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Thank you for the opportunity to present the perspective of the Society of 

Gynecologic Oncology (SGO) on the new drug application (NDA) 206162, olaparib 

capsules, submitted by AstraZeneca Pharmaceuticals LP, which proposes the indication 

(use) for this product is as monotherapy for the maintenance treatment of adult patients 

with platinum-sensitive relapsed ovarian cancer (including fallopian tube or primary 

peritoneal) with germline BRCA mutation as detected by an FDA-approved test, who 

are in response (complete response or partial response) to platinum-based 

chemotherapy. 

 I am Dr. Larry Maxwell, Chair of the Department of Obstetrics and Gynecology at 

Inova Fairfax Hospital and Professor in the Department of Obstetrics and Gynecology at 



both Virginia Commonwealth University School of Medicine and the Uniformed Services 

University School of Medicine.  I have received no travel, housing or compensation of 

any kind from AstraZeneca, and am here strictly to represent the SGO. The Society of 

Gynecologic Oncology is the premier medical specialty society for health care 

professionals trained in the comprehensive management of gynecologic cancers, 

including ovarian cancer. As a 501(c)(6) organization, the SGO contributes to the 

advancement of women’s cancer care by encouraging research, providing education, 

raising standards of practice, advocating for patients and members and collaborating 

with other domestic and international organizations. SGO has more than 1,800 

members, including primarily gynecologic oncologists, as well as medical oncologists, 

pathologists, radiation oncologists, hematologists, surgical oncologists, 

obstetrician/gynecologists, nurses, physician assistants, social workers, fellows-in-

training, residents and other allied health care professionals interested in the treatment 

and care of women’s cancer. Our members provide multidisciplinary cancer treatment 

including chemotherapy, radiation therapy, surgery and supportive care. They practice 

in a variety of settings, including academic institutions and hospitals, major regional 

cancer centers and private practice. 

 The investigative community, as well as our patients and families, are well aware 

of the clinical impact that inhibitors of poly(ADP)-ribose polymerase (PARP inhibitors) 

have in the setting of ovarian cancer, particularly those who carry a germline mutation in 

one of the BRCA genes. Recurrent ovarian cancer is nearly universally fatal and 

heretofore, efforts to extend the lives of patients have had modest impact. All too often, 
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the trade-off for efficacy has been treatment-related toxicity. In the setting of recurrent, 

incurable disease, the impact of these effects is not trivial.  

Intensive ongoing investigation has demonstrated that, in addition to germline 

mutation carriers, women whose tumors develop incompetent homologous 

recombination DNA repair via somatic loss/alteration of BRCA and other genes may 

additionally benefit from PARP inhibition. Several index trials since the initial clinical 

report of single agent olaparib in the New England Journal of Medicine (Fong, et al., 

July 9, 2009) have demonstrated a consistent, favorable therapeutic index of efficacy 

and toxicity.  

Before you is a large trial of unselected women with high-grade serous ovarian 

cancer in whom olaparib was administered following documentation of platinum-based 

therapeutic response. The current trial demonstrated unprecedented levels of efficacy 

as measured by extension of time to progression, particularly among the subset 

expected to benefit to the greatest degree, namely, those whose tumors were 

characterized by BRCA loss. The magnitude of effect for efficacy is truly impressive in 

this patient population, especially for those with documented BRCA mutations. This 

highly effective clinical strategy of PARP inhibition in a maintenance setting represents 

the first, truly individualized treatment option with unequivocal benefit, and ushers in the 

era of personalized medicine for recurrent ovarian cancer patients.  

Thus, we as a professional organization highly endorse this application and thank 

you for allowing us to comment on this important decision on behalf of our members 

and patients with ovarian cancer. 
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