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 OV05  


This information has been prepared for patients, their relatives, doctors and nurses involved in the OV05 trial.

Results of the OV05 trial – When is it best to treat women whose ovarian cancer may be coming back?  

In 1996 the Medical Research Council launched a clinical trial called OV05.  It looked at the experience of women who had ovarian cancer.  This information tells you about the results of the OV05 trial.

Women who took part in this trial had been treated with chemotherapy which contained platinum.  At the end of their treatment there was no evidence of active cancer left (this is called complete remission). Although chemotherapy is effective in achieving remission sometimes the ovarian cancer comes back (this is called a recurrence).
Both during and after treatment for ovarian cancer doctors measure a substance in the blood called CA125.  They do this during chemotherapy to check how well treatment is working.  They also do this after chemotherapy when women are seen in the clinic for check ups, to see whether the cancer may be coming back (recurring).     CA125 is produced by ovarian cancer cells and it is normally only found at very high levels if a woman has ovarian cancer.  But occasionally it can be raised by other conditions.   

If ovarian cancer returns after complete remission it is detected in two ways.  In some cases women notice symptoms.  In other cases the hospital will notice that the CA125 levels have gone up.  Sometimes women with high CA125 levels have no symptoms at all.  
Some doctors think that they should treat women with chemotherapy as soon as their CA125 levels go up.  Some doctors think that they should wait until they can see other signs of the cancer coming back. No one really knew the right answer.  The OV05 trial aimed to find out which of these options was the right one.  The key question that the OV05 trial asked was:

If ovarian cancer appears to be coming back based on rising CA125 levels, does starting treatment straight away help women to live longer? 

The OV05 trial was paid for by the Medical Research Council, which was set up and is funded by the UK government.  A cancer research organisation called the European Network for Research and Treatment of Cancer carried out part of the trial in European hospitals at the same time. This study was called EORTC 55955.  UK and European researchers worked together to find the answer as quickly as possible.  

What happened? 

All of the women who took part in the OV05 trial had an operation to remove cancer in their ovaries.  All of them had chemotherapy and were in complete remission (no sign of ovarian cancer) when they entered the trial with a normal CA125 level.  The women had blood tests regularly to check whether their cancer had come back.  But neither the women nor their doctors saw the results of these blood tests.  Instead, the results were seen by researchers at the Medical Research Council Clinical Trials Unit.  If these researchers found that a woman's CA125 levels had risen to twice the normal range, they put her into one of two groups:

· Women in one group had a second blood test (to check that the levels of CA125 found in the first test was correct) and then were given chemotherapy as soon as possible

OR

· Doctors waited to treat the woman until they developed symptoms or the Doctors could actually see signs of the cancer coming back. Then they treated these women with chemotherapy.  

Researchers did not choose which group a woman went in to – this was done by a computer, to make sure that each group of women was as similar as possible.  This helped to ensure that the results of this trial were as reliable as they could possibly be.  

What were the results?

Over 1,000 women in the UK agreed to take part in the OV05 trial.  Other women from Spain, Norway, the Netherlands, South Africa, France, Russia, Belgium, Ireland and Austria also took part in this research – so that a total of 1,400 women agreed to take part.  

All of the women had blood tests regularly between May 1996 and October 2008 to check their CA125 levels and they were followed as part of the trial.  The trial went on for a very long time and some women stopped having regular blood tests after 5 years in the trial. 
Occasionally a cancer can come back without causing a rise in CA125 level in advance.  When this happened to women in the trial, they could not be included any longer.  
Just over one third of the women (529 women) developed a higher level of CA125 in their blood and were allocated to one of the two treatment groups in the trial. 

Researchers at the Medical Research Council Clinical Trials Unit divided these women into two groups, as we described above.  They followed what happened to all of the women who developed a higher level of CA125 in their blood until October 2008.  They looked at how long they lived for and at their quality of life.  
Researchers found that women who were treated as soon as their blood showed an abnormally high level of CA125 had chemotherapy 5 months earlier than those who were treated later. They did not live any longer than women who were treated later when they had symptoms of cancer, or when doctors could see other signs that their cancer had come back.  It was also found that women who were treated as soon as their blood showed an abnormally high level of CA125 needed re-treatment for the second relapse of their ovarian cancer 5 months earlier. Starting treatment earlier did not improve women’s quality of life either.   

What does this mean for women with ovarian cancer in the future?

We now know that treating women as soon as their CA125 levels go up does not help women with ovarian cancer to live longer.  Treatment can safely be delayed until it is clear that the cancer has recurred based on examination, scan results or symptoms.  We have suggested that doctors talk with women who have had ovarian cancer, so that women can decide for themselves whether they want their CA125 levels to be monitored or not.  Some women may still want to have CA125 tests so that they can have an earlier warning that the cancer may be coming back.  Others may choose not to have regular blood tests unless they have symptoms that they are worried about.  These women may be given a form by their doctor so that they can have a blood test if they develop new symptoms.  Women can make these decisions knowing that delaying treatment will not make a difference to their quality of life or how long they live for.  

What do women who took part in the trial need to do now?

There is nothing women who took part in the trial need to do after reading this information. However they may wish to discuss the results with their oncologist and possibly change how often they have blood tests performed for CA 125. We do not expect women who took part in the OV05 trial to have any extra treatment as a result of this research.  

More information

The doctor or nurse who gave you this information will be able to explain the results in more detail and answer any questions you may have. The results of this research will be published in a scientific journal.  Your doctor or nurse should be able to give you a copy of this article when it is published.  The results have also been announced at an international conference for cancer researchers.  You can read more about this conference here http://www.asco.org/ 

Nurses at Ovacome ( www.ovacome.org.uk ) can also help you understand this research. You can call them on the Ovacome helpline 0845 371 0554
Thank you

On behalf of all of the OV05 researchers, we would like to thank all of the women who took part in this research, and the families who supported them to do this.  Cancer treatment could not be improved without the support of many people who take part in cancer research every year.

Yours sincerely 

Gordon Rustin Chief Investigator

Ann Marie Swart MRC Clinical Trials Unit Senior Clinical Epidemiologist
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