html.  
4 Journal of Oncology Practice, The State of Cancer Care in America, 2017: A Report by the American Society of Clinical Oncology: https://ascopubs.org/doi/full/10.1200/jop.2016.020743.  
5 FOCR, Centers of Excellence at the FDA: A Disease-Oriented Approach to Medical Product Development: https://friendsofcancerresearch.org/centers-excellence.  
6 The Hill, FDA structure should be updated for 21st century science and patient needs: https://thehill.com/blogs/congress-blog/healthcare/257526-fda-structure-should-be-updated-for-
21st-century-science-and.  
7  Ibid.  
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For example, a drug might be developed concurrently with a diagnostic test, facilitating timely availability 
of the paired diagnostic test to help determine which patients are most likely to benefit from the drug in 
question.8 Medical advances in cancer treatment have been similarly developing, and more cancer 
treatments might now involve the use of combinations of various therapeutic agents and/or otherwise 
more complicated treatment protocols.9 The complexity and interconnectedness of these medical 
advances highlighted the need for a more coordinated body and patient-centered approach within the 
FDA for cancer care product regulation, which in turn led to the creation of the OCE.10  
 
More specifically, the OCE helps expedite the development and approval of oncology-related medical 
products through the FDA’s four expedited review programs:  

• Fast track designation 

• Breakthrough therapy designation 

• Accelerated approval 

• Priority review11  

These four programs can accelerate the development and review of certain medical products by increasing 
the number of collaborative meetings between the product sponsor and FDA, shortening product review 
timelines, and focusing more FDA staff and attention on the review of a particular product.12 While these 
four programs have existed for many years, the OCE leverages the combined skills of regulatory scientists 
and reviewers across the various FDA product centers to utilize these programs to a greater degree for 
oncology-related products.13  

  

 
8 The Hill, FDA structure should be updated for 21st century science and patient needs: https://thehill.com/blogs/congress-blog/healthcare/257526-fda-structure-should-be-updated-for-
21st-century-science-and.  
9 The White House Archives, FACT SHEET: Investing in the National Cancer Moonshot: https://obamawhitehouse.archives.gov/the-press-office/2016/02/01/fact-sheet-investing-national-
cancer-moonshot; and NCBI, Companion diagnostics – a tool to improve pharmacotherapy: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5233535/.  
10 FOCR, Centers of Excellence at the FDA: A Disease-Oriented Approach to Medical Product Development: https://friendsofcancerresearch.org/centers-excellence.  
11 NCBI, The FDA Oncology Center of Excellence and precision medicine: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5813869/.  
12 Ibid. 
13 FDA, Oncology Center of Excellence: https://www.fda.gov/about-fda/fda-organization/oncology-center-excellence.  
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Patient-Focused Drug Development (PFDD) Outcomes 

The OCE PFDD program is an initiative of the Oncology Center of Excellence that aims to improve 
collaboration between the FDA Centers and cancer patients to ensure the patient is taken into account 
throughout the entirety of the drug development process. This program aims to achieve three main goals: 

1. Promote and maintain active engagement with cancer patients and advocacy groups, so that the 
FDA can learn from cancer patient experiences; 

2. Foster research into the measurement of the patient experience in cancer clinical trials, because 
this data can improve the understanding of the effects of cancer therapies on patients; and  

3. Generate science-based recommendations for regulatory policy to include the patient experience 
in cancer drug development.14 

The PFDD program achieves these goals by hosting public workshops, publishing articles, interacting 
with patients and advocacy groups, participating in regulatory policy development, and advising industry 
sponsors.15 Paul Kluetz, M.D., the Deputy Director of the OCE, has explained that “[i]nteracting with 
patients with cancer is one of the most rewarding parts of our work, and our highest priority. . . It is 
important that patients inform our science and our policy.”16 Examples of positive outcomes that have 
resulted from this collaboration between the FDA Centers and cancer patients include the following: 

• Enhanced Patient-reported outcome (PRO) measurements and data collection methods for use in 
cancer clinical trials.17  

• PRO information has been used in measuring product symptoms and/or function as evidence to 
support regulatory risk-benefit decisions for certain oncology product approvals.18 

