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CRO Overall Performance Slightly Improved,
But Still Low in Key Areas, Survey Says
By Colin Stoecker

Average CRO Rating Across All Attributes
Poor
1% Below average
3%

The following summary of CenterWatch’s
2019 Global Site Relationship Survey presents sites’ views on the CROs they work with.
In last month’s issue, we provided details on
their sponsor relationship views, as well as
data on the types, locations and therapeutic areas of the site responding to the survey
(CenterWatch Monthly, November 2019).

Excellent
51%

S

ites are looking for improvements in
almost all areas of their working relationships with CROs, but particularly
in the areas of contracting and budget, according to a new CenterWatch survey.
More than 4,000 sites responding to
CenterWatch’s 2019 Global Site Relationship Survey rated their CROs’ performance
on 37 key attributes, giving about half of
them (51 percent) high marks across the
board, only a slight increase from the 2017
score of 48 percent.

Poor
2% Below average
3%
Fair
13%

Fair
15%

Excellent
48%

Above average
30%

Above average
34%

2019

2017
Source: CenterWatch, 2019

CROs’ handling of contracts and budgets
consistently has received the lowest scores in
recent years, but in 2019 fell to 37 percent after receiving a small boost in 2017 (44 percent)
compared to 2015 (40 percent). In the spe-

cific attributes of prompt payment, realistic
payment schedules and fair overall payment
amounts, slightly more than one-third of
CROs, 36 percent, received excellent ratings.
see CRO Performance on page 4

Novartis Retains Top Spot in CNS Summit
Innovation Index
By Colin Stoecker

F

or the second year in a row Novartis
has been named the most innovative
pharma company in the industry by
the Innovation Index, a collaboration between CNS Summit and IDEA Pharma.
“The differentiator between Novartis and the
competition was the nature of these innovative
initiatives, which showed strong potential to be

transformative, rather than incremental,” said
a report on the index, which measures companies’ advances in trial optimization, clinical innovation and use of digital technology.
In digital innovation, Novartis moved up
to place first from the middle of the pack on
the basis of its use of artificial intelligence
(AI) to wield big data more effectively.
Novartis was second in clinical trial innovation with accolades for its partnership

January-February 2020
2 CE program information
3 Regulatory update

with Massachusetts Institute of Technology,
in which it used wireless technology for passive, contactless monitoring of physiological signals. It also ranked second in the trial
optimization category.
Pfizer ranked second in the index overall,
rebounding dramatically from 16th place
Elizabeth
Hinkle
last year and took firstBy
place
in theTilley
trial op-

18 CE post-test

How to ensure participant diversity in clinical trials

timization category.

W

hile it would be impractical —
see Top Spot on page 6
and unnecessary — to try to
conduct trials in every single
recognized patient population, researchers should design trials, choose study sites
and recruit patients in a way that generates data about the safety and efficacy of
drugs for as much of the population as
possible. This could mean conducting
studies in particular places or merely increasing the numbers of patients recruited
to include less-represented populations.
Matching target populations is good
clinical practice. If a disease is more
prevalent among a certain population by
a given percentage, for example, then that
population should be represented in a
Join the CenterWatch Community!
study by the same approximate percentage. Some populations may be more at
January 27, 2020
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risk for certain diseases, such as diabetes
or heart disease, the FDA wrote in a January 2018 memo, noting that “it is important for patients in those populations who
are more likely to be treated for a condition to be included in a trial.”1
In June 2019, the FDA issued a draft
guidance clarifying its expectations for
population diversity in clinical trials2 to
satisfy the FDA Reauthorization Act of
2017 (FDARA), which mandated that the
FDA issue guidance on eligibility requirements in general.3 The guidance document
recommends that clinical trial sponsors
think carefully about whether exclusion
criteria are truly appropriate and that they
use adaptive trials and address logistical
barriers — including financial and transportation issues — to study participation.

Learner Outcomes:
1. Describe the current state of gender, age and other
forms of bias in clinical studies.
2. Describe the clinical benefits of diversity in clinical
trials.
3. Discuss barriers to participation in clinical trials for
special populations.
4. Outline best practices for creating more inclusive
clinical trials.

