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While CROs are gung-ho on some 
new technologies to manage 
trials, they still rely heavily on 

paper-based systems, a new survey shows.
Electronic data capture (EDC), electronic 

trial master files (eTMF) and clinical trial man-
agement systems (CTMS) are increasingly in 
use, but half of CROs responding to the survey 
said they still use paper to manage informa-
tion exchange with sites. 

Because most sites still store their trial data 
in regulatory binders rather than electronic 
systems, CROs’ ability to share information 
with their sites electronically is limited, the 
survey says. Most respondents, 96 percent, 
said they experience significant challenges 
with exchanging information with sites, 

according to Veeva’s 2019 Unified Clinical 
Operations Survey Report.

Seventy-one percent of respondents had 
issues with tracking and reporting paper 
documents, 59 percent with misfiled or miss-
ing documents and 48 percent with manual 
document exchange. 

Attempting to overcome these hurdles, 
93 percent of respondents said they use a 
standalone EDC system, 77 percent use an 
eTMF system, 71 percent a randomization 
and trial supply management (RTSM) sys-
tem, and 70 percent a clinical trial manage-
ment system (CTMS). 

The number of CRO respondents using 
an eTMF has tripled since 2014, with 60 
percent of CROs now using a purpose-built 

CROs Moving to Electronics, But Paper Still 
Prevalent, Survey Shows

By Colin Stoecker

G etting study teams to consider using 
readily available data to help design 
and enroll clinical trials can be more 

difficult than it should be.
To encourage using real-world data, man-

agers should start as early as possible in the 
design of a trial and use case studies to help 
staff understand what options are available. 
Creating a pilot for early phase or feasibility 
trials or using case studies where the data 
have worked are good techniques to help, 
said Sudha Raman, an assistant professor in 
the department of population health sciences 
at Duke University.

Raman, speaking at a Clinical Trials Trans-
formation Initiative (CTTI) webinar, suggests 
asking three questions when considering 

using commonly available data like electronic 
health records and insurance claims in a clini-
cal trial design:

}} Are the eligibility criteria of interest 
identifiable in the data?

}