• PRO information has been used to inform product labeling determinations relating to product 
safety, tolerability, and side effects.19 

• Project Patient Voice, which is a web-based platform that makes patient-reported symptom data 
(collected from cancer clinical trials) more readily available for cancer patients and health care 
providers. This data can help patients when they are talking with their health care provider about 
the risks and benefits of a particular cancer drug.20 

 
 
 

 

  

 
14 FDA, The FDA’s Patient-Focused Drug Development Initiative: https://www.hematologyandoncology.net/files/2021/02/ho0221DrugDevel-1.pdf.  
15 Ibid.  
16 Ibid.  
17 AACR, Utilizing Patient-reported Outcomes in Cancer Clinical Trials: https://www.aacr.org/blog/2018/05/31/utilizing-patient-reported-outcomes-in-cancer-clinical-trials/.  
18 FDA, The FDA's Oncology Center of Excellence — Quantifying the Patient Experience: https://www.fda.gov/news-events/fda-voices/fdas-oncology-center-excellence-quantifying-patient-
experience.  
19 Ibid.  
20 FDA, Project Patient Voice: https://www.fda.gov/about-fda/oncology-center-excellence/project-patient-voice.  
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Activities & Improvements  

Despite its creation only a few years ago, the OCE has successfully expedited the review and/or approval of 
numerous oncology products, which are outlined in progress reports from 2018-2020. 

 
A comparison of pre- and post-OCE data shows there has been a steadier increase in the number of 
approvals for new cancer drugs since the OCE’s establishment on January 19, 2017. Between 2013 to 2016, 
an average of 8.75 new cancer drugs were approved each year. However, between 2017 to 2020, an 
average of 14.25 new cancer drugs were approved each year. In fact, 2020 marks the year when the most 
cancer drugs ever were approved by the FDA (on both an absolute and a relative basis).24 See below for a 
chart of new drugs approved for the treatment of cancer or cancer-related conditions. 
 
 
 
 
 
 
 
 
 
 
 

  

 
21 U.S. Food and Drug Administration, 2018 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/122837/download.  
22 U.S. Food and Drug Administration, 2019 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/134891/download.  
23 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download.  
24 Nature, 2020 FDA drug approvals: https://www.nature.com/articles/d41573-021-00002-
0#:~:text=The%20FDA%20approved%2018%20(34,approvals%20by%20selected%20therapeutic%20areas. 

 201821 201922 202023 

Oncology 
Approvals 

• New Molecular Entities/Original 
Biologics License Applications: 19 

• Supplements (new indication): 32 
• Supplements (new population): 1 
• 505(b)(2): 9 
• Biosimilar: 2 
• Premarket Approval (combination 

product): 1 
• Premarket Approval (modification 

companion diagnostics): 10  
• Premarket Approval (new 

companion diagnostic): 1 

• New Molecular Entities/ 
Original Biologics License 
Application: 11 

• Supplements (new indication 
or new population): 27  

• Biosimilar: 3 
• Premarket Approval 

(original): 4 
• Premarket Approval 

(supplemental): 4 

 

• New Molecular Entities/Original 
Biologics License Application: 19 

• Supplements (new indication): 40 
• Supplements (new population): 2 
• 505(b)(2): 6 
• Biosimilar: 1 
• Premarket Approval (original): 7 
• Premarket Approval (supplemental): 

12 

 

Submissions 
Reviewed 
Under an 
Expedited 
Program  

• Breakthrough Designation: 25 
granted 

• Breakthrough Device Designation: 
18 granted 

• Regenerative Medicine Advanced 
Therapy: 2 granted 

• Fast Track: 35 granted 

• Breakthrough Designation: 
35 granted 

• Regenerative Medicine 
Advanced Therapy: 3 granted 

• Fast Track: 45 granted 
 

• Breakthrough Designation: 28 granted 
• Breakthrough Device Designation: 9 

granted 
• Regenerative Medicine Advanced 

Therapy: 6 granted 
• Fast Track: 88 granted 
• Priority Review: 78 granted 
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Groundbreaking New Treatments Offer Hope for Cancer Patients 

 

Since the opening of the OCE, not only has the 
quantity of approvals increased; in the eyes of some 
patient advocates and stakeholders, so, too, has the 
quality of those approvals improved. Consider the 
events of recent years.  
 
