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Site Spotlight: Less Is More in Adams Clinical’s
Research Strategy
By James Miessler

S

ites may be tempted to take on any
trial offered, not wanting to turn
away business or offend sponsors, but one site in Watertown, Mass., has
discovered that shifting to a smaller-scale
approach can pay important dividends.
For five years, Nelson Rutrick, CEO of
Adams Clinical, ran his 11-year-old site in a
fashion he finds typical of many independent sites today, taking on nearly every trial
the site could handle with its single psychiatrist principal investigator (PI) and spreading
itself thin as a result.
But after accepting one trial perfectly
suited for the site, Rutrick says he realized
that they recruited more participants, developed an area of specialization and passed an

FDA inspection with zero findings thanks
to focusing nearly the site’s entire staff and
resources on that one trial. Furthermore,
the sponsor was more open to making
changes in the trial and sought the site’s
feedback because it contributed such a
large amount of the total trial data, he told
CenterWatch Weekly.
“It’s a difficult mindset to get into,”
Rutrick said. “But we have over time come
to understand that you’re better off turning
away participants who want to be in any
study” rather than one particular trial your
site is running.
As a result, the site shifted its focus to
about 80 percent depression trials and 20
percent early Alzheimer’s disease trials and it
see Site Spotlight on page 3
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Ask the Experts: Efficient and Effective
Coverage Analysis

T

his monthly feature presents
questions from clinical trial professionals with answers from WCG’s
expert staff. This month features insights
from Quality and Development Manager
Amanda Miller.
Question: At what point in the planning
process should a site conduct a detailed coverage analysis? If we are scrambling to restart
delayed trials, what’s the most efficient way to
work in coverage analysis?
Answer: With many research sites facing
pipeline backlogs, performing coverage
analysis quickly and thoroughly can keep
the process moving. It provides a standardized method to identify the appropriate
payer for all clinical items or services associated with a trial.
Vol. 26, Issue 24. Copyright © 2022 by WCG CenterWatch

As studies become more complex, beginning coverage analysis as early as possible
can prevent delays down the road. The initial
coverage analysis may raise questions for
the clinical teams (e.g., home health requirements), so the earlier these questions can be
addressed, the better.
On your timeline, budget development
should only begin once you have a draft coverage analysis available. Any inconsistency
between the two documents could lead to
double billing. Also, the analysis may identify
additional costs you need the sponsor to pay
(e.g., items a Medicare policy won’t cover).
Note that the coverage analysis and
informed consent form (ICF) need to be
aligned before the study opens. The coversee Ask the Experts on page 4
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Emerging trends in clinical research: The need for change
By John W. Mitchell, MS

T

by emerging trends in the clinical trial
research sector, consider insight from
a business author and a businessman/politician. In his groundbreaking book, Good
to Great: Why Some Companies Make the
Leap…And Others Don’t,” Jim Collins wrote:
“Good is the enemy of great. And that is
one of the key reasons why we have so little
that becomes great. We don’t have great
schools, principally because we have good
schools. We don’t have great government,
principally because we have good government.”

Secretary Donald Rumsfeld noted that one
of the biggest threats to security was driven
by factors that fell under the category of “we

don’t know what we don’t know.”
In recent issues, Research Practitioner has
explored individual key emerging trends in
clinical research, including patient centricity,
eMobile advances, and precision medicine.
As stand-alone trends, these innovations
hold great promise and excitement.
But what insight is gained when all emerging trends are considered in totality? What
clinical research? As Rumsfeld alluded, what
might we not know that we don’t know? Are
current advancements in clinical research, as
Collins asserted, relevant enough to power
(great) the sector beyond the status quo
(good), given the rapidly evolving medical
ligence (AI), and the expectation of patients?

