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23rd June 2010

Dear Ms Noble

RE:' PROGYNOV A@

Thank you for your letter, dated 20th June 2010, in which you describe
your experiences with our product Progynova@ (oestradiol valerate).

As you are aware, progynova is indicated for the "Short term treatment of
climacteric complaints after the cessation of monthly bleeding, or
deficiency symptoms after oophorectomy or radiological castrationl..." The
approved Product Information for progynova also states that "Hormone
therapy should only be continued as long as the benefit in alleviation of
severe symptoms outweighs the risk" "As a general rule, progynova
treatment should be discontinued every 6 months in order to verify the
persistence of complaints requiring treatment."

Bayer Schering Pharma does not recommend the use of its products
outside the registered indications, and unfortunately we are unable to
provide any information about the long term use of Progynova in
transsexual women. Please refer back to your doctor regarding any
concerns that you may have about your hormone therapy.

However, we are most concerned to hear about your adverse experiences
of weight gain, shortness of breath and leg oedema and swelling during
therapy with progynova since 2001. We have enclosed our spontaneous
adverse event report form, which we would be most grateful if you could
take to your doctor for completion. Once completed, the form can be
returned to by faxing it to (02) 9391 6250 or emailing it to
drugsafety.anz@baverhealthcare.com All adverse event information
received by Bayer Pharmacovigilance is kept strictly confidential and no
personal details are divulged to any other party.

As per your conversation with my colleague Jennifer Steinmetz, we have
emailed a copy of your letter. to Dr Rosemary Jones in Adelaide, a
researcher in the area of transsexual health. As discussed, Dr Jones may
be able to provide you with further information regarding the long term
use of hormone therapies in transsexual women.

Lastly, please encourage your members to contact Bayer Schering Pharma
Medical Information and Pharmacovigilance should they wish to report any
adverse effects they have experienced while taking our products. All
adverse event information is collated into our global safety database and
is used to enhance knowledge regarding the safety of our products. We
can be contacted on our toll-free number 1800 673 270 from 9am to 5pm
Monday to Friday.
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