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Tos Sulvan, Helen M:
Subfect Mok ey site 4523
alm: Thursday, May §3, 2007 %1748 AM

Ref BLATZ5258 (CERVARI)

i)ear Heien Ag discussed duning my conversation on Aprlt 30t with you and Gopa Raychaudhur, the folowing

will give you added details regarding the types of viclations that an audit by GSK revealed al the site o
hese findings (supplied by my colleagues in clinical compliance) support the reasons why wa closed
te, and why GSK proachvely excluded the daia from the efficacy & safely analyses of study HPV-008, even

while the investigastion of the site was underway.

Also, | have confirmed that the ail date for this sils {n=21 subjeds) were included in the unblindad SAS dala sels for study
HPV-Q08, submilled under BLA 125259 and provided by the external stelistician. in the datasel "ELIM" ait subjects for this
site have received an elimination code 1010 which have eliminated the data from those subjects on all analyses

performed,

Safely information fom this siie was also included in Seclion 1.2 of the report, Ethical Conduct of the Study [See {ext
"One serions adverse event was reporfed fle. sponfansous sborfion} and four subjecls reported medicelly significant
gondifions (e, nauses, streplogocsal phanyngilis, foint sprain, sponfansous abortion, andodoniic procedure, wisdom leath
removadl...”. Because the spontanecus abortion was an SAE, there is a narralive of the svent, of course.

Plaase refer below Tor the additional delails/sile fndings. | hope the information mests with vour needs. We will amend
the BLA with this information,

Kind regards, Sharon

8.W . Shapowat

Director, Aduli Varcines
{810} TBY-3783
{internall B-275-3783)

Additionai detalizs of findings at site 4323 {Salt Lake Clty, UBA)
The audil revealed thare was persistent non-compliance with Good Clinical Practice. Examples of this include, bul are not
tmiled o0

1.Lack of adeguste princlpal Investigator oversight

failed to ensure that all persons assisting in conducling the study were adequalely trained and

e of the nrotocol,

i not demonsirate control over the study managemant aspecis of the study ihat were delegaled o

Wasatch Clinical Research, Site Management Organization {SMO}

gver accessed the remote data management system, consequently the data had not been verfied
by the P as being accurate and correct

» Review of 2 select number of clinic charls, and study specifie source documents (488, 489, 501, 502, 505, 506,
515} revealed 2 instences where the validity of the date was suspect.

2. Falling to conduct the study In compliance with the grotocst |

Hled to comply with the protocol requirements for managing pregnancies that ocourred throughout
e study, Two pregnancies were not reporied to GIK {subjects 501 and 518). Two pregnancies were reporied late
o GBEK (502 and 508). Three of the 5 pregnant subjects {501, 502, 515} had cervical spocimens oblzingd which is
in violation of section 8.11 of the proloco! which stetes Pelvic exams for collection of cervical spedimens will be
suspendad In women known 10 be pregnant and will resumse 3 months after resolstion.

HEMF < fda.nns.gove® made the Eollowing annotabtions.
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