Learning Objectives/Outcomes:
1. Explain the need for change in clinical research.
2. List key drivers of transformation in clinical trials.
3. Describe examples of clinical trial research trends in
action.
4. Discuss why the clinical trial sector will make the
jump from trends to practice.

ruary 2017 CenterWatch article about survey
results on the use of electronic-sourced
data, Hugo Stephenson, executive chairman
of DrugDev and a physician investigator,
observed: “I’m surprised and disappointed
there hasn’t been much improvement in the
entire clinical trial process, including the
see Emerging trends on page 44

Caution for NIH's single IRB policy for multi-site research
By Sue Coons, MA

A

s of Jan. 25, 2018, research institutions had to comply with the National
Institutes of Health’s (NIH’s) Final
NIH Policy on the Use of a Single Institutional
Review Board for Multi-Site Research
policy established the expectation that a
single institutional review board (sIRB) of
record would be used in the ethical review
of non-exempt human subjects research
protocols funded by NIH that are carried out
at more than one site in the United States.

Learning Objectives/Outcomes:

It does not apply to career development,
research training, or fellowship awards.
However, some institutions continue to
be concerned about their ability to adhere
to the policy and the cost of doing so. IRB
executives say it is wise to be cautious. Some
institutions could spend millions of dollars
to upgrade their IRB infrastructure, while
some IRBs already have many of the policy
requirements in place. In addition, one IRB
executive worries that past NIH actions

© 2018 CenterWatch. Duplication or sharing of this publication is strictly prohibited.

1. List the details that local IRBs may know about their
study populations as opposed to a single IRB.
2. Describe NIH’s reasoning for going to a single IRB
policy for multi-site research.
3. Discuss the impact of using a single IRB on a study’s
direct costs.
4. Explain the concern about NIH’s history of choosing
the lowest-cost provider.

show that the agency could revise its policy
see Single IRB on page 49
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Industry Briefs
Rare Disease Trial Participants
Need Extra Support and
Assistance, Survey Shows
Participants in trials for rare disease
treatments often need additional travel
support, according to a new survey that
indicates participants and their caregivers
want personal assistance with logistics.
The survey, conducted by patient support service company Clincierge, found
that 95 percent of the trial participants
responding and 98 percent of their
caregivers considered it essential to have
a single point of contact to help them
throughout a trial, especially when arranging travel plans.
All 60 respondents had taken part in a
trial that required them to travel by air or
at least three hours by ground in the past
four years.
Key trial contacts were important to
building personal connections, particularly
ones that could be reached at any hour,
respondents said. Asked specifically what
they wanted to see from trial support, 100
percent of both patient and caregiver respondents named support residing within
their own time zone as by far the most
important element.
Other important characteristics
included support staff that understand
the disease (55 percent), personnel that
speak the same language (53 percent),
staff with positive attitudes (46 percent)
and staff that understand the trial process
(29 percent).
Reporting on the kind of travel assistance their trials had provided, 63 percent

of participants said they received help
booking hotels, 53 percent received help
booking flights, 47 percent were assisted
in booking ground transportation and 43
percent were provided with ground travel
transportation options.
A smaller percentage of participants
were presented with flight options (30
percent), Americans with Disabilities Act
(ADA)-compliant hotels (27 percent), hotel
options (27 percent) and ADA-compliant
transportation (20 percent).
Access the full survey here: https://bit.
ly/3xVZhqZ.

Pediatric Study Develops
Animated Approach to
Participant Education
A rare disease natural history study
sponsored by Dutch biotech Azafaros is
incorporating a unique, animated method
of educating its pediatric participants and
their families.
The approach, designed by healthcare
technology company Cognitant, involves
a visually engaging series of one- to
two-minute animations designed to
educate children, their families and their
caregivers about what the study requires
of them.
Because the study is taking place across
multiple countries, the educational material was designed in multiple languages to
maximize its effectiveness.
According to Cognitant, the study is
the first to use an educational, visually
engaging program to prepare its participants. The content, which was developed

over multiple workshops and heavily
informed by patient advocacy groups,
is accessible through the study’s online
resource center.
The recently initiated study is following
children with Tay-Sachs disease and Sandhoff disease, two rare inherited disorders
that have no cure.