In 2017, the first two chimeric antigen receptor 
(CAR)-T cell therapies were approved in the U.S. 
with the help of the OCE’s clinical review support 
and coordination activities – one to treat 
lymphoblastic leukemia, and another to treat adult 
patients with certain types of non-Hodgkin 
lymphoma.25 CAR-T cell therapies involve the 
reprograming of T cells (cells that are a part of the 
immune system) to fight cancer.26 CAR-T cell 
therapies have demonstrated “remarkable clinical 
results” and can be especially effective for certain 
forms of cancer, even when other types of 
treatment have failed.27 One challenge, however, is 
that CAR-T cell therapies are very complex, which 
can lead to longer development and approval 
timelines.28  
 
While modern science has led to the discovery of new and innovative therapies that are more effective 
and/or treat previously untreatable diseases, the added complexity of some of these treatments can delay 
approval timelines and the actual use of these products in patient care. The OCE demonstrates that 
Centers of Excellence that embed the pillars of coordination and collaboration improve upon the  
regulatory side of complex product development to ensure safe and effective products are available to 
patients sooner.  
 
In 2017, then-FDA Commissioner Scott Gottlieb said that the first FDA-approved gene therapy in the U.S.  
marked the start of a “new frontier in medical innovation with the ability to reprogram a patient’s own 
cells to attack a deadly cancer,” and that “[n]ew technologies such as gene and cell therapies hold out the 
potential to transform medicine and create an inflection point in our ability to treat and even cure many 
intractable illnesses.”29 To highlight the importance of the later approval, Gottlieb stated, “In just several 
decades, gene therapy has gone from being a promising concept to a practical solution to deadly and 
largely untreatable forms of cancer. . . This approval demonstrates the continued momentum of this 

 
25 FDA, FDA approval brings first gene therapy to the United States: https://www.fda.gov/news-events/press-announcements/fda-approval-brings-first-gene-therapy-united-states; FDA - 
FDA approves CAR-T cell therapy to treat adults with certain types of large B-cell lymphoma: https://www.fda.gov/news-events/press-announcements/fda-approves-car-t-cell-therapy-treat-
adults-certain-types-large-b-cell-lymphoma.  
26 American Cancer Society, CAR T-cell Therapy and Its Side Effects: https://www.cancer.org/treatment/treatments-and-side-effects/treatment-types/immunotherapy/car-t-cell1.html.  
27 NCBI, Approval of First CAR-Ts: Have we Solved all Hurdles for ATMPs?: 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6343443/:https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6343443/; and American Cancer Society - CAR T-cell Therapy and Its Side Effects: 
https://www.cancer.org/treatment/treatments-and-side-effects/treatment-types/immunotherapy/car-t-cell1.html.  
28 NCBI, Approval of First CAR-Ts: Have we Solved all Hurdles for ATMPs?: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6343443/.  
29 FDA, FDA approval brings first gene therapy to the United States: https://www.fda.gov/news-events/press-announcements/fda-approval-brings-first-gene-therapy-united-states.  
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promising new area of medicine, and we’re committed to supporting and helping expedite the 
development of these products.”30  

Outcomes: Improved Guidance, New Pilots, Innovative Projects 

 
In addition to the FDA’s four expedited review programs, the OCE has established numerous projects and 
pilots to improve various elements of cancer treatment development and approval. The Oncology Center 
of Excellence staff found that the various projects undertaken by the Center have all helped in advancing 
oncology treatment.31 Two of the most important and successful projects/pilots undertaken by the OCE 
include Project Orbis and the Real-Time Oncology Review Project. 
 