It also advises researchers to include a
broad range of ages when recruiting for
trials.
“Over the past few decades, FDA policy
initiatives have focused on promoting enrollment practices that lead to clinical trials
better reflecting the population most likely
see Diversity in clinical trials on page 4
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Collaboration, diverse patient recruitment among keys
to effective research translation
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Traditional vs. Pragmatic: Changing the Trial
Model with Real-World Evidence
By Leslie Ramsey

S

tudies based on real-world evidence
(RWE) don’t have to be a replacement
for randomized clinical trials but rather
an integral part of an overall trial strategy.
Both pragmatic and randomized trials have
their pros and cons, but when combined they
can produce more effective results. “I think
using both of these to provide evidence to the
regulators will be where we go in the future,”
said Francis Kendall, senior director at Cytel.
You could conduct one or two small phase
1 or 2 trials to show safety and efficacy, he
suggested, then apply machine learning and
analytics to data on the full targeted population to confirm results. “And if things are not
going quite to plan, that’s when you bring in a
controlled trial” as backup.

Drug & Device Pipeline News…8
Seventeen drugs and devices have entered
a new trial phaseBy
thisMike
week.
Ingram

The pragmatic approach is especially
beneficial with hard-to-reach populations and
studies of rare diseases with a limited number
of patients. Registry data and electronic health
records can provide evidence where a randomized clinical trial might not be possible.
Other benefits of using data generated in
pragmatic trials include:
} Using predictive analytics to identify
candidates for clinical trials;
} Getting a closer and earlier look at the
“average patient;”
} Developing biomarkers to support
outcomes;
} Optimizing protocols; and
} Targeting patients and physicians for
recruitment.
see Traditional vs. Pragmatic on page 5
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CWMarketPlace…9 ver the past decade, there has been
a growing awareness in the scienIf your devicetific
requires
community of the rift between
clinical trials
underandEU
MDR, — between
“bench”
“bedside”
there’sresearch
a lot toand
learn.
development to bring new
drug therapies to market and the eventual
Make sure you fully
application
of those therapies to improve
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bothand
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and public health.
ISO/DIS 14155:2018’s
Medical Device Trials
in the EU
clinical trials to
requirements.
According
the National Institutes
of Health (NIH), between 80% and 90%
ORDER TODAY
of research
fails before it reaches human
trial, and roughly 50% of all experimental
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C

linical investigators and sites facing
an FDA inspection need to know the
difference between records the FDA is
allowed to see and what document requests
they can deny.
The scope of the FDA’s authority to access
documents in an inspection is clear in the
agency’s regulations. But that doesn’t mean
FDA field investigators won’t ask for records
they are not legally entitled to see. And it
doesn’t mean that those undergoing an
inspection won’t voluntarily or inadvertently
turn over such records, says consultant and
FDA insider David Chesney.
The key is to fully understand which types
of documents fall within the FDA’s authority to
inspect and which fall outside that authority.

Written by Hugh Donovan,
Managing Expert, YourEncore Clinical Center of Excellence

»

see The Right to Refuse on page 6

300 N. Washington St., Suite 200, Falls Church, VA 22046
Phone: 617.948.5100 | Toll free: 866.219.3440

Learner Outcomes:
1. Describe the challenges of translating research from
lab and clinical settings to healthcare practice.
2. List the benefits of translational research for
researchers and patient.
3. Discuss tactics for improving communication and
collaboration along the clinical pathway.
4. Describe the relationship between expanded access
and translational research.
see Translational research on page 11

Volume 21, Number 01

Practical guidance on what the
FDA is looking for, and how
to avoid receiving one.
From YourEncore

LEARN MORE
centerwatch.com/whitepapers

“It’s your responsibility to know what things
you must provide FDA and which things are
optional,” he says. The agency isn’t going to
offer that information. Chesney served as an
FDA field investigator and director of investigations in his 23-year career with the agency.
To get an idea of the scope of the FDA’s
inspection authority, the first place to go is
the Food, Drug and Cosmetic Act, Section
704(a), which says the agency can request
personnel data as it pertains to qualifications and research data relating to new
products. The act excludes financial data,
sales data other than shipment data, pricing
data, nonqualification personnel data and
research data other than that relating to
investigational products.

Volume 24, Issue 04. © 2020 CenterWatch. All rights reserved.

