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APPENDIX 1
Overview of cumulative neurclogical and psychiatric adverse event reporting

Methodology (search strategy)

_* A Drug Safety Report with the cut-off date 28 September 2008 was complete
- for the label up-date on neurp-psychiatric events.

An up-date with cut-off date 28 February 2007 was performed using the
same search ferms.

The searches included the complete Systermn Crgan Class “psychiatric
disorders”, the maijority of the SOC *neurological disorders” and the SCC
“injury, poisoning and procedural complications” were searched.

The searches revealed 1215 cases which were individually reviewed to
identify cases reporting injurious or abnormal behavior resulting in injures.
Furthermore, cases reporting “‘completed suicide’ and “suicidal attempts”
were searched and presented separately.

In this presentation recent cases after the cut —off date areinciuded (N = 6),

Cumulative Overview (2000 - 12 March 2007

—

Cerall i
Numher |
|

i
L 1215
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Reports of abnormal _om_:mio,.

resulting in injuries

Cumulative Resuits (2000 to 12 March 2007)
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Reports of suicide and suicidal ideation (cumulative)

{Totat number
N n..:

)

" Commilted 7 Buigidal ("~ Suicidal .
% suicide | A ideation attempls pehavior
m {fata) non-fatal) {(nan-fataly | . | {non-fataf)

o N=3 o N=3 A N=3

. 5 ) {Unkoown, 4 | —
Male 44y, SGP . | Fernale 40y, J rknown |
‘ Emﬂm._?.._n _umamﬂmaw..__

tale 51y, J | wale 36y, J _

| Male 85y, 4 | Female 16; h { Female 46y. ._w

.mmBm_w 47y, cwm |
_,./ )

. . ™. S

Abbravigtion:
SGP: Singapare; J: Japan; US: Unkted States of Amerss; y- years

Summary of resulis suicide and suicidal
ideation

+ Overall a total number of three cases of suicide, three cases of suicidal ‘
ideation, and three cases of suicidal attempts were reported in estimated 45 =~
million patients exposed to Tamiflu.

Two cases were initiaily reported as suicide attempt but in a follow-up report
the cases were reporied as abnormal behavior and fall and are included in the
previcus section. .
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APPENDIX 2

Electronic copy of slides summarizing cumulative neurological and psychiatric adverse
event reporting.
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SIGNATURES OF THE EXPERTS

Overview of neuroclogical and psydhiatric events in patients with influenza both taking
and not taking Tamifiu®

The undersigned has written and approved the content of the overview report

Name (Title) Signature Place / Date
Affiliation : :

Dr. Stephen Toovey

International Medical Leader
F. Hoffmann-La Roche Ltd

Dr. Rene Haltiner
Drug Safety Physician
F. Hoffmann-La Roche Ltd
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