Project Orbis 

 
Project Orbis provides a framework for concurrent submission and review of oncology products among 
international partners.32 This project stemmed from the observation that many countries receive 
pharmaceutical applications months to years after their filing in the United States.33 As explained earlier, 
the primary goal of the OCE was to improve collaboration between the different FDA product centers. 
Project Orbis applies the OCE’s focus on collaboration to international regulators in foreign nations. 
Specifically, the FDA explains that collaboration among international regulators can help cancer patients 
receive earlier access to products in foreign nations where there may be significant delays in regulatory 
submissions, regardless of whether the product has received FDA approval. The OCE’s international 
program reported 38 approvals in its first year working with Australia, Brazil, Canada, Singapore, 
Switzerland, and the United Kingdom to conduct collaborative reviews of important product applications 
(see Appendix 1).34

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
30 FDA, FDA approves CAR-T cell therapy to treat adults with certain types of large B-cell lymphoma: https://www.fda.gov/news-events/press-announcements/fda-approves-car-t-cell-
therapy-treat-adults-certain-types-large-b-cell-lymphoma.  
31 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download.  
32 FDA, Project Orbis: https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis.  
33 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download; and NIH - Project Orbis: Global Collaborative 
Review Program: https://pubmed.ncbi.nlm.nih.gov/33037016/. 
34 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download. 
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Real-Time Oncology Review Project  

 
The Real-Time Oncology Review Project explores the use of more efficient review processes for oncology 
products.35 This project enables earlier submission of topline results and datasets to allow an earlier start 
to the FDA oncology application review.36 From February 2018 to April 2020, the Real-Time Oncology 
Review Project supported the submission and review of 20 oncology drug approvals (see Appendix 2).37  
 

Additional Projects 

 

In addition to Project Orbis and the Real-Time Oncology Review Project, some other projects and pilots 
include: 

• Project Renewal, a public health initiative that aims to update the labeling information for 
oncology products by evaluating relevant scientific evidence from published literature.38 

• The Project Facilitate Call Center, a pilot program to assist oncology health care providers or 
regulatory professionals in requesting access to investigational therapies for patients with cancer.39 

• Project Point/Counterpoint, which helps improve the level of transparency regarding the different 
viewpoints that the FDA and sponsor company may have.40 

• Project Protect, which helps ensure the safety of drugs approved to treat patients with cancer 
through the development of consistent safety data standards, a centralized safety team, and data 
analysts who assist reviewers.41 

 
Improved Guidance  

 
There also appears to be a connection between the enhanced coordination that the Center provides and 
the number of oncology-related guidance documents drafted and/or published, which benefits 
researchers and other stakeholders. The OCE has: 

• Participated in the development of 11 oncology-specific guidance documents in 2018.42 

• Led or participated in the development of 12 oncology-specific guidance documents in 2019.43 

• Led or participated in the development of at least 17 oncology-specific guidance documents in 

2020.44 

By comparison, far fewer oncology-related and/or oncology-specific guidance documents were issued by the 
FDA prior to the creation of the OCE. Based on a search of the terms “oncology” and/or “cancer” within the 
FDA guidance document database:45 

• Only 3 oncology-related guidance documents were developed in 2016. 

• Only 5 oncology-related guidance documents were developed in 2015. 

• Only 2 oncology-related guidance documents were developed in 2014. 

 
35 FDA, Real-Time Oncology Review: https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review.  
36 NIH, U.S. Food and Drug Administration: Initial Experience with the Real-Time Oncology Review Program: https://pubmed.ncbi.nlm.nih.gov/32816899/.  
37 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download; and NIH - U.S. Food and Drug Administration: 
Initial Experience with the Real-Time Oncology Review Program: https://pubmed.ncbi.nlm.nih.gov/32816899/.  
38 FDA, Project Renewal: https://www.fda.gov/about-fda/oncology-center-excellence/project-renewal.  
39 FDA, Project Facilitate: https://www.fda.gov/about-fda/oncology-center-excellence/project-facilitate.  
40 U.S. Food and Drug Administration, 2019 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/134891/download.  
41 Ibid. 
42 U.S. Food and Drug Administration, 2018 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/122837/download.  
43 U.S. Food and Drug Administration, 2019 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/134891/download.  
44 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download. 
45 FDA, Search for FDA Guidance Documents: https://www.fda.gov/regulatory-information/search-fda-guidance-documents. 
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FDA Leadership Reflects on OCE Impact 

