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Bill Cassidy, M.D.  
Ranking Member  
Senate Commitee on Health, Educa�on, Labor, and Pensions 
428 Senate Dirksen Office Building 
Washington, DC, 20510 
 
Electronically submitted via NIHModernization@help.senate.gov 
 
Dear Senator Cassidy,  
 
The Society of Gynecologic Oncology (SGO) is pleased to provide input in response to your request for 
informa�on on modernizing the Na�onal Ins�tutes of Health (NIH).  
 
SGO is the premier medical specialty society for health care professionals trained in the comprehensive 
management of gynecologic cancers. Our more than 2,000 members include physicians, advanced 
prac�ce providers, nurses and pa�ent advocates who collaborate with the Founda�on for Women’s 
Cancer to increase public awareness of gynecologic cancers and improve the care of those diagnosed 
with gynecologic cancers. Our primary mission focuses on suppor�ng research, dissemina�ng 
knowledge, raising the standards of prac�ce in the preven�on and treatment of gynecologic 
malignancies, and collabora�ng with other organiza�ons dedicated to gynecologic cancers and related 
fields. All with the ul�mate vision of eradica�ng gynecologic cancers. 
 
In 2023, it is es�mated that over 114,000 women would be diagnosed with a gynecologic cancer and 
more than 34,000 would die. The incidence of gynecologic cancers is increasing, and we are seeing stark 
health care dispari�es and dispropor�onate impacts on our most vulnerable and minority popula�ons. 
Significant advances have been made in the field of gynecologic oncology, through research and 
collabora�on with pa�ents eager to be involved. However, there is s�ll much more work to do to 
improve preven�on, early detec�on, and treatment of these devasta�ng diseases. This is why it is 
essen�al to ensure that the NIH has the necessary resources and support to maintain its role as a 
transparent, nimble, and forward-thinking ins�tu�on, allowing it to con�nue pioneering research and 
addressing the evolving healthcare needs of all Americans. 
 
Increasing Diversity 

Significant health dispari�es exist in gynecologic cancers; race and ethnicity, socioeconomic status, and 
payer status con�nue to play an outsized role in women’s health outcomes. One way to address these 
dispari�es is to ensure people from diverse backgrounds who have a cancer diagnosis par�cipate in 
clinical trials. Strict clinical trial requirements and the complexity of clinical trial par�cipa�on are barriers 
that affect the racial, cultural, ethnic, economic, and geographic diversity of clinical trial enrollment. They 
also limit the representa�veness of the clinical trial results, forcing clinicians to speculate as to whether 
the results can be extrapolated to their real-world pa�ents. The NIH has worked to improve clinical trial 
diversity in recent years; however, more must be done to op�mize enrollment of diverse popula�ons 
that truly represent all pa�ents.  
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The NIH should work to restructure clinical trial eligibility, requirements, and protocols to accommodate 
pa�ents from different communi�es and social circumstances. For example, clinical trials should have 
the necessary resources to maximize the use of telemedicine, off-site tes�ng opportuni�es, and other 
more flexible measures, rather than required in-person visits. These measures would ensure adequate 
follow-up without devia�ng from protocols. There must also be meaningful accountability to enroll 
underrepresented pa�ents in trials. Funding of clinical trials should require demonstrated inclusion of 
minority par�cipants with a methodology that may apply more readily to the real-world popula�on. 

Furthermore, the NIH should increase the diversity of leadership teams, selec�on commitees, and 
fellowship placements by having accountable goals related to hiring, promo�on and reten�on, and 
bridging community and academic partnerships.  Congress should encourage the NIH to create pipeline 
programs for underrepresented minori�es, offering research mentorship and insight into grant processes 
and funding mechanisms.  Addi�onally, priori�zing racial equity is important in obtaining health equity.  
For example, the grant selec�on process should be revised to include equity as a criterion alongside 
scien�fic exper�se. Moreover, program officials and reviewers should be held accountable to 
expecta�ons around bias and dispari�es during the applica�on process and trained accordingly. 

Trial Design  

SGO appreciates your interest in how clinical trials can be conducted more efficiently and effec�vely. 
Adap�ve designs and the incorpora�on of synthe�c controls for comparison are innova�ve approaches 
to enhance the efficiency, flexibility, and accuracy of clinical trials. The requirement to enroll addi�onal 
par�cipants when they represent popula�ons with known response rates might seem excessive; 
however, with an innova�ve trial design we can overcome this inefficiency and enroll fewer par�cipants 
while leveraging prior knowledge of response rates from external controls. Incorpora�ng innova�ve trial 
designs is par�cularly important when pursuing avenues like breakthrough designa�on and accelerated 
approval and could be referenced as a sensi�vity analysis against real-word interven�ons for regular 
approval applica�ons – par�cularly to improve diversity and address other SDOH. Addi�onally, 
incorpora�ng feedback loops and triggers into the trial design to con�nuously monitor par�cipant 
accrual rates in real-�me is vital. It is also important to note that the �meline for securing approval may 
vary between pharmaceu�cals. This variability emphasizes the need for flexible and adap�ve trial 
designs that cater to the unique characteris�cs of clinical trials, and we encourage Congress to support 
these trial characteris�cs. 

Peer Review Process 

The NIH has made efforts in recent years to simplify the peer review framework for research project 
grant applica�ons and beter facilitate the iden�fica�on of the strongest, highest-impact research, 
including releasing an RFI seeking input on the topic in March 2023 and announcing a “Simplified Review 
Framework for NIH Research Project Grant Applica�ons.” SGO appreciates these efforts as the peer 
review process ensures the quality of research by subjec�ng it to rigorous evalua�on. 

SGO was pleased to see that the new framework aims to reduce reviewer burden by shi�ing policy 
compliance ac�vi�es to NIH staff. This change will help improve reviewers’ focus on the scien�fic impact, 
research rigor, and feasibility of the proposed research. Streamlining the peer review process by 
reducing administra�ve burdens not only accelerates review cycles, enabling quicker feedback and 
funding decisions for researchers, but also empowers reviewers to provide more comprehensive 
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assessments of the scien�fic impact and quality of research proposals, benefi�ng both researchers, 
reviewers, and the advancement of science.  

However, the NIH should consider implemen�ng a requirement in the applicant’s cover leter that would 
instruct the applicant to state why their proposal is responsive to the request for applica�on (RFA) or 
request for proposal (RFP). We believe this would provide an addi�onal level of clarity and transparency 
for the administra�ve office and reviewers. This will also ensure that research and resources are directed 
towards fulfilling the specific objec�ves outlined in the funding opportunity announcement. 

Thank you for the opportunity to submit these comments. Your dedica�on to seeking input and from 
stakeholders in the research community demonstrates a proac�ve and inclusive approach to shaping 
health policy. Should you have any ques�ons or wish to discuss our comments further please contact 
Erika Miller at emiller@dc-crd.com. 

Sincerely,  

 

Angeles Alvarez Secord, MD, MHSc  
President, 2023-2024 
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