Walgreens Enters Clinical
Research Game, Launching
Trials Program
Walgreens is the latest pharmacy
chain to offer its customers clinical trial
opportunities. The pharmacy titan, the
second largest in the U.S. behind CVS, is
employing a “flexible clinical trial model”
that offers both in-person and virtual
trial options.
Walgreens’ new initiative aims to
improve trial access for underrepresented
racial and ethnic groups by leveraging its
pharmacies’ proximity to these populations. The company says more than half
of its 9,000 stores are located in socially
vulnerable areas.
For recruitment, Walgreens intends to
wield its pharmacy and patient-authorized
clinical data to match underrepresented
populations to trials and develop an
extensive registry of trial participants.
The company will also offer real-world
evidence to support drug development
strategies, trial designs, trial execution and
diversity efforts.
Walgreens’ most prominent rival, CVS
Health, launched its trial services program
in May 2021.

Effective Root Cause Analysis and CAPA Investigations
for the Life Sciences
A Virtual Workshop Presented by WCG FDAnews and ValSource Learning Solutions
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Site Spotlight

(continued from page 1)

avoids trials that simply serve as alternatives
for participants who want to enroll in a trial
but aren’t eligible for any in Adams’ focus
areas. Instead, it refers those participants to
other local sites.
“Rather than creating a site in which we
took on loads of trials, we wanted one that
would have loads of visits,” he said. “We realized sites aren’t paid by the trial — they’re
paid by the procedure and the visit.”
Adams Clinical, which is located outside
Boston, now takes on about three new trials annually and has expanded to four PIs.
It has 41 employees, five trials currently
enrolling and 12 trials ongoing and closed
to enrollment.
Despite the temptation, Adams Clinical
turns down even those trials that may share
a comorbidity with depression and specifically focuses on early Alzheimer’s disease
in a way some sites don’t, declining trials of
moderate and severe Alzheimer’s as well as
severe Alzheimer’s with agitation. By sticking
only to trials it knows it can perform well,
the site has found that it is significantly more
profitable, better performing as a business
and more appreciated by sponsors, he said.
In Rutrick’s view, sites with coordinators
and investigators working on many trials
simultaneously often know very little about
any of them, as opposed to knowing all the
ins and outs of a few. “Whenever site staff
know very little about a program, chaos ensues when they try to run it,” he said. And it
only takes poor performance on a few trials
to be diminished in the eyes of sponsors.
“There’s this quote, ‘Trust is earned in
drops and lost in buckets,’” he said. It’s easy

3 of 7
to accept a different trial for an indication that you’ve worked on in the past.
“The problem is that as soon as you fail to
perform on a study, the people who work in
that area talk and spread the news.”
Sites that juggle many trials at once are
unnecessarily putting their reputations on
the line, Rutrick says. Dropping the ball on
just one or two trials, even if a site excels
at eight of them, can seriously damage its
reputation with sponsors. “By only working
on three [or so] at a time, you can make sure
you’re performing every time and really
build relationships with companies that
come to rely on you,” he said.
Sites that are considering changing their
approach should convene the staff in charge
of recruitment and finances to determine
where they’ve historically done well, where
they’ve underperformed and what indications they should focus on and avoid.
Rutrick recommends a specific strategy:
access ClinicalTrials.gov and assemble a
list of every recruiting trial in your area
of strength, assess their inclusion/exclusion criteria to determine the best fits and
contact the sponsors/CROs of those trials
to say you want to join their program(s).
Sponsors will have a hard time saying no
to this, he said.
He did note an issue Adams Clinical
actually ran into after seeing great success from its shift in approach: Sponsors
placed limits on recruitment as a result of
the site’s quick enrollment. Because the
site’s resources were focused on just a
few trials, the site became responsible for
a significant percentage of a trial’s data,
and sponsors began capping recruitment
in response.

