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ACRP 2009 Global Conference & Exhibition Jennifer Davis: o
April 24-28, 2009 Mentoring for success in Clinical Research: Are you
) prepared to be a Mentor?
The following Aureus Employees were chosen to speak at
the 2009 ACRP Conference in Denver, Colorado:
Alicia Pouncey: _
An Analysis of Site Monitoring Reports: It's a Lot More Jill Petro_
than the Follow-up Letter! The Site Feasibility Survey-Ensuring a Successful &f-
riage Between a Site & Sponsor/CRO by Asking Tough
Speakers: Questions During the Dating Period
#

Bruce McDonald:

Can You Hear Me Now? Use Your POWER to Commu- Tips and Tricks to Improve Your Workplace/Site
nicate Effectively in Clinical Research #

¥ We hope to see you at ‘B@@’th #5201 -
1§§ 1iear o Vel o Sts.es Uraiming msiimis”

Training Courses Available in 2009!

Join us for incredible learning, networking, and J¥le]fs) Exciting Training Opportunities
interactive experiences. For new coordinators, N EIEl R IR 21T RN AR EE!
blended-learning opportunity to participate in
our online GCP training course prior to
attending the 2-day, interactive seminar!

Clinical Research Coordinator Training:

Good Clinical Practice for the Clinical Research PRofessional

. . . . FDA Inspections:
Live Seminars in New Orleans in 2009!  |what you Can Expect in an Audit

. ) Designing Comprehensive Study Budgets and Contracts
Level 1 Blended Coordinator Course: Maximizing Reimbursements, Minimizing Legal Risk

Contact Hours Available and only $575.00/Persor_

Monitoring Phase | Clinical Trials
July 9-10, 2009!

Monitoring Oncology Trials: When Science is Treatmat
Coming Fall 2009!

Level 2 Research Coordinator Course:

Contact Hours Available. Attend one or both day_

Good Clinical Practice for the Clinical Research lwestigator

Investigator GCP Training for Medical Device Trials

On-Site Training also available!
For information and registration vigitvw.aureusresearch.com
or call 1-877-284-1815.




Stimulates!

In this time of economic turmoil, the governmeri@&imulus Package” i$HE topic of con-
versation. In fact you can't escape the discussisome cheering , some fearing , some
lying , some wanting MORE stimulation. Based om ightly News, it appears all of the
world is doomed and us with it.

So, who's stimulating you? How can you keepoaitive outlook in the middle of all of
this reported havoc? It is a challenge but a ehgk that deserves the effort.

History is filled with stories of people in tmendous situations who maintained an attitud
of hope and even gratitude. You may not see aestattheir honor but they to me are the tru
heroes. The heroes of everyday life.

Overall, my generation has been fortunatev® through abundant economic times. In contnawst,parents like
many others after WWII started their lives with ydittle, living in two rooms behind my father'sréit grocery store
with three small children and an elderly grandfathéet, they never complained, worked hard andi@aon. | contrast
this to catching myself complaining last week timgtl-Pod Nano onlyolds 118 songs!

This earthly world gives us quite a roller stea ride of experience. And, just when you thyjpk know the ride and
have everything under control, there’s a surptise!t Control is certainly the greliiusion. While we may not be able
to control the events in life, we can affect howsee the events and perhaps change our experience.

So, with this in mind, we invite you to parpiate in a 30 day “Stimulus Package” of Positii&tAde! Every day
for the next 30 days do the following:

1) Every morning, say out loud :
I’'m open and ready to receive the most kgitMagnificent day of my Life!
(Especially fun if said numerous times in the shadwe

2) While in a conversation with someone who alweyses “at you” with “bad news”...say...."and the Gooe¢

(Caution: they may find another gripe vityi
3) Limit your “Bad News” time. Watch TV or readdlpaper to
obtain the actual news but not “wallow ie thuck and mire”.
(You're pulling yourself down and it isn’elping anyone else
anyway!)
4) Write at least five affirmations in your jourpateferably one $

%%& ' () &

sentence for each area of your life. )T % *
Example: My life dreams are coming true. NI
My body is healthy and strong )1 I % %&

My relationships grow even moreihgvand kind.
Everyday | see more things to apipte
(Don'’t stop at 5....enjoy the flow!)
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5) End your night with sayingThank you for this day of life. All 1 1 %&) % %
that | experienced today is leading me toeater experience of | % % & % (
life...even when | can’t see or understandnlgstery. Yahoo! % % & % ! ("%
(Yes, you must say Yahoo!) nro% & 14

Check out this tremendous educational
opportunity at www.laworks.net or

We believe you deserve the very BEST! Call Bruce McDonald at 5-04-833-1528
For more information.

This “Stimulus Package” may be quite a challengeyéw but after all
what do we have to lose... a negative attitude?




Diel you know?