Understanding the
RTF Letter

| White Paper

Understanding the
RTF Letter
Practical guidance on what the FDA is looking for, and how to
avoid receiving one

The Right to Refuse: Information That FDA
Inspections Can’t Request
By Leslie Ramsey

drugs fail in Phase III trials, Atilla Seyhan
notes in a 2019 article for Translational
Medical Communications.1 Even when a
new drug makes it through research and
regulatory hurdles, there are often concerns about whether it’s reaching the right
patient populations in the right ways.
In fact, to describe the problem as a
single rift is an oversimplification. Often,
it’s a series of rifts along the pathway that
leads from laboratory research all the way
to patient treatment and public health

»

The CenterWatch Monthly provides in-depth
and data-rich insights on key trends impacting
the clinical resarch landscape.
PipelineNews

FDA Actions

The following is a sampling of FDA regulatory actions taken during the previous month, compiled from CenterWatch and third-party sources including
9:45 AM
iPad3
the FDA and company press releases. For more information on FDA approvals, visit www.centerwatch.com/drug-information/fda-approvals/.
For custom drug intelligence reports, email marketresearch@centerwatch.com. Join the LinkedIn Drug Research Updates group!
Company name
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Orphan Drug Designation granted
Orphan Drug Designation granted

TRUMENBA (Meningococcal
Group B Vaccine)

Active immunization to prevent invasive disease
caused by Neisseria meningitides group B (MenB)
in children ages 1 through 9 years

Breakthrough Therapy
Designation granted

AAV-RPGR

X-linked retinitis pigmentosa (SLRP) due to
defects in the retinitis pigmentosa GTPase
regulator (RPGR) gene

Fast Track Designation granted
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Effectively Addressing
the Challenges of Pediatric
Clinical Trials with PatientCentric Best Practices

Eﬀectively Addressing
the Challenges of
Pediatric Clinical Trials
with Patient-Centric
Best Practices
From Firma Clinical Research

Mike Keens

Ursula Sakowicz

Firma Clinical Research

Associate Director, Remote Visit Services
Firma Clinical Research
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Thought Leadership
Webinars
Interested in sharing your thought leadership on a hot topic? Through our experience of running
webinars, Center Watch ensures you reach the right clinical trial audience. All you need to do is send us
your latest topic, selling points and speaker name. We will do the rest — efforts include the following:
Draft a promotional email with up to two rounds of revisions
Ensure your promotional email generates registrations
by distributing it multiple times
Promote the webinar through digital marketing —
a website banner, a newsletter ad and two social media
posts for LinkedIn and Twitter
Distribute one press release for the webinar
Build a landing page for registrations
Host the webinar on your behalf
Conduct a survey to gather attendees’ feedback
for your assessment
You don’t have a speaker name? We can find the speaker that best suits your topic.
After the webinar, we will provide registration information such as the attendee list (highlighting
who signed-up and who logged-in to listen), webinar transcript, .mp4 file and survey results.

White Papers
Drive engagement and generate leads while building credibility and trust with your white paper program
through CenterWatch. Once you supply us with your promotional email content, pdf of the white paper and
advertising creative files, we will host your white paper and implement the following marketing activities:
Send a promotional email multiple times to guarantee 150 leads
Place a banner ad on our website
Run your digital ad in our newsletter

Centralizing Your
Clinical Trials Office
By David Russell, CRCP - Director of Site Strategy, PFS Clinical

Build a landing page for the white paper downloads
Each week, you’ll receive key demographic information
collected for all leads.
Don’t have the time or manpower to put together your white paper?
CenterWatch has years of experience writing white papers.
Deadline: 7 business days prior to distribution date
300 N. Washington St., Suite 200, Falls Church, VA 22046
Phone: 617.948.5100 | Toll free: 866.219.3440

Consequences for double billing are high, and citations for
improper billing practices have been increasingly common, with
many well-known medical centers and health systems facing
millions of dollars in fines for non-compliance over the past
decade. One way in which institutions can manage these risks
while fostering clinical innovation is by adopting a centralized
clinical trials office (CTO).

As the healthcare landscape continues to change, clinical
research is becoming more and more complex. Hospitals
and health systems must adapt their research efforts, but
quickly advancing medical technology, changing regulatory
requirements, and the involvement of multiple parties can
create gaps in any research program. If left unexamined,
these gaps can bring significant risk to the research
organization—including regulatory fines upwards of seven
figures. With risk mitigation in mind, this article will address
the ways in which centralizing your clinical trials office
promotes compliance through stronger communication
across your research program, resulting in more efficient,
streamlined research operations.

A Case Study

STEPS TO PAPERLESS
RESEARCH SITES:

To illustrate the value of a centralized model, consider the
following example of a Midwest community-based health system.
This institution had been operating with a decentralized model
but was seeking information on how to improve their research
department.

