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From Lorraine's Desk

Most of us here in the US are staying indoors now either due to snow or cold
or both! Lucky you... if you are not in one of those locations! The rest of us are
focusing on the arrival of Spring! | know | am!

Until Spring arrives, it might be a good time to evaluate the quality of your
clinical trials and focus on what you can do as an individual or organization to
improve your performance before spring and the thoughts of a summer
vacation.

Think about...

Which training courses or webinars can provide new knowledge?
What processes can be changed or eliminated?

Do we need to audit any of our trials to ensure compliance?
What can we do to improve the quality of our clinical trials?

I'm sure there are a variety of answers to these questions. The important answers are the ones
that affect you. Are there actions you can take to improve your performance or your
organization's performance?

As you sit wrapped in your sweater and sipping a hot liquid, think about your goals for 2015 and
how you can enhance your job, your career or your organization. If you develop a plan now, you
can complete your goal before your summer vacation and enjoy being outside again!

SOP WINTER SALE

10% off Investigator SOP Templates until

Standard Operating Proceduros

March 15, 2015

Have you updated or reviewed your SOPs lately?
There have been some changes in the conduct of clinical trials that may
modify your procedures:
e Has risk-based monitoring changed the way your site is monitored or
the way you process clinical trial data?
e Has the increased use of EDC affected your data collection or data recording processes?
e Has the guidance for increased supervision of staff by the Pl changed your training
methods, or communication procedures?
e Have your source documentation methods changed through EHR (electronic health
records) or Sponsor use of electronic records?
If so, we recommend you review your SOPs and modify them to match your actual processes.

To order, get discount at checkout through paypal payment or contact Gail Kalbach
(gkalbach@resdyncg.com) or 585-381-1350 ext 228.
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Sponsors, we have SOPs for you too!

We provide Custom SOPs for your clinical trial activities since every Sponsor has specific
requirements and corporate policies for their processes.

Start-up biotech or device company? Where did you get your SOPs and are they suitable for a
small company? We can review or prepare your SOPs so they work for YOUR company.

Do you have the RIGHT SOPs?

We also can audit your SOPs for gap analysis, ensure all your procedures are documented, or
review them to determine need for updates.

Learn More - Research Dynamics products site

TRAINING

Our latest Blog - "How were you trained for your role in clinical research?"

After conducting many GCP audits, one finding keeps appearing in almost every audit report.
"Inadequate Training".............. Read more on our blog

Check out our website located at www.resdyncg.com.

RESEARCH DYNAMICS CRO SERVICES AND TRAINING
We Offer full CRO services. Our highlighted services:

Project Management | Site Management | Clinical Monitoring
Investigator Recruitment | Consulting | GCP Auditing | On-Site and Remote Training

For a competitive bid on your next project, Email Lorraine Ellis with your RFP.

Thanks for reading, and we look
forward to hearing from you!

Contact us
today! gkalbach@resdyn

Please forward to a colleague who

might be interested or send us their cg.com
email address and we will add them 585-381-1350 x 228

to our mailing list.

STAY CONNECTED
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