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aktaPDology: 5 Tips for Smart Clinical Operations

No one-neither prophet, nor king, nor God—can convince 1000 cats to do the same thing at the same time.
—Neil Gaiman

But, that’s just what a savvy clinical operations professional does, day in, day out. Clinical Operations is all about
attending to the thousands of details and, often, hundreds of people (usually scattered around the world) working to
move a product successfully through the drug development pipeline. It’s a balancing act that rivals a tightrope walker
juggling machetes while riding a bike across the thin wire connecting two towering skyscrapers...blindfolded: it’s all
about keeping a lot of balls in the air, making sure all the parts move smoothly, finding and repairing holes in the
process, and moving heaven and earth to meet the client’s timelines and budget. Most important of all, according to
Lynn Sutton, aktaPD clinical operations consultant and a respected speaker and thought leader with 25 years of insight
and best practices for accelerating results, it’s a process that affects lives—both the product’s and patients’.

“There’s often a huge disconnect between the business objective of getting a compound or device approved—running
the successful study, getting it through regulatory, doing the marketing and sales—and recognizing that attached to all
those numbers to prove efficacy and drive statistics is a human life,” she says. “A seasoned clinical operations team
assures trials are flawlessly executed according to the stringent and complex regulations of FDA and worldwide
agencies to protect those subjects. It’s our job to drive the client’s business objective, coming up with strategies to help
ensure timely execution of clinical trials and leveraging opportunities to buy back or save time and maximize
efficiencies, all while not compromising the safety of the patients participating in the study. It’s a big responsibility.
That’s why it’s so important to get it right.”

The surefire way to find a needle in a haystack? Take a deep breath...and sit down.

aktaPD has experience with haystacks. All of our experts have sat on both sides of the table, having worked from the
sponsor (pharmaceutical company) and the physician perspective. It takes expertise from both sides of this equation to
add value to clients planning their next clinical trial.
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Don’t know what you don’t know? These five tips for smart clinical operations can help.

# 1 Demand stability. Short of death, pregnancy, or some other life-changing event, insist on a stable team for the
duration of the study—up front and in your contracts. The cost of staff turnover in time, money, and loss of intellectual
property is enormous.

# 2 Start early. The sooner you bring in your development partner, aktaPD, the more efficiencies and fewer bumps in
the road. Getting a clinical operations professional’s perspective early can help you define more realistic timelines,
devise better budgets and more accurate costs, and identify the best sites with the best access to the most-and most
appropriate—patients. Bring in your team when they can do the most good: at the beginning, before protocol
development.

# 3 Set yourself up for success. Don’t ask questions, you don’t want the answer to. Sponsors often have advisory
boards, opportunities to gather certain KOLs and pick their brains. The problem is, when you get a lot of smart people
together and ask them unfocused questions, you end up with feedback that misses the mark and doesn’t really drive the
project forward the way you want. That’s why proper planning from the start is crucial. Structure your advisory board to
ask the right questions, cultivate KOL buy-in, and deliver the biggest bang for the buck to further your goals. A savvy
clinical operations consultant can help you ask the right questions.

# 4 Remember, you’re a team. Once you’ve identified your development partner, consider them an extension of you,
your ally and not The Enemy. At aktaPD, your objective is our objective. You hire us for a reason: to help you meet
your business goals quickly, efficiently, safely, and cost-effectively.

# 5 You get what you pay for. It happens: the project is a roaring success, every milestone is met, every cost is
justified, the data is clean, momentum is established for the product. And then the bill arrives and sticker shock sets in.
Perhaps you should re-read the preceding sentence? Success costs money. Choosing a less expensive option means
you’re working with less experienced—and less committed—people. To a team of CRAs who have been in the industry for
only a few years, your job is just a stepping stone. To the veteran experts of aktaPD, your job is our destination; we’re in
it with you every step of the way because your success is our success. There’s a high level of commitment to the
project and the client, and the breadth of experience and interpersonal communication skills are invaluable in moving
your project forward.

Organize, don’t agonize. aktaPD can help.

That’s what aktaPD specializes in: We provide a stable Clinical Operations team who works with you, start to finish, to
put together a highly-skilled, expert team of research and development professionals to deliver the greatest proficiency
and efficiency to your program. From crafting realistic timelines and budget projections to the final delivery of clean
data, we own the process with you and will keep our word to deliver what our timelines and budgets have predicted.

Are you ready for a team who is truly connected to your deliverables, from timeline to the end of the line? Interested in
partnering with a seasoned clinical operations consultant who has your back every step of the way...and proves it?
Contact us to learn how you can improve your clinical studies and optimize time, money, and results.
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aktaPD Team Spotlight

Expertise that works.