To solve this problem, Adams started
an “overflow” site in 2020, Copley Clinical,
just down the road. This site has its own
PI and staff but works on the same trials
as Adams Clinical, Rutrick said, and it effectively doubles any cap they might face
on a trial.
“It’s novel, but this concept of capping
sites is unique to quick-enrolling areas.
By having a second PI and staff, even if it’s
physically close, we can still maintain the
model of only working on a couple of trials,”
he said.
It may seem like a huge transition to
make, but Rutrick believes it isn’t that complicated for a site to scale down and focus
on a small number of trials it has the best
chance of completing successfully. And it’s
fine to let sponsors know you’ve taken such
an approach, he says.
“There’s some sites out there who will
honestly tell you, ‘we can’t take on more
work or we’ll do a bad job.’ Every week, I
have to tell a few drug companies that I
can’t take on their study because I’d do a
bad job at it, because I’m focused on other
people’s studies,” he said. “It’s not rocket
science here. It’s not so complex. It’s just
this idea of only taking on the work you
know you can perform.”

Site Demographics
Location: Watertown, Mass.
Number of employees: 41, including
four PIs
New trial starts per year: Three
Therapeutic area(s): Depression and
early Alzheimer’s disease
Contact: info@adamsclinical.com
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Ask the Experts

(continued from page 1)

age analysis will also highlight questions
for principal investigators, coordinators and
other research team members (e.g., noncovered hospitalization, home health options,
remote visits). These issues impact coverage
analysis determinations, insurance billing
and even staffing requirements. Proper
coverage analysis will help identify any open
issues early in your process, fueling efficiencies down the road.
Question: When should site staff refer to
the coverage analysis document during a trial?
Answer: Once the study opens, use the
document whenever you interact with a
trial participant. Review charges for visits,
tests and procedures against the coverage
analysis to ensure you aren’t billing them
for something the sponsor will cover. You
can also answer participant questions about
study-related billing. Since the cost section
of the ICF may be general and not specify
individual tests and procedures billed to
their insurance company, participants may
ask, “What will be charged to my insurance?”
Referencing the coverage analysis will ensure a correct answer. Finally, in the event of
a billing audit, you want to have a coverage
analysis available.
Question: Are there any specific coverage
analysis policies a site should follow?
Answer: Medicare has three research
policies affecting coverage analysis. Most

sites choose to follow these rules even if
they aren’t enrolling Medicare participants in
the trial because they form a solid baseline
and set of rules across all studies:
Section 310.1 of the National Coverage
Determinations (NCD) manual defines trial
qualification and routine costs plus items
that Medicare won’t cover. The program first
introduced the clinical trial policy in 2000
and began covering services for participants
in clinical trials. By 2014, the Affordable Care
Act stated that virtually all plans must cover
routine participation costs in qualified clinical trials.
Sites performing device studies should
be aware of Chapter 14 of the Medicare
Benefit Policy Manual, which includes billing
compliance rules for investigational device
exemption (IDE) studies. It also defines routine care in an IDE study, which differs from
the routine care definition in NCD 310.1.
The Coverage with Evidence Development Program allows Medicare to cover certain procedures while collecting additional
data to determine their final coverage.
In addition, sites follow Medicare’s
nonresearch rules, including NCDs and
local coverage determinations (LCD). These
policies include indications and limitations
of coverage where Medicare will or will not
cover the specific item or service. Any laboratory procedure, from a complete blood
count to a stem cell transplant, can have
an NCD or an LCD. LCDs can differ between

states; when negotiating a budget and asking a sponsor to pay for an item not covered
based on your LCD, you may need to explain
this factor.
Question: How can coverage analysis
help budget negotiations when sites are dealing with larger, more complex trials, such as
what we’re increasingly seeing in oncology?
Answer: A complex or large protocol
will likely entail complicated routine care
determinations in the coverage analysis. This
challenge leads to an equally complicated
budget, impacting negotiations for both site
and sponsor.
It’s typical for the site and the sponsor to
view routine care determinations differently,
leading to budget delays. For example, a
sponsor might expect a first-in-human oncology study to follow the same pattern as
other oncology budgets. However, the site
may not be comfortable treating a first-inhuman study budget the same as a phase 2
or 3 study budget.
Coverage analysis justification can aid
negotiations. Have detailed explanations
of why you’re asking the sponsor to pay for
services and be prepared to explain your
stance.
Finally, set expectations early with the
site team and the sponsor. Communicate
regarding budget edits and let the study
teams know timeline impacts. Remember,
both site and sponsor are working toward
the same goal.

