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DearGlNNED

Final Appraisal Determination: Alendronate etidronate risedronate and strontium ranelate for the (FAD 1) primary and
(FAD 2) secondary prevention of osteoporotic fragility fractures in post menopausal women

Thank you for lodging Servier Laboratories appeal against the above Final Appraisal Determinations.

Introduction

The Institute's appeal procedures provide for an initial scrutiny of points that an appellant wishes to raise, to confirm that they
are at least arguably within the permitted grounds of appeal ("valid"). The permitted grounds of appeal are:

e Ground 1: The Institute has failed to act fairly and in accordance with its published procedures as set out in the Institute's
Guide to the Technology Appraisal Process.

e Ground 2: The Institute has prepared guidance which is perverse in the light of the evidence submitted.
e Ground 3: The Institute has exceeded its powers.

This letter sets out my initial view of the points of appeal you have raised: principally whether they fall within any of the grounds
of appeal, or whether further clarification is required of any point. Only if | am satisfied that your points contain the necessary
information and arguably fall within any one of the grounds will your appeal be referred to the Appeal Panel.

You have the opportunity to comment on this letter in order to elaborate on or clarify any of the points raised before | make my
final decision as to whether each appeal point should be referred on to the Appeal Panel.

Initial View

I note that your appeal raises points considered at an appeal hearing against earlier FADs generated in these appraisals, as
well as some wholly new points, and some points which are partly new and partly already considered.

As to the points already considered, (some of which as you note are subject to a judicial review) | note that you anticipate that
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the appeal panel would feel bound to reject these points, having already done so once. 1 think that that is correct, at least in the
absence of some relevant change of circumstance. | therefore am minded to conclude that these points (1,3,4,6,7,9, and 10 in
your numbering) should not proceed.

As to the new points raised (5 and 8) | agree these are valid appeal points and should be considered by an appeal panel.

As to the points which are partly new and partly already considered, (2 and 11) strictly | would be minded to rule that only the
new arguments should be considered. However | feel this may lead to a stilted presentation of the arguments at appeal and/or
it may be that the new arguments to be presented will colour the panel's understanding of the old material. Therefore | propose
that the whole of those two points should go forward, albeit that it is probable that the appeal panel will simply repeat its earlier
findings in respect of some of the arguments being put.

As | am minded to rule that at least some of your appeal points are valid, | will pass your appeal to the Appeal Panel for
consideration.

If you wish to make any further comment | would be grateful to receive this within fourteen days.

Yours sincerely

Sir Michael Rawlins
Chair
National Institute for Health and Clinical Excellence

NICE is the independent organisation responsible for providing national guidance on the promotion of good
health and the prevention and treatment of ill healith.

The information contained in this message or any of its attachments may be privileged and confidential and is
intended for the exclusive use of the addressee(s). If you are not the addressee any disclosure, reproduction,
distribution, other dissemination or use of this message is strictly prohibited. If you receive this message in error
please return it to the sender and delete it from your system. Any personal data sent in reply will be processed by
us in accordance with requirements of the Data Protection Act 1998 for the purposes of the Institute's work only.
Further details are available on the NICE website www.nice.org.uk

All messages sent by NICE are virus checked with the latest available product in order to minimise the risk of transmitting
software viruses, but we advise you to carry out your own virus checks on any attachment to this message. We cannot accept
liability for any loss or damage caused by software viruses.
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