 
In 2018, OCE Director Richard Pazdur observed that “since its formation, the OCE has collaborated with FDA’s 
medical product centers to expedite many important clinical reviews, including the first two chimeric antigen 
receptor T-cell therapies for the treatment of advanced hematologic malignancies, and the first approvals of 
site-agnostic indications.”46 
 

Advancing Its Mission, Even Amidst a Global Pandemic 

 

Dr. Pazdur, along with his colleague Jennifer Gao (Education Associate Director for the Center), underscored 
the important role played by the OCE, even during the widespread disruption to the health sector in 2020 due 
to the COVID-19 pandemic: 

All aspects of cancer care have been affected by the COVID-19 pandemic, including cancer screening, 
treatment decisions, treatment options, as well as monitoring for progression or recurrence. However, 
silver linings have begun to emerge, including a growing acceptance of decentralized trials, a better 
understanding of how trials can be made more patient-friendly to better serve the patient.47 

 
Highlighting the resilience and positive impact of the OCE’s work in 2020 despite the challenges of the COVID-
19 pandemic, Dr. Pazdur stated:  

[T]here were a total of 40 new indications and 19 new molecular entities (NMEs) that were 
approved for oncology indications. . . Several novel drugs were approved for the treatment of 
mesothelioma, RET-fusion positive lung cancer, refractory myeloma, initial treatment of MSI-high 
colon cancer, and refractory GI. . . The OCE also worked with other divisions outside of oncology to 
“re-purpose” oncology drugs for potential use to combat COVID-19 infections and their sequela.48 

 
The pandemic has certainly presented a unique responsibility for the FDA, given the agency’s role on 
reviewing and approving medical products, devices, and biologics. That the OCE has continued to make such 
progress in such challenging times is notable.  
 

  

 
46 U.S. Food and Drug Administration, 2018 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/122837/download. 
47 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download. 
48 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download.  
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Advocates, Stakeholders Highlight OCE Collaboration, Progress 

 

Patient-Centered Regulatory Decision-Making 
 

As the OCE has evolved and matured since its creation, consumers and patient advocates have highlighted a 
number of dynamics they view as positive with respect to the development, review, and approval of oncology 
products. Perhaps most fundamentally, a number of patient groups have noted that the existence of an OCE 
elevates the role of patients and the patient voice in the regulatory process. For example, in 2018, Bruce 
Johnson, M.D., President of the American Society of Clinical Oncology, noted that “[n]early 1.7 million 
Americans will be diagnosed with cancer this year,” adding that “ASCO fully supports the mission of the OCE to 
achieve patient-centered regulatory decision-making through innovation and collaboration. . . .”49 
 

A Shared Understanding of the Patient Experience 

One oncology patient advocate highlighted the 
role the OCE plays in helping FDA staff 
understand the needs of the patient 
community. This advocate relayed how the 
relationships built between advocates and OCE 
staff in recent years have instilled confidence 
that the regulators understand the impact of 
their work on patients and caregivers. This 
advocate also mentioned being encouraged to 
see that the FDA understands the importance 
of the patient experience and the psycho-
social aspects of cancer.50  
 
Noting the sheer size of the FDA’s staff and 
operations, one advocate observed how 
practically beneficial it was for stakeholders 
across the oncology community to have a 
centralized and dedicated team within the 
agency who are focused specifically on 
oncology. The result, this advocate said, was 
that a sense of   common views and a shared 
understanding of oncology emerged, despite 
the size and heterogeneity of the agency and 
stakeholder community.51 

 

Fostering Scientific Collaboration and Development 
 

Another oncology patient advocate highlighted the OCE’s importance in enabling the FDA to recruit and retain 
the scientific expertise needed in oncology. The OCE has helped sustain the professional development of a 
subcategory of professionals and experts who are fluent in cutting-edge developments in oncology science 
and clinical trials. This advocate noted that the OCE has played a practical role in fostering peer-to-peer 

 
49 ASCO, Bruce E. Johnson Testimony: https://www.asco.org/sites/new-www.asco.org/files/content-files/blog-release/documents/2018-FDA19-Budget-Testimony.PDF.  
50 Conversation between Leavitt Partners staff and an oncology patient advocate, 2021. 
51 Ibid. 