The Changing Environment of Research

A review of their existing operations revealed several problematic
practices. To start, there were no standard operating procedures
(SOPs) for conducting research across the entire enterprise.
Although this may be surprising, it is not entirely uncommon.
Next, over 40% of previously executed clinical trial agreements
(CTAs) and budgets were found to be missing standard subject
injury language. While more and more sponsors leave subject
injury out of the CTA to save money and limit their risk, it is
critical for the institution’s protection. Additionally, over 60% of
the budgets were missing key budgetary line items, such as
administrative start-up fees, payment for time spent during
sponsor monitoring visits, and IRB fees. The organization also had
no process in place to prevent the act of double billing research
related items. As mentioned earlier, this is a growing risk that can
bring large fines as well as unfavorable publicity.

As healthcare and medicine rapidly advance, it is no surprise

clinical research continues to become more complex.
CREATING CERTIFIED COPIES &that
MORE
Hospitals and health systems are under growing pressure

A COMPLION WHITEPAPER

to conduct more research, which is only exacerbated as
providers compete to deliver cutting-edge care with the
latest medications, treatments, and devices. Driven by the
desire to better position themselves in the new Center for
Medicare/Medicaid Services (CMS) reimbursement model,
health systems nationwide have begun purchasing physician
practice groups.
This growing trend has uncovered an unexpected set of
issues. After these purchases are finalized, organizations
frequently find research activities buried under normal
business operations. Personnel within the practice group
generally perform research activities in addition to their
normal clinical functions and often have little or no training
or expertise in in research administration. These
personnel are unaware of changes in regulations and
guidelines. Though unintentional, these factors can put the
system at considerable risk.

The financial health of the research program was further
affected by the lack of a tracking mechanism for ongoing
research activity and revenue. Many institutions simply recognize
revenue as the payments come in, but this practice can leave
a significant amount of money uncollected. Without dedicated
financial resources, these tasks often fall to research personnel
who have neither the time nor training to handle revenue cycle
and collections with the same rigor as other key departments
within the organization.

Further risk has arisen from heightened scrutiny of research
billing compliance. There is a growing need for health
systems to develop processes that prevent double billing, a
serious situation in which funds are received from both the
study sponsor as well as government or third-party payers.
1
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Email and Web Marketing
List Rentals
An email list rental from CenterWatch allows
you to reach your prospective clinical trials
customers instantly with the perfect
personalized email list to match your offer.
You select the list criteria and provide us with
the html and text versions of your email. We’ll
send you a test for approval and then deploy
the email.

215K

Total Database

5K

Minimum Order

The clinical database includes sponsors,
sites, clinical research organizations and
institutional review boards.

Website
Promote your valuable brand and products across our highly visited pages with more than 10 million
annual page views. Let our website generate new leads, support your outreach and carry your valuable
messages.
Web Platform

Size

Position/Type

w

h

Leaderboard

728 px

90 px

Box Ad (1 available in the right rail)

300 px

250 px

Box Ad (4 available in the right rail)

300 px

100 px

Deadline: 7 business days prior to distribution date

300 N. Washington St., Suite 200, Falls Church, VA 22046
Phone: 617.948.5100 | Toll free: 866.219.3440
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Newsletters
CenterWatch newsletters cover a wide range of clinical research topics positioning you for success:
regulatory updates, latest industry news, insightful strategies, financial and technology discoveries as
well as career advancement advice. Today, you can access these loyal readers through the following
advertising opportunities:
More than 130,000 readers depend on CenterWatch Weekly news coverage of
clinical research and best practice information for clinical trials. Weekly, 48 issues

Specifications

CenterWatch
Weekly

CenterWatch Weekly PDF Ads

Size

CenterWatch Weekly Banner Ads

Size

Position/Type

w

h

Position/Type

w

h

Full Page

7 1/4”

9 3/4”

Leaderboard

728 px

90 px

Half Page

7 1/4”

5”

Box Ad (1 available in the right rail)

300 px

250 px

Third Page

7 1/4”

3”

Box Ad (4 available in the right rail)

300 px

100 px

Quarter Page

7 1/4”

1 3/4”

The CenterWatch Monthly is read by more than 8,800 clinical trials professionals receiving
up-to-date data, compliance requirements and expert insights. Monthly, 12 issues

Specifications

File requirements:

The CenterWatch Monthly PDF Ads

Size

Position/Type

w

h

Full Page

7 1/4”

9 3/4”

Half Page

7 1/4”

5”

Third Page

7 1/4”

3”

Quarter Page

7 1/4”

1 3/4”

Deadline: 10 business days prior to distribution date

Press-ready PDF files
CMYK or grayscale (ads received in RGB
will be converted to CMYK)
Sized correctly using provided specifications
All fonts embedded
Photographic images saved as 300 dpi
Line art, such as bitmapped logos and
scanned text, saved as 600 dpi
Vector-based art required