We’re growing: aktaPD is 53 consultants strong! Our expert and engaged team members are in action for all beings, big
and small. To introduce you to them, we’ll feature several in our aktaPDology enews from now on, showcasing the core
capabilities, unique backgrounds, and impressive strengths they can bring to your next project. So, meet the team!

Oscar L. Laskin, MD - Oncology/Immunology/Infectious Diseases

A physician scientist with 27 years of drug experience in large and small

pharma companies and 36 years in the medical and research fields, Dr. Laskin is an
Oncology/Immunology/Infectious Diseases expert specializing in managerial leadership for
the overall drug development program and registration strategy (submission of IND, CTA,
NDA, and MAA)as well as tactical excellence in the implementation and design of individual
clinical trials. He is a former CMO and an internationally recognized translational medicine
physician and clinical pharmacologist. A pioneer in the field of antiviral chemotherapy and
proof-of-concept trials, he has deep experience in drug development, from discovery to
global registration, including oncology and biologics. He is best known for creating and implementing efficient programs
to advance a new chemical entity from research candidate to proof-of-concept in humans, tailored to compound and
indication. He has expertise in executive management of global sites with broad teams and large budgets as well as
emerging markets.

Dr. Jacqueline Parkin, MBBS, FRCP, PhD - Inmunology

With 34 years in medicine and clinical development, Dr. Parkin is an academically-trained
pharmaceutical physician with extensive technical, clinical, and development capabilities. A
veteran of global leadership and management of virtual teams, her strengths are designing
development strategies to create value through early decision-making proof of
mechanism/concept designs; developing, validating, and driving regulatory acceptance of
novel endpoints; and formulating integrated patient support platforms to improve
outcomes through improved medicines adherence. With expertise in translational
medicine and nutraceutical development, her specialties include: immunological (RA, SLE,
organ-specific autoimmune diseases, psoriasis, inflammatory bowel disease), allergic, metabolic, and infectious
diseases; biologics; new chemical entities; therapeutic vaccines; oligonucleotide, stem cell, and gene therapies; and
nutritional interventions.

Marc S. Rudoltz, MD - Oncology

With two decades in pharma oncology clinical development and 26 years as a radiation
oncologist, Dr. Rudoltz has extensive expertise in oncology clinical trials (Phases 1-4), C
suite leadership, global clinical development research, regulatory filings, commercialization,
and strategic decision-making and operational processes. He specializes in solid tumor and
hematologic malignancies in adults and children, infectious disease, women's healthcare,
biologics, small molecule targeted therapies, radiopharmaceuticals, and combined modality
with radiation therapy. An angel investor in biotechnology and medical device start-ups,
he’s a shared patent-holder (pending) for methods of inhibiting TIE-2 kinase useful in the
treatment of cancer.
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Lynn Sutton - Clinical Operations

With more than 30 years in the medical and pharmaceutical arenas, Lynn Sutton
specializes in process improvement and functional and operational efficiency. She
provides strategic, operational, and financial consulting for early through Phase 4
development for pharma and biotech organizations with a focus on optimizing results in
clinical product development domestically, globally, and virtually. She delivers strong
clinical research and operations experience exclusively in Life Sciences, with extensive
expertise in program oversight. Her skills include R& D cross-functional gap analysis to
improve compliance, CRO and vendor integration and management, successful opening
of global sites, improving communications and meetings for optimal efficiency, and cost management skills
resulting in significant savings.

Mary-Anne McKenna - Clinical Operations

With more than 16 years in Life Sciences, Mary-Anne McKenna’s expertise includes
clinical trials, compliance, protocol synopsis/development, project budgets and timelines,
management of field CRAs and internal project coordinators, patient recruitment and
retention, SAEs and regulatory reporting, vendor/site selection and oversight, and
close-out activities. She specializes in diabetes, ovarian cancer, non-small cell lung
cancer, Hepatitis C with HIV, HCV in special populations, hypercholesterolemia, and
bipolar/depression. She oversees study execution teams, manages oversight of
outsourced services to vendors as well as project and resource issues, and drives
implementation of process improvements to enhance GC compliance, efficiency, and productivity. She ensures
internal compliance with Clinical Development SOPs, guidelines, and corporate compliance policies related to clinical
trial conduct aspects of GCPs.

To find out more or engage with one of our expert consultants, contact us.

Contact: Sheree A. Mann

Head of Operations & Marketing
akta Pharmaceutical Development (aktaPD)

sheree.mann@aktapd.com < +1 919 845 0900 x 202
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