chit:

Sent: Eriday. June 15, 2007 10:44 AM
To: i . . '
Subject: RE: Good Reprint Practices -

Wouid you send nie a list of the guidances/regulations you are working on or-would liketo work.on. Il send that list to the
: o ~whao, in tum, will send it back to the FDA as his list of priority projects. That will-ensure that our projects
are moved in atimely fashion. Thanks. E : )

Sent: l_?ida_\y, June 15, 2007 10:40 AM

To:
‘Hereitis. '

<< File; Draft -Guidance- Sec401— 6-11-07.doc >>

' From:

Sent: Fricay, suwe 3, 2007 10:38 AM -
To: : ’ ’
Cc: . :

Subject _ Good Reprint Practices

V\_Ioulii you please send \hie most recent version of the draft guidance. Thanks.



From: - « : o
Sent: Friday, June 15, 2007 11:02 AM
To:
Subject: _ ‘List
lets talk about this: . - . Ep S

« * Proposed amendment to FDA regulations regarding submission of CBE-30 supplments for safety issues

e Guidance document on good reprint practices for the distribution of medical joumal article's and medical or scientific
reference publications on unapproved new uses A

« Guidance document on manufacturer responses to unsolicited requests for information conceming off-label uses of
approved-drugs and medical devices ' ,

Guidance document on intended use’ with respect to drug and cosmetic daims ‘ .

Guidance document on the provision of-information by drug and device manufacturers conceming off-label uses to
consultants : ’ ’

{

This e-mail message is intended for the exclusive use of the recipient(s) named above. it may contain information that is protected, privileged, or -~
confidential, and it should not be disseminated, distributed, oi copied fo persons not authorized to receive such infonmation. If you are not the intended .
recipient, any dissemination, distribution or copying is strictly prohitited. If you think you have received this e-m:iil message in error, please e-mail the
sender immadiately at - - )



From: Ve w =
Sent: . ' Friday, June 15, 2007 11:24 AM

To:
Subject: _ List

» -Proposed amendment to FDA regulations regarding submission of CBE-30 supplements addressing labeling changes
under 21 C.F.R. 314.70(c)(6)iii) : i _ , _

o Guidance document on good reprint practices for the distrbution of medical journal articles-and medical or scientific
reference publications on unapproved riew uses

 Guidance document on off4abel promotion and manufacturer dissemination of offHabel information

« - Guidance document on intended use with respect to drug and cosmetic daims _
Proposed aWt to FDA regulations interpreting express - preemption dlause'in the FDCA for medical devices (21
C.F.R. 808.1(d) I . X , - . 2 i

«  Final Guidance Document: “Help-Seeking" and Other Disease Awareness Communications by or on Behalf of Drug
and Device Finns _ . . .

+ - Final Guidance Document: Brief Summary: Disclosing Risk Information in Consumer-Directed Print Advertisements

e Final Guidance Docurnent: Consumer-Directed Broadcast Advertising of Restricted Devices

This e-mail message is intended for the exclusive use of the recipient(s) named above. it may contain information that is protected, privileged, or
confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the intended
recipient, any dissenilnation, distribution or copying'Is strictly prohibited. If you think you have received this.e-mail message in emor, please e-mail the
sender immediatefy at: :
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