Research Practitioner educates more than 5,000 readers on topics of importance to clinical research nurses and site managers through two in-depth articles in each issue. The newsletter also
gives nurses the opportunity to earn up to 18 ANCC nursing credits per year. Bimonthly, 6 issues
R ESEARCH
File requirements:
Specifications
PRACTITIONER
Research Practitioner PDF Ads

Size

Position/Type

w

h

Full Page

7 1/4”

9 3/4”

Half Page

7 1/4”

5”

Third Page

7 1/4”

3”

Deadline: 10 business days prior to distribution date

Press-ready PDF files
CMYK or grayscale (ads received in RGB
will be converted to CMYK)
Sized correctly using provided specifications
All fonts embedded
Photographic images saved as 300 dpi
Line art, such as bitmapped logos and
scanned text, saved as 600 dpi
Vector-based art required

300 N. Washington St., Suite 200, Falls Church, VA 22046
Phone: 617.948.5100 | Toll free: 866.219.3440
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Newsletters Pricing
CenterWatch Weekly
CenterWatch Weekly Web Ad

Pricing

CenterWatch Weekly PDF Ads

Pricing

Position/Type

Monthly

Position/Type

1x

4x

6x

12x

Leaderboard

$1,725.00

Full Page

$2,985.00

$2,655.00

$2,600.00

$975.00

Box Ad (1 available in the right rail)

$1,035.00

Half Page

$2,790.00

$2,565.00

$2,495.00

$830.00

Box Ad (4 available in the right rail)

$1,035.00

Third Page

$965.00

$780.00

$745.00

$685.00

Quarter Page

$835.00

$660.00

$615.00

$530.00

The CenterWatch Monthly
The CenterWatch Monthly PDF Ads

Pricing

Position/Type

1x

4x

6x

12x

Full Page

$4,650.00

$4,405.00

$4,185.00

$3,850.00

Half Page

$3,315.00

$3,140.00

$2,990.00

$2,820.00

Third Page

$1,590.00

$1,525.00

$1,460.00

$1,330.00

Quarter Page

$1,590.00

$1,525.00

$1,460.00

$1,330.00

Research Practitioner
Research Practitioner PDF Ads

Pricing

Position/Type

1x

4x

6x

Full Page

$2,300.00

$1,840.00

$2,330.00

Half Page

$2,070.00

$2,590.00

$2,070.00

Third Page

$1,375.00

$1,235.00

$1,100.00

CenterWatch Website Pricing
Web Platform

Pricing

Position/Type

Monthly

Quarterly

Annually

Leaderboard

$1,725.00

$4150.00

$1,4375.00

Box Ad (1 available in the right rail)

$1,035.00

$2,875.00

$9,200.00

Box Ad (4 available in the right rail)

$1,035.00

$2,875.00

$9,200.00
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JobWatch
JobWatch lists nearly 7,000 jobs each month, allowing more
than 23,000 job seekers to find open positions.
Clinical professionals at all levels search opportunities, post
resumes and submit their profiles directly to open roles across
the country, enabling organizations to
promptly complete their staffing needs.
An email goes out to job applicants on the first and
third Wednesday of every month, alerting them of
new posted positions.
Post your open position with us today. You can also
elect to have your job featured in our CenterWatch
Weekly newsletter and on our social media accounts.

CenterWatch iConnect
With more than 323,000 industry-funded global clinical
trials across hundreds of disease conditions and phases
and generating more than 1.5 million unique visitors
annually, WCG CenterWatch iConnect is an essential
part of your comprehensive patient enrollment strategy.
It delivers the best ROI in patient recruitment and
advertising with key benefits for outreach campaigns.
Whether you are a sponsor company, a CRO, an
investigative site or just beginning your patient
recruitment initiatives or trial, WCG CenterWatch
iConnect is a critical resource for your recruitment.
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Research Center Profile
An easy and cost-effective advertising tool for investigative
sites to find and secure new clinical research opportunities,
plus recruit study volunteers for clinical trials. Research
centers can showcase comprehensive information to clinical
research professionals who view these pages at a rate of
215,000 annually. There are 215,000 pageviews annually.
All trial postings benefit from our top-notch search ability
resulting in more than 84,000 users of our site annually.

Industry Provider Profile
Industry Provider Profile listings are a cost-effective way for
clinical research service providers to generate new business
leads. Our pages are viewed by tens of thousands of
professionals in the clinical trials community.
There are 37,000 pageviews annually.
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