These comments are submitted on behalf of the Ovarian Cancer National Alliance.  For 11 years, the Alliance has worked to increase awareness of ovarian cancer and has advocated for federal resources to support research that would lead to more effective diagnostics and treatments.  OCNA is a national organization representing the more that 180,000 ovarian cancer survivors.
In addition to the individual donations from the survivor and family community, OCNA receives some funding from pharmaceutical and biotechnology companies including Fujirebio.  We have a strict policy that fundraising efforts do not affect our policy work, including my presence here today. The Ovarian Cancer National Alliance supports evidence based medicine and does not endorse any specific device, drug or therapy for ovarian cancer.
The Ovarian Cancer National Alliance conducted a survey in 2007.  Results showed that women diagnosed with ovarian cancer 1) tend to see multiple doctors before being accurately diagnosed as having ovarian cancer, 2) are diagnosed at later stages of ovarian cancer rather than earlier stages, 3) have their ovarian cancer symptoms confused with symptoms of other diseases and conditions, and 4) are unaware of genetic tests or other risk factors that could help detect the propensity to develop ovarian cancer.  In my presentation today I am going to use quotes from respondents to this survey, which was done anonymously through our web site.
I won’t repeat the grim statistics that show the need for an early detection test, but I will remind you that the majority of women with ovarian cancer continue to be diagnosed in Stages III or IV, when survival rates are low.  One key reason is that a valid and reliable early detection test – a critical tool for improving early diagnosis and survival rates – still does not exist for ovarian cancer.   The CA-125 is not a screening test and is not approved as an early detection test.
Respondents to our survey shared personal stories of delays that prevented an early diagnosis.  
One recounted her sister’s tragic story of a late diagnosis:  “My sister was 43 when she was diagnosed with ovarian cancer. She had been going to the doctor for almost a year with symptoms of ovarian cancer before she was diagnosed. She was told she had GI problems or she was pre-menopausal. At one point a doctor told her he could not find anything wrong with her. She had told him she was in extreme pain, what should she do. He suggested if it got really bad she should go to the emergency room. She went home and later that night went to the emergency room. They did several tests and found she was full of fluid. Later that week we found out she was in stage III of ovarian cancer.”

Early and comprehensive testing for ovarian cancer remains a critical need still unmet in the medical community.  Ignorance of or failure to recognize ovarian cancer symptoms have limited the use of tests that would otherwise lead to early detection and diagnosis.  
Our survey showed that most women are unaware of ovarian cancer symptoms.
Most women in the survey (89 percent) were unaware of ovarian cancer symptoms before being diagnosed.  However, 81 percent of the respondents realize in hindsight that symptoms existed before diagnosis, with these symptoms being confused with irritable bowel syndrome, pre-menopause, stress, or other ailments.  The inability of both women and their health care providers to recognize these symptoms as being indicative of ovarian cancer means that tests such as CA-125, transvaginal ultrasound and recto-pelvic exam, which would have led to an earlier diagnosis, were not used.  

Here is another patient’s story:

"I am 48 years old and I was diagnosed with ovarian cancer 6 months ago. I had not been feeling well for well over a year and had been to several doctors who had dismissed the symptoms as being early pre-menopausal, fibroids, benign ovarian cyst that will go away on their own, stress, appendix issues, constipation, depression, etc. My periods had become very heavy and painful and then I started bleeding in between periods.  At that time one of the doctors recommended an endometrial ablation which I had done and he noticed that my right ovary did not look good but did nothing about it. I continued feeling not well, having lower back pain, pain on my right side, feeling bloated, gaining weight, and feeling sick. About seven months later I made an appointment with another Gynecologist, she did an ultrasound and did not like what she saw.  She sent me to get a CA-125 done. I had no idea what a CA-125 was until that day and when I found out what I was being tested for I was scared. I was stressed out and scared for 3 days before I found out my results that I had ovarian cancer. My daughter who is 14 years old was with me the day my doctor told me. My whole world came apart."

Survey results show that 50 percent of the respondents did not know about the specialty of gynecologic oncologists.  Furthermore, 48 percent of the respondents reported that the doctors they contacted to evaluate symptoms did not refer them to gynecologic oncologists.   
Correct diagnoses occur only slightly more often than incorrect diagnoses:  
Fifty-nine percent of women were correctly diagnosed, but at least 41percent of women were treated for other conditions before being diagnosed with ovarian cancer.  Some of the wrong diagnosis included acid reflux, endometriosis, pre-menopause, nerves, stress, irritable bowel syndrome, menstrual irregularities, gall bladder issues, allergies, and many others.  
We know the importance of referral to a gynecologic oncologist.  Any support for referral to gynecologic oncologists will aid patients in survival.
An improvement in the accuracy of a risk stratification test could encourage testing among general practitioners, who may be reluctant to use current methods with more limited accuracy.  This, in turn, could lead to women being diagnosed earlier and increase survival.  I want to make the point that a reliable test will be used by more front line doctors; currently they do not use the CA-125 because it’s not hugely reliable.
As the panel considers its recommendations, I have some questions to keep in mind:

1. What is the risk to women using this test?

2. How does that compare to the risk of not using this test?

3. If this test is not approved, what other tools do women and their doctor have?

4. Recognizing that the sponsors aren’t asking for this approval, if the test is only approved for use by gynecologic oncologists, not front line doctors, how does that help women?

5. What is the burden on women to wait for this or other tests to be studied among front line doctors given the incidence of ovarian cancer?
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