If your site is using Electronic Medical RecordMIE), here is something to consider.
If your labs or ECGs are uploaded into the system:

1) Can your investigator note clinical significarfoe each out of range lab or ECG

finding?
2) Is this review date stamped?
If not, you should consider printing out these ®afge your research records and having
the printout reviewed, signed and dated by theesewig clinician.. The timing of
review of protocol required items is something Bi®A reviews carefully. A recent warning letteredtan
investigator for a$ignificant delay in the documentation of your esviof 38 screening ECGs such that the
subjects had either (1) already been randomizealtim¢ study and received investigational drug leyttime of
your review and/or (2) subjects had already congadhe study. As many physicians are moving toward
EMR systemdhink it Through....How will you show timing of review?

It is not sufficient to sayesults are always looked at prior to randomizati(Believe me, we have seen this
tried!) It is not sufficient that the overall pag@as reviewed without a notation regarding theicéihsignifi-
cance of each out of range value or abnormalityali®y documentation must be thought through fromnthe-
ginning — it cannot be retrofitted just prior to @mdit.

Looking for more information regarding Research Tkeoology? Join us as we offer topics targeted te timore advanced clini-
cal research coordinator! See our Level Il courdeis fall in New Orleans, LA!

Well 1572, since we last spoke, | have been pretty busy and really haven't had
time to read up on everything that is involved with this guidance document.
Do I really need to read it? Can'’t you just give me the highlights?

Oh weary regulatory specialist, | completely understand. Here are just a few reasons why it is so
important to take a look!

Did you know...

1) That making a “willfully false statement” on a Form 1572 is a criminal offense?

2) That the 1572 does not have to be submitted to the FDA by the sponsor?

3) The term “co-investigator” is not defined in FDA regulations?

4) The FDA does NOT require a curriculum vitae to be signed or dated The Golden Glow is published by
OR updated during a study? Aureus Research Consultants.

5) If a coordinator is performing “critical study functions” and “collecting fgﬁtﬂiﬂ%ﬁ ;‘;“Jvrgﬁgt;’ez”;’n{j"“

and evaluating study data,” he or she should be listed in Box 6 of the | appreciated.

15727 Please submit your ideas to:
jenniferd@aureusresearch.com
or contact her at 701-426-9034.

Want to know more? Go to:
http://www.fda.gov/oc/gcp/draft.html

Want to ask your own questions about the 15727
Gcep.questions@fda.hhs.gov

REMEMBER...guidances are recommendations and not ledly enforceable.

WWW.AUREUSRESEARCH.COM




Budgets and Contracts- almost a universal expectation that the sent forms must explain to the subject what
Sponsor will provide indemnity to the Sitecompensation is available in the event of a

The Template in some manner. It is likely that this will research-related injury. In my experience,

Jill Petro be a “required element” in the contract. A:iany contracts do not address this issue at
you discuss this area, your group will  all. To ensure all parties agree to their obli-

In our last article we explored the reasonprobably need to establish expectations @ations in this area, the contract should

for utilizing a checklist when preparing towhat will and will not be covered by in- include language that mirrors that of the

complete budgets and contracts. Now letiemnity. Most Sponsors indemnify for  informed consent form. A Site might also

explore the use of a great template. injuries due to study product, but not for want details in the contract that explain

Now that the Site has its list of “required injuries caused by negligence. That seenfiow that process will work (how to request

elements in a contract”, the group shouldstraightforward enough, but what about and obtain reimbursement).

decide on acceptable and unacceptable indemnifying for a procedure that would Join us next time as we discuss the spread-

language within each topic. These could het have been done except per study re-sheets you can utilize at the site to hope-

your templates when reviewing a contracguirements? fully make your “contract” life a little eas-

If it matches your template (or the intent ofext, your group will have to carefully  ier.

your template), everything is fine. If it check its insurance policies. Most con-

doesn’t, you have some template languag@cts include a statement that the Site will

which you can suggest as an alternative.also indemnify the Sponsor. Although

For instance, with regard to the parties, some Sites may be able to extend their

sometimes the contract is between the coverage to another party, many will not

CRO and the site. If this is the case, yourbe allowed to do that by their insurance | "

group would have to decide if this is ac- carrier. Check this out. If your insurance

ceptable or if it has to include the Sponsaxill not allow this, make sure your check-

Maybe it would be acceptable if it says list includes this “Site indemnifies Spon- 0 # $
“CRO on behalf of the Sponsor”, but not €or” language in the “unacceptable lan- % &
it is just says “CRO”. guage” section. #

When it comes to indemnification, itis  Our final example is subject injury. Con-

Great websites:Resources for sites and their monitors
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Ready for a new type of experience? Join us asoffer courses targeted to the everyday challengeetl
by CRAs and site monitors of FDA-regulated clinictals!

If you're looking to expand your knowledge baseytwed the basics” of site monitoring, join us forcoming courses, seminars,
and workshops devoted entirely to the day-day,tm@caspects of site monitoring.

Look for courses and dates to be announced throughb2009!




