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Happy Holidays from

Aureus Research Consultants!

Wishing you...

every happiness this Christmas season and
success in the New Year. May you and your
family have health and prosperity in the com-
ing year. Aureus would also like to thank you
for your support and friendship throughout
this past year.

Aureus would like to welcome the
following team member! i
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Training Courses Available in 2010!

Join us for incredible learning, networking, and
interactive experiences. For new coordinators, a
blended-learning opportunity to participate in

our online GCP training course prior to

attending the 2-day, interactive seminar!

Level 1 Blended Research Coordinator Course:

Contact Hours Available and only $575.00/Person!

Level 2 Research Coordinator Course:

Contact Hours Available; $375 for 1 day or only
$750 for both!

Clinical Research Associate Training:

Contact Hours Available and only $899.00/Person!

New Upcoming Webinar in 2010!

More Exciting Training Opportunities
Also available online, CD-Rom, and live seminar!

Clinical Research Coordinator Training:
Good Clinical Practice for the Clinical Research PRofessional

FDA Inspections:
What You Can Expect in an Audit

Designing Comprehensive Study Budgets and Contracts
Maximizing Reimbursements, Minimizing Legal Risk

Monitoring Phase | Clinical Trials

Good Clinical Practice for the Clinical Research lwvestigator
Investigator GCP Training for Medical Device Trials

GCP Updates for the Clinical Research Investigator

On-Site Training also available!
For information and registration vigitvw.aureusresearch.com
or call 1-877-284-1815.
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So, what’s in a name?

There you are, standing in a crowd at an Invesiigateting, a
conference or the local holiday gathering when @& another perso
give you a megawatt smile and walk towards you.aVgltheir name?
You can't remember! Jim, Billy Bob, Mary, Dr. Sething? You
give your best fake smile as they draw closer doskc.

Now, you're starting to PANIC! Johnson, Smith, de® You know you should know
them! As they extend their hand and call you bypne@ayou respond with “Howw aarre
Youuuu?”

Externally, you continue to make small talk ancerfiacial expressions while internally,
your mind is screaming...What's their name?! Remeammbe

As you try to maintain eye contact, and withounth®oticing, you attempt to glimpse at
their nametag. Your eyes continue the search withl great relief, you see the name and
blurt out in a booming voice...”"DR. MITCHELL! SO NETO SEE YOU!
Only now do you realize that unfortunately, andemmon mistake, each name tag at this
conference has been hung from a long lavaliereyandsmiling face is now at an ex-
tremely inappropriate social level!

Remembering names is a challenge for most of usslaurt important skill in our relation-
ships...personal and professional. So, here are §pme.

1. Acknowledgeyou can’'t remember their name. Don't try and fak&hey'll see
through thephony-baloney!

2. Ask them to repeat their full name and if necessasgp#ll it for you.

3. Associatetheir name to a facial feature you’re observingooa specific item you are
discussing. This can be a lot of fun and you dbaite to tell anyone! Example: my
last name is McDonald and you can see that myagark&rge enough to support the
golden archesver my head!

4. Assumethey may not remember your name. Upon greetingysay own name to
relieve their suffering from “name anxiety”.

5. Apply the above tips often so they become your nat@tahwior!

Have a GREAT day and a wonderfully joyous holidagson!
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2010 ACRP FDA Regions 2010 SOCRA Certification

. J I
f:"'» Certification Dates for Offered in New Orleans, LA »‘:t/‘
Clinical Research Coordinators Application Deadline for Exam: e
And Clinical Research Associates February 12, 2010
Application Deadline for Spring Exam: Exam Date:
January 11, 2010 March 27, 2010
Exam Dates: . . )
: The exam is being held at the Hilton New
March 04—13,! 2010 (check locations) Orleans/St. Charles Hotel
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Final FDA Guidance on Investigator Responsibilitie€Changes Little From Draft
Guide To Good Clinical Practice Article

The final FDA guidance on investigator respondiledi released Oct. 26 differs little from the guida re-
leased in May 2007 (see "FDA Clarifies Respongipbifi Delegating Tasks," May 2007).

