From: Toth-Allen,
S Ty, i 1 2006 564 AM
To: [purged]

‘Subject: RE: SI Monitoring

et [purged

theofficia g that individual [C3

Hopethis information s ussiul.

by IR8 approval of the sudy). FDA

vinal

CFR 1085, R

X
RE: S| Monitoring

Dear Jen,

I o
acitiond interesting questions | have been receiving reative o
Sponsor-investigators.

)
Studies whereby funding s provided by the device compeny.

o vestgationa reserch and the S il boprovidedwith fuirg rom
e compeny. Thereis no ntent for the'S1 to provide the ddta o

compen s kooulelgesle o ey oo, 5 et e
e company has any obigetions 0 obtain deta (e AES) for reporting 1o

obain the study deta and report it 0 theivestigationa application 5
required by reguiation

spon
management. Company contrcts hirpaty 1o monito the study. Company
rotocol, consent

npen

lation
komishon of thespticaion o he FOA. Imcsigate s resporibo o

ieteresre e regudng e sl canyou e
larify wha i any obligations the device company

1. Device company provides funding of other Support tothe St andintends
0 reccive deta ring the sucy.

2 Device company provides funding or ther support 0 he i but does ot
ntend 0 recave deta uring the tudy.

3 pport oS,

information sbous the tudy.
Your input would be grealy apprecieted
Kind Regards,

[purged)

Origindl Message-——
From:{purged]

‘Sen: Frdy, March 31, 2006 429 PM
To: Toth-Allen, Jen

joct: RE: Sl Monitoring

ean,

|
party requesting the information. As you probably know, ou clents
‘Sometimes want o hea it righ from the FDA. | agree with your input and

are on rack with thepesformance of hei investigetion. Tharks again for

very sl
Kind Regerds,
{purges]
oth Allen,
genubdine To
idahhsgov> [purgec]
oot «

Subject
RE: S Monitoring

e [purged]

responsiilties

hereition ovemirg s swith vl galond cnices
vesigaiona Device Exempsions, 21 CFR part 812. FDA is awarehat it

g
Studies. Whilenot spesiied in the regulations, it s preferable o have:

fanliar with anlor has partcipate in clincal investigations an

rtntil o aprofesiond conrtssrchranzion (CRO) e
osible choices for an independent monitor for such studi

Hopethisinformation s useful.

Submit them once again to theofficial GCP malbax,
gepquestions@oc fdagov.,
inlieu of responding to my personal e mall dcress.

Sincerdy yours,
eon Toth Allen, PD.

‘Good Clinical Practices Program

OSHC, Office of the Commissiones, US FDA

(GFR 10,85, but rther is n informal communication unde 21 CFR 10.85(k)
which represents the bes judgmentof the employee proviing it This
information does ot necessarly represent theforml positon of FDA, and
does not bind o othervise cbligateor comit the agency tothe i
expressad.

Original Message—

From: [purged]

‘Sent: Monday, March 20, 2006 2:06 P
To: OC GCP Quesiions

‘Subject: S Monitoring

position of FD)



Dear FDA Representaive,

AN MD has expressedinferestto.acompany in conducting a.

sponsori () IDE with,
for anew intended use.

regarding moritoring?
Your fescback will be grealy appreciated
Thank you,

[purged]
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