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EMNE:
The Ngal test i USA hvornar?

22 tegn it

TEKST:

bedre nyremarker, end SC
BioPorto skriver i nyhedsbrevet medio 2010, at CE registreringen ventes udarbejdet,
set pi samme tidspunkt som de sidste studier afsluttes, noget indikerer at det er i
Januar, idet de melder ud af DAKQ A/S begynder salg i Januar.

stort

Disse data, sdvidt jeg er orienteret, skal herefter ogsd anvendes til EDA registrering.
Der hvor det s& bliver interessant, er at jeg kunne huske noget om behandlingstider for
DMA og 510K, i dette indleg pd Proinvestor har jeg skrevet 45 dages behandlingstid for en
510K, og

TAGS (du kan bice sirive aktisymboler og dine egne tags, adskit af komma og mellemrum, fx banker, bankpakke, DANSKE.CO):
BIOPOR.CO,

Du kan vedhszfte PDF, JPG, G, PNG, DOC(X), XLS(X), PPT(x) og TXT-fier. ik pi Vedheett, vaelg ilog vent tlupload er fedip, for du indsender indiseg eler uploader endnu en fi
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Measure Target

oct
2009

Nov.
2009

Dec
2009

Jan
2010

Feb
2010

Mar
2010

Apr
2010

May
2010

Jun
2010

ul
2010

Aug
2010

Sep
2010

1. Cumulative percent of |

lapproved 180-day PMA

lsupplement review

Imemos posted duri
he month

80%

9

N/A

N/A

N/A

0%

0%

0%

63%

50%

04%

TBD

TBD

a. Number of
approved 180-day
PMA supplement NA
review memos posted|
during the month

N/A

N/A

N/A

TBD

TBD

b. Number of
approved 180-day
PMA supplements NA
during the month
(start date 1/1/10)

N/A

N/A

N/A

TBD

TBD

A. Increase public access to medical

I device

Office of In Vitro Diagnostic Evaluation and Safety

information by p

osting 5

10(k) in-

vitro dia

gnostic

(1vD) de

cision summaries

Measure Target

oct
2009

Nov.
2009

Dec
2009

Jan
2010

Feb
2010

Mar
2010

Apr
2010

May
2010

Jun
2010

ul
2010

Aug
2010

Sep
2010

1. Percent of 510(k) IVD
ldecision summaries
lposted on the web
[within the 45 day
imeframe during the
lmonth

20%

79%

03%

81%

85%

96%

100%

03%

100%

100%

TBD

TBD

a. Number of IVD
decision summaries
posted within 45 day | N/A
timeframe during the
month

2

2

25

11

24

22

2

25

2

TBD

TBD

b_ Total number of
WD de
summaries posted

N/A

28

during the month

28

31

13

25

22

28

25

2

TBD

TBD
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Key Projects

L. Office of Device Evaluation - iReview - iReview aims to serve as a workflow management tool and automate the end-to-end
510(K) review process. This new system ensures that work is not duplicated in multiple systems, technical risk is reduced, future
changes to the 510(k) process can be incorporated easily without impacting other applications, and reviewers, supervisors, and

consultants can use one system as a single repository for all 510(k) review status and work products.

iReview goals include:

« Development of an electronic tool for reviewers to enable creation of 510(k) review memos and administrative file
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