One of the few major changes in the final guidasdie supervision of field clinical engineers evite tri-
als. The draft guidance said field engineers shbaldupervised by the sponsor and not by the alimvesti-
gator. The final guidance states field engineensuid be supervised by the investigator becausédlie
clinical engineer's presence or activities may haeegpotential to bias the outcome of studies, affgct the
quality of research data, and/or may compromiseigits and welfare of human subjects.”

The field guidance adds that "if the field enginkas face-to-face contact with subjects or if thigvaies of
the field engineer directly affect the subject,dba@ctivities should also be described in the méw consent.”
Another addition to the guidance states that "mhestudy site, there should be a distinct indiaiddentified
as an investigator who has supervisory resporsilidr the site. Where there is a sub-investigata site,
that individual should report directly to the intigator for the site (i.e., the investigator shob&le clear re-
sponsibility for evaluating the sub-investigatgésformance and the authority to terminate the sub-
investigator's involvement with the study). Thé-$ovestigator should not be delegated the prinsapervi-
sory responsibility for the site.”

Caution Given on SMOs

The final guidance also adds that investigatorsughbe particularly cautious where documentatieaded to
comply with the investigator's regulatory respoiigies is developed and maintained by [site mamnagyet
organization (SMO)] staff (e.g., source documecdsge report forms, drug storage and accountabgdgrds,
institutional review board correspondence). A sporgho retains an SMO shares responsibility forghal-
ity of the work performed by the SMO."

According to the final guidance investigators sklanform subjects "when medical care is needead dmdi-
tions or illnesses unrelated to the study inteeentr the disease or condition under study wheh sondi-
tion or illness is readily apparent or identifignidugh the screening procedures and eligibilitiecia for the
study. For example, if the investigator determitieg the subject has had an exacerbation of atirexisondi-
tion unrelated to the investigational product a tlisease or condition under study, the investigatould
inform the subject. The subject should also bessatl/to seek appropriate care from the physicianwad
treating the illness prior to the study, if thesehe, or assist the subject in obtaining needeaticalecare."

In its discussion of appropriate delegation of gttelated tasks, the final guidance adds that emg@an indi-
vidual delegated a task is qualified includes diaensure where relevant. The guidance notesdiogre-
guirements may vary by jurisdiction, such as statasther nations. In addition, "in all cases, aldied phy-
sician (or dentist) should be responsible forrédl4related medical (or dental) decisions and ¢are

The guidance also notes that the trial protocol spgcify the qualifications of individuals who d@oceconduct
protocol-required tasks, such as a physician astegd nurse. In those cases "the protocol mugillmsved
even if state law permits individuals with diffetequalifications.”

The final guidance reiterates that investigatomuthbe available to subjects during studies bynghar other
electronic communications and adds the contactldhmiavailable "24 hours a day."

The final guidance also removed the detailed deson of investigator responsibilities found in €1F.R.
8312 and 21 C.F.R. 8812, noting sponsors and iigatsts should refer to those regulations, as aeRk1
C.F.R. Parts 11, 50, 54 and 56. In addition torégeiirements found in FDA regulations, the guidaslse
noted that some investigators may be responsiblgufomitting clinical trial information to clinictilals.gov.



Budgets and Contracts- $

The Benefits $
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The Golden Glow is published by
Aureus Research Consultants.
Suggestions, Comments, and your
contributions are welcomed and
appreciated. ] ] ]
Please submit your ideas to | # 3 %
jenniferd@aureusresearch.com
or contact her at 701-426-9034. D Log
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Christmas Jokes: . .
Why did Santa’s helper see the doctor? Check out this tremendous educational
Because he had low_elf_esteem! opportunity at www.laworks.net or
ho sings “Blue Chri » and mak N Call Bruce McDonald at 504-833-1528
Who sings Blue Christmas” and makes toy guitars” For more information.
Elfis! Thank you, thank you very much.

Quote of the Day:
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