From: Hommel, Carolyn - OC

Sent: Friday, January 06, 2006 12:28 PM
To: [Redacted]

Subject: RE: New 1572 -

Hi, [Redacted],

We get this question a lot.

The date on the form refers to the Office of Management and Budget's
(OMB's) time frame during which FDA may collect information contained in
the form. We generally tell sites that they can continue to use the form, even
though the OMB date has passed; it has no impact on the utility of the form
itself. We also tell them that FDA does not expect sponsors to ask clinical
investigators to routinely "update" forms previously submitted simply because
the OMB expiration date has changed.

Unfortunately there is no way to automatically be notified that a new version
of the 1572 has been created. | would suggest, however, that at the time a
site needs to complete a new form, they visit FDA's Forms Distribution Page
(http://www.fda.gov/opacom/morechoices/fdaforms/cder.html ) and download
the most recent version posted there.

Hope this helps.
Hope you had a nice New Year's--and that 2006 is good to you.

Carolyn

From: [Redacted]

Sent: Friday, January 06, 2006 11:44 AM
To: Hommel, Carolyn - OC

Subject: FW: New 1572 -

Carolyn--

| hope you are doing well & ready for the new year!! Do you know anything about a
new 1572? see below.

Thanks,

[Redacted]

From: [Redacted]

Sent: Friday, January 06, 2006 10:38 AM
To: [Redacted]

Subject: New 1572 -


http://www.fda.gov/opacom/morechoices/fdaforms/cder.html

Hi [Redacted],

Do you know if a new 1572 has been issued yet? The current ones expire at the end
of the month. Thanks and Happy New Year.

[Redacted]



