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Robext J. West 18 November 2002
Special Agent

Nashville Domicile

New Orfeans Resident Office

330 Frankiia Road, Swite 1354-108

Brentwood, TN 37027

Subject: FDA Investigation of Dr. Anne Campbell for clinical study: Randomized, Open-lsbel,
Multicenter trial of the Safety and Effectiveness of Oral Telithromycin (Ketek) and Amoxicillin/Clavolanic
. Acid (Augmentin) in Outpatients with Respiratery Tract Infections in nsual Care sestings.
. Dear Mr. West

As per onx telephone conversation on 13 November 2002, please find attached a copy of PPD
Development’s policy regarding PPD employee communication with scgnlatory ageacies. As outlined in
the policy, FPD requires employees to notify senior management prior to communication with a regulatory
agency. A determination is madc 3t that time 38 to whether or not 8 member of manageruent from the
Quality Managesnent Systeros staff needs to patticipate in the communication. This policy is not insended
10’ prevent or interfore with any reguistory agency interaction with sppeopriste PPD employees but is to
mMmWDmmhhmmethmmmm
addressing she inquires from a regulsatory ageocy.

Asamofdanﬁeumn.msmtm’swhqthtwem employees or try to control
and/or restrict mmammwmmw; wohsbmmcdlgmcﬁdm
mdmdna!saﬁumefmt regarding communication with your office but again PPD did not initiatc this
WWM&MWWMWWNM@MMMW&M
inquires.

The documents thut you requested in your 04 Nov 2002 email will b¢ scut on or bafore 01 Dec 2002,
_.Pluseconmmeat 919-462-4439 if you have additional questions.

Smmdy

Rf 1. Mrg

Robert M. McCormick
Vmemdm!,QuluyMaanm
FPD Dewclopment, LLC. -

CC: FDA Communication File

3900 Poromonune Prkway

Mornmile, NC 27560

919.350.2000  wice

919.462,4274  fux -
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Regulatory Agency Communication Policy

Policy Scope

This policy applies to all staff of PPD Devclopment worldwide with the exception of
those business units for which Regulatory Agencies are currently or have the potential to
become a client in the near term. (i.c., Informatics)

Policy

It is the policy of PPD Development, LLC (“PPD”) that authorized persons conduct all
communication with Regulatory Agencies only and that detailed written documentation
be retained of such commmmnications. It is also PPD’s policy and commitment to comply
with applicable regulations and to comrespond with authorities in an hopest and
professional manner. The responsibility for communication with Regulatory Agencies
resides with corporate officers of PPD or their authorized designees. PPD employees are
not permitted to initiate and/or engage in communmications with Regulatory Agencies on
behalf of PPD in an official capacity unless specifically authorized in writing by a
coxpomtc officer (i.c., Fred Eshebman, Fred Davenport or Paul Covington) or as specified
in this policy under Pre-designated Delegation of Authority

Unanticipated and unsolicited communication from a Regulatory Agency will be referred
to a corporate officer or his/her authorized designee. PPD employeces shall not volunteer
information or respond to any questions uatil authorized by a corporate officer. For
unanticipated and unsolicited telephone vontacts from a Regulatory Agency the cmiployce
is to document the name and contact number of the Regulatory Agency representative
and state that an authorized ropreseatative of PPD will return the call. This information
must be forwarded immediately to a corporate officer, Vice President of Regulatory and
Scientific Affairs and/or Vice President Quality Management Systems.

Pre-Designated Delegation of Authority

Communications to or from Regulatory Agencies which involve issues related to GCPs,
¢GMPs and GLPs and related ICH guidelmes and DEA regulations related to clinical
study supply issues will be the responsibility of PPD)’s Vice President, Quality
Management Systems.

Communications to or from Regulatory Agencies which involve studies in support of an
IND and NDA (or equivalent), or which are past of the IND and NDA (or equivalent)
process or associsted regulations and puidelines with respect to which PPD has been
transferred obligations, will be the responsibility of PPD’s Vice President of Regulatory
and Scientific Affairs.

In connection with services provided by PPD 10 its clients for projects for which PPD’s
Regulatory and Scientific Affairs Department is not responsible for the IND and/or NDA
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subnﬁssimotmaintenance.itigmﬁdpﬁeddntthuewinbcmmmwhhvaﬁws
Regulatory Agencies on behalf of a client. If in such instance a client requests that a PPD
cmployee paﬂicipateineomuniuﬁonswithkzgulaﬁo:yAgumi&,ﬂwPPDemybyee
shall adhere to the clicnt’s SOPs for communicating with Regulatory Ageacies. In
nddidm,anmnhorbzdmp:emuﬁveofthedimtmustddwtludormleastpuﬁcipaw
in every telephonc or in-person corptounication with the Regulatory Agency. The PPD
employcc shall document the communication with the Regulatory Agency and forward a
mpyofthemnmmieaﬁonreponwthemaswquudyﬁb,wdwcﬁauwhenappﬁcable.
and to PPD’s Regulatory and Scicatific Affairs Department.

Documentation of Communication

Aﬂcommmiuﬁmswiubcdooumcmedinammmgwhichwﬂlmcordthedateof
contact, the individuals participating in the comnmmication (from the Regulstory Agency,
PPD and the client, if applicablc), a dctailed description of the communication, and a
listing of réquired action points from the communication. The coatact report is to be
signed by the responsible PPD cmployee authorized to communicate with the Regulatory
Agency and filed with PPD Regulatory Alfairs and, if appropriate, the stody master file.

Documentation of Delegation of Authority

A record of any delegation of authority under this policy shall be forwarded to QMS and
maintaincd by QMS. Senior management of PPD will review a listing of all individuals
authorized to communicate with Regulatory agencies quarterly.

Definitions

Communications means any contact (i.c., written, email, telephons, videoconference, in-
person) on behalf of PPD or its clients with any member of a Regulatory Agency.

Regulatory Agency means any govemmental authority, which bas any rcsponsibility for
the revicw and approval of drugs, biologics, medical devices, nutritional supplements,
and veterinary products in any country of the world (¢.g, FDA and DEA inthe US.A.;
MCA in the UK, EMEA for Buropean Union, MLHW in Japan).

PPD Development, LLC

Bt

F{AEsbelml’harmD
President and CEO
September 25, 2001







