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1. collected. The majority

of bleeding episodes

treated with rFVIIa

monotherapy were treated

within 1 ...

Anchor Name: Dosing for

rapid bleed control

[Agency South Africa

roseparr@iafrica.com]

2. The majority of bleeding

episodes treated with

rFVIIa monotherapy were

treated within 1 hour after

...

Anchor Name: 96.5%

efficacy with Novoseven

[ZRMM (Zahra Bou Melhem)]

3. The majority of bleeding

episodes treated with

rFVIIa monotherapy were

treated within 1 hour after

...

Anchor Name: 96.5%

efficacy when treated

within1 hour of bleed

onset*†23   [Agency FCB

Halesway Olga Kooi]

4. 96 .5 % (307 /318 ) were

effectively treated (i .e.,

bleeding stopped ).

Anchor Name: ISTH

NovoSeven Panel   [Agency

Jessica.Rimmer@havaslynx.

com]
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1. Anchor Name: Demartis/

pe131/ col2/ ¶3/ ln 1-8

[Rebecca Weiss]

2. SMART-7 ™ was a

prospective, observational,

single-arm, open-label

study, conducted between

Novembe...

Anchor Name: ISTH

NovoSeven Panel   [Agency

Jessica.Rimmer@havaslynx.

com]

3. . In the primary analysis

of SMART-7 ™, no

treatment-related safety

issues and no FVII binding

or n...

Anchor Name: Safety

[Agency South Africa

roseparr@iafrica.com]

4. In SMART-7 ™, patients

evaluated the status of

bleeding

episodes after each

treatment and the last...

Anchor Name:

Demartis/p2/col2/para3/enti

re paragraph   [Lindsey

Wehrwein]
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1. Anchor Name:

9H_Evaluation scale

[Agency Canada Antibody -

Joshua.Rubenschuh]

2. Anchor Name: 9G_Post

hoc group analysis

[Agency Canada Antibody -

Joshua.Rubenschuh]

3. In the post hoc,

subgroup analyses

presented here, the

hemostatic response to

treatment with rFVIIa...

Anchor Name: ISTH

NovoSeven Panel   [Agency

Jessica.Rimmer@havaslynx.

com]
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1. The median total dose

(IQR ) was 279 .5 (412 .7 ),

272 .7 (327 .6 ), and 280 .2

(574 .6 ) μ g /kg f...

Anchor Name: The median

total dose ...   [Agency

South Africa

roseparr@iafrica.com]

2. Anchor Name:

9B_Median time from bleed

to first dose   [Agency

Canada Antibody -

Joshua.Rubenschuh]

3. Among the 318 bleeding

episodes that were treated

with rFVIIa mono- therapy

within 1 hour after ble...

Anchor Name: 96.5%

efficacy when treated

within1 hour of bleed

onset*†23   [Agency FCB

Halesway Olga Kooi]

4. Anchor Name: Among

them 96,5% ...   [Agency

South Africa

roseparr@iafrica.com]

5. The median total dose of

rFVIIa used among the

mono-

therapy subgroup of

patients was 277 .8 μ g /...

Anchor Name: SMART-7™

Median total dose of rFVIIa

277.8 μg/kg   [Agency South

Africa roseparr@iafrica.com]
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1. Czech HemoRec

registry. 16 ,17 In SMART-7

™, a large, pro- spective,

postmarketing study in

patient...

Anchor Name: Demartis/

pe135/ col1/ ¶1/ ln 1-3

[Rebecca Weiss]

2. Hemostatic

effectiveness for bleeds

treated < 1 hour from onset

of bleed was very similar to

the ov...

Anchor Name: Therefore,

NovoSeven is effective in

early and late bleeds

[Agency South Africa

roseparr@iafrica.com]

3. In hemophilia patients

with inhibitors in

particular, rapid treatment

is associated with faster

ble...

Anchor Name:

Demartis/p6/col1/para3/ln6-

9   [Lindsey Wehrwein]
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