Challenged by changing clinical
trial procedures?
Written by an industry insider, this comprehensive,
customizable and easy-to-use set of SOPs and related
resources is an entire compliance library in one volume.
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www.centerwatch.com
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Drug & Device Pipeline News
Company
Trials Authorized

Drug/Device

Medical Condition

Status

Jazz Pharmaceuticals

JZP815

Solid tumors and hematologic
malignancies that contain MAPK
mutations

IND approved by the FDA

Phanes Therapeutics

PT886

Gastric, gastroesophageal junction and
pancreatic cancers

IND approved by the FDA

Tremeau
Pharmaceuticals

TRM-201 (rofecoxib)

Acute migraine

Study May Proceed letter issued by
the FDA

Clover
Biopharmaceuticals

SCB-219M

Chemotherapy-induced
thrombocytopenia

Initiation of phase 1 trial

Halia Therapeutics

HT-6184

Chronic inflammatory diseases

Initiation of phase 1 trial

Redx

Trials Initiated

KeyMed Biosciences

CM350

Solid tumors

Initiation of phase 1 trial

Kymera Therapeutics

KT-333

Relapsed/refractory liquid and solid
tumors

Initiation of phase 1 trial

Kymera Therapeutics

KT-413

Relapsed/refractory B cell lymphomas

Initiation of phase 1 trial

Regulus Therapeutics

RGLS8429

Autosomal dominant polycystic kidney
disease

Initiation of phase 1 trial

Surrozen

SZN-043

Severe alcoholic hepatitis

Initiation of phase 1 trial
continues on next page
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Drug & Device Pipeline News

(continued from page 6)

Company
Ortho Regenerative
Technologies
Treadwell Therapeutics

Drug/Device
ORTHO-R

Medical Condition
Rotator cuff tear repair

Status
Initiation of phase 1/2 trial

CFI-402257

Initiation of phase 1b/2 trial

Galecto
Inhibikase Therapeutics

GB1211 plus Tecentriq
IkT-148009

Kangpu
Biopharmaceuticals
Amytrx Therapeutics
HUYA Bioscience
Cend Therapeutics

KPG-818

Advanced solid tumors and ER+/Her2breast cancer
Non-small cell lung cancer
Parkinson's disease and related
disorders
Systemic lupus erythematosus

Clover
Biopharmaceuticals
Daiichi Sankyo
AstraZeneca
Swing Therapeutics
Approvals
Alnylam
Pharmaceuticals

AMTX-100 CF3
HBI-3000
CEND-1
SCB-2019 COVID-19 booster
Datopotamab deruxtecan
(Dato-DXd)
Digital ACT device
Amvuttra (vutrisiran)

Eli Lilly

Olumiant (baricitinib) oral
tablets
Medicalgorithmics
Qpatch (ECG wearable unit)
Amylyx Pharmaceuticals Albrioza (AMX0035)
Everest Medicines
Trodelvy (sacituzumab
govitecan)

Atopic dermatitis
Cardioversion of atrial fibrillation
First-line metastatic pancreatic ductal
adenocarcinoma
COVID-19
Previously untreated locally recurrent
inoperable or metastatic triple-negative
breast cancer
Fibromyalgia
Polyneuropathy of hereditary
transthyretin-mediated amyloidosis in
adults
Severe alopecia areata in adults
Cardiac arrhythmia diagnosis
Amyotrophic lateral sclerosis
Second-line metastatic triple-negative
breast cancer in adults

Initiation of phase 2a trial
Initiation of phase 2a trial
Initiation of phase 2a trial
Initiation of phase 2 trial
Initiation of phase 2 trial
Initiation of phase 2b trial
Initiation of phase 3 trial
Initiation of phase 3 trial

Initiation of phase 3 trial
Approved by the FDA

Approved by the FDA for new
indication
Approved by the FDA
Approved in Canada
Approved in China
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