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July 26, 2007
<Site name
Address>
Re:  <protocol title/number>
Dear Dr. <insert name>, 

It was a pleasure to meet with <site personnel> during a periodic monitoring visit conducted at your facility on <date>.  The purpose of this letter is to provide you with a detailed account of the visit.  

Subjects

During the visit, the electronic case report forms were reviewed for subjects <IDs, intials>.
eCRF and Source Documents

<below is just an example of possible text, depends on issues or lack thereof>

Source documents and files were neat and clearly marked.  It was noted that most data points were verifiable via a source document.  Additional action is requested on the following items.
Subject 2010S004 (PHB):

· Please provide source for Endpoint CRF at Week 60.

· Please complete Endpoint and Treatment worksheets for each week.

· Please complete labs, vitals, Endpoint CRF at Week 96.

· Please ensure all AE forms are signed by the Investigator.

· Please enter Week 120 23Jan07
· Please enter Week 132 24Apr07
Subject 3001S025 (KES):

· Please provide source for Week 1 vitals on 22Dec03.

· Please provide source for Endpoint information (endpoint worksheet) for Weeks 8, 12, 36 and 48.

· Please provide source for ECOG PS at Week 36.

· Please complete Protocol Deviation Form for vitals not done at Week 60

· Please enter March 04 labs for Week 60.

· Please add Dr. Luis Chu to the 1572 and provide all applicable essential documents (financial disclosure, CV, medical license, etc.)
· Please enter Endpoint information for Week 72 09May05.
Regulatory Documents

Please add Dr. Luis Chu to the 1572 and provide all applicable essesntial documents (financial disclosure, CV, medical license, etc.) as Dr. Chu treated Subject 3001S025/KES.  Also, please add Florida Cancer Center laboratory to the 1572 as this laboratory was used for protocol required labs.
Compliance Issues and Protocol Deviations

At this time no major protocol deviations or violations were noted.

Clinical Trial Material 
CTM records were orderly and no issues were noted.
It was a pleasure to visit your site.  The next monitoring visit will be <date>.  If you have any questions regarding this visit, please contact me at <phone> or via email at <email>.

Regards, 

<name>, <title>
cc: <study staff>; <HOG?>
351 West 10th Street, Suite 330, Indianapolis, IN 46202

Telephone:  317.921.2050 ( Facsimile 317.921.2053 
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