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Change of Seasons May
Necessitate Use of Special Shippers

Sites in both the Northern and Southern
hemispheres are facing the most extreme seasons
of the year - summer or winter. In preparation for
extreme temperatures, ICL recommends that
sites in these locations take appropriate measures
to protect samples from extreme temperatures.

» All sites in regions of extreme cold

(<0"C or <32"F for prolonged periods) may
contact ICL to request Extreme Ambient Shippers
which can be used to protect samples from cold
temperatures (up to -18"C or 0"F). These boxes
are recommended by ICL in particular for sites in
Russia and Ukraine.

e ALL sites in regions of extreme heat

(>25"C or >77"F) are provided with Thermal
Ambient Shippers by ICL which are used to
protect samples from hot temperatures. Please
ensure you are using these shippers when
shipping ambient samples and request additional
shippers as you need them.

These shippers are easy to use and you may
order them by contacting your ICL Site Services
team by phone or by sending an e-mail request
to labsitehelp@iconplc.com.
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Preparing for Your Study Monitor s Visit

Laboratory testing comprises a signi cant amount of the study activity
and source documentation in clinical studies. Consequently, reviewing lab
information is often a major focus of a study monitor s site visit. We recently
worked with study monitors to develop the following checklist of lab-related
items to help sites prepare for an upcoming monitoring visit.

[] Check frozen sample storage to ensure all study samples have been
shipped, in accordance with timeframes indicated in the study.

[] Review all copies of lab certi cates and Curriculum Vitae (CVs) to ensure
that they have not expired. (Note that updated certi cates can be accessed via
ICLs Investigator Site Resource Center at www.iconplc.com/labsitehelp. *

] Check your ICL kit supplies for any expired kits, discard expired kits at site
and contact ICL Site Services to order more, if needed.*

(] Ensure that lab reports for each study subjects visit have been placed in
subject s study binder in the proper visit sequence.

[] Check all lab reports to ensure they have been properly reviewed,
documented and signed by the clinical investigator. If you should be noting
the clinical signi cance of abnormal labs in your EDC, have this up to date and
reconciled with notes made on paper lab reports.

[] Make sure clinically signi cant results re ect documented follow-up, as
required by study protocol. If results represent Adverse Events (AES) or Serious
Adverse Events (SAES), ensure les re ect required subject & sponsor follow-up.

* These items may not be reviewed during your site visit; however, they are important to ensuring
proper management of lab-related activities and documentation.

Plan Ahead for the Holidays

The last quarter of the year marks a period with many observed holidays around the world. This year a number of holidays will be
celebrated near weekends, which makes planning for specimen shipments even more challenging. All ICON Central Laboratories facilities
will be open to receive and process specimens throughout the holidays with the exception of December 25 when our Dublin Laboratory

only will be closed.

The table below indicates 4th quarter holidays on which sites should be aware of courier closings and limited service at select
ICL Site Services locations. Sites should also consider their local courier holiday schedule when planning shipments.
Sites with 1 day transit time to their ICL facility should ship specimens:
No later than Wednesday, 23 December prior to Christmas
No later than Wednesday, 30 December prior to New Year
Sites with 2 day transit times to their ICL facility should ship specimens:
No later than Tuesday, 22 December prior to Christmas
No later than Tuesday, 29 December prior to New Year

COURIERS
SITE SERVICES  NOT DELIVERING
16-October: Deepavali
26-October: October Holiday
1-November: Karnataka Rajyotsava
2-November: Guru Nanak s Birthday

15-November: Deepavali

26-November: Thanksgiving Limited Service ~ FedEx
27-November: Thanksgiving Limited Service
27-November: Hari Raya Haji
25-December: Christmas Day Closed FedEx
26-December: St. Stephens Day /

Muharram
28-December: Bank Holiday
1-Jan. 2010: New Years Day Closed FedEx

DUBLIN INDIA SINGAPORE
COURIERS COURIERS COURIERS
SITE SERVICES NOT DELIVERING § SITE SERVICES NOT DELIVERING § SITE SERVICES NOT DELIVERING
Limited Service
Limited Service  TNT, DHL
Limited Service
Limited Service
Limited Service ~ FedEx
Limited Service ~ FedEx
Closed TNT, DHL Closed Closed FedEx
Limited Service ~ TNT, DHL Limited Service
Limited Service ~ TNT, DHL
Closed TNT, DHL Closed Closed FedEx



ICON Launches New Website

In October, ICON plc, the global company of which ICON Central Laboratories is a part, launched a new corporate website. The
new website now integrates all ICON divisions web-based information into one central resource for investigator sites, including those
previously found on ICLs website, www.icolabs.com. | | | o

ICLs Investigator Site Resource Centre, where many of our sites obtain =

helpful information regarding specimen collection, packaging, shipping, e e
frequently asked questions and links to a variety of additional related ce- ',"[
resources, can now be accessed via www.iconplc.com. & €

For faster, more direct access to the Investigator Site Resource Center,
simply type www.iconplc.com/labsitehelp into your browser or save this
link as a favorite for future use.

urce Centre
as bee

igned

Visitors to the ICL website, www.icolabs.com, will be redirected
automatically to the new site for the next few months. However, sites are
encouraged to make note of ICON s new web address in their lab manuals ;
and become familiar with how to locate online resources for any other
ICON divisions with which they may be working.

Thanks for the Feedback!

ICL s pleased to have received over 4,000 - - -
responses to our 2009 Investigator Site Site Survey Respondent Distribution by Country

Survey. Your feedback will be invaluable

to ICL as we continue to enhance the Afr'c_a
services we offer to ICL study sites Asia
worldwide. Australia or New Zealand

Canada
To encourage response to the survey, | Caribbean or Central America
those completing the survey were Eastern Europe
entered into a drawing to win one of 15 India
iPod Nanosf. The lucky winners are Middle East

listed below. Russia

South America

Thanks again to all who participated.

We look forward to sharing some of the United States 51%
feedback and trends in future issues. Western Europe

. o 0 10% 20% 30% 40% 50%
iPod Nano® winners were:

Ana De Sousa, Montreal, Quebec Canada Denise Darlington, Hamilton, New Zealand

Anton Sadomov, Zaporizhzhya, Ukraine Kevin Sieja, Denver, CO USA

Rom Kuras, San Francisco, CA USA Rosa Gloria Najera Hernandez, Coahuila, Mexico

Sandra T. Baigorria, Cordoba, Argentina Marcel lonescu, Craiova, Romania

Dawn Finkler, Oak Brook, IL USA Jene Formaro, Clive, lowa USA

Julian Gheorghe Diaconescu, Craiova, Romania Marta Roeder, Campbell, CA USA

Mary Ann Hudson, Overland Park, KS USA Sue Healey, Spokane, WA USA.

Alicia Gonzalez, Toluca estado de Mexico, Mexico Pod is a trademark of Apple Computer, Inc.

Site to Site

In our recent survey we noted that 59% of the 2,856 study coordinators responding had more than 5 years of clinical trial experience. We
thought it might be helpful to put this experience to work by encouraging sites to send in tips for more easily managing subject visits and
lab-related activities. If your site has a helpful tip for our new Site to Site newsletter feature, please provide the following information:

Your name and position (may be used in our newsletter publication and/or on our website)
Your clinical investigator s name

Your city, state/province country

Your e-mail address and phone number

A brief summary of the challenge your site had and the solution your site implemented to respond to it. Remember that these
should be solutions that are generally helpful to sites, regardless of the study in which they may be participating.

Email to:
LabSubjects@iconplc.com