https://www.asco.org/sites/new-www.asco.org/files/content-files/blog-release/documents/2018-FDA19-Budget-Testimony.PDF


 

 

relationships and facilitating a “cross-pollination” of relationships and professional insights. Furthermore, the 
OCE’s existence has helped sustain the attractiveness of working on oncology-related matters at FDA. 52  
 
Accelerating Life-Improving Treatments 

 
When asked whether the progress seen in oncology treatments in recent years would have occurred without 
the OCE, one patient advocate replied that some of the advances might have happened eventually, but they 
would not have happened as soon. This advocate underscored the value of the OCE’s work by noting that 
getting new therapies to market years sooner can literally be a matter of life and death for some patients. 53  
 
In 2018, Scott Korn, then Vice President for Global Regulatory Affairs for Oncology at Merck described the 
positive impacts the OCE achieved, even early in its existence. “Our view is that this past year, OCE has been 
very successful in its primary goals of expediting development of oncology drug products using an integrated 
approach, facilitating communication and knowledge-sharing with various stakeholders, and embarking on 
new and needed regulatory initiatives…,” Korn said. “These interactions have been uniformly collaborative and 
informative, and we appreciate the perspective OCE brings to these discussions.”54 
 

 

  

 
52 Conversation between Leavitt Partners staff and an oncology patient advocate, 2021. 
53 Ibid. 
54 FOCR – Pink Sheet – US FDA's Cancer Review Staff Should All Move To Oncology Center of Excellence, Advocates Say: https://friendsofcancerresearch.org/news/pink-sheet-us-fdas-cancer-
review-staff-should-all-move-oncology-center-excellence-advocates. 

https://friendsofcancerresearch.org/news/pink-sheet-us-fdas-cancer-review-staff-should-all-move-oncology-center-excellence-advocates
https://friendsofcancerresearch.org/news/pink-sheet-us-fdas-cancer-review-staff-should-all-move-oncology-center-excellence-advocates


 

 

Evaluating the Evidence: A Record of Success 

 
In 2020 and 2021, the COVID-19 Public Health Emergency has generated much critical discussion about the 
importance of collaboration and regulatory tools in expediting lifesaving treatments for individuals and 
families. While there is certainly room for improvement on this topic, the OCE stands out as a positive 
example of FDA’s work engaging patients, advocates, and other stakeholders to increase transparency and 
collaboration in its processes while increasing coordination across divisions. 
 
The FDA Oncology Center of Excellence has succeeded to date in leveraging the combined skills of regulatory 
scientists and reviewers with expertise in drugs, biologics, devices, and diagnostics while coordinating with 
centers and offices across the FDA. Certainly, the Center’s vision to foster a unified and collaborative scientific 
environment to advance the development and regulation of oncology products for patients with cancer is a 
goal that a wide array of stakeholders share. 

 
 
 

 
 
 
 
 
 

 

  



 

 

Appendix 1 – Figure of Project Orbis Marketing Application 

Submissions and Approvals: Year One Experience55 

 
Shown below is the initial set of ORBIS applications based on 21 FDA applications received from June 12, 2019 
to June 12, 2020. Abbreviations: FDA, Food and Drug Administration (USA); TGA, Therapeutic Goods 
Administration (Australia); HC, Health Canada; SMC, Swiss Agency for Therapeutic Products (Swissmedic) 
(Switzerland); HSA, Health Sciences Authority (Singapore); ANVISA, Brazilian Health Regulatory Authority. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Triangle: Application submitted 
Flag: Application approved 
  

 
55 U.S. Food and Drug Administration, 2020 Annual Report: Oncology Center of Excellence: https://www.fda.gov/media/145613/download. 

https://www.fda.gov/media/145613/download


 

 

Appendix 2 – Figure of FDA Real-Time Oncology Review Timeline56 
 
Shown below is the Real-Time Oncology Review (RTOR) Timeline, which allows the FDA to review much of the 
New Drug Application/Biologics License Application data earlier (before the applicant formally submits the 
complete application). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
56 U.S. Food and Drug Administration, Real-Time Oncology Review: https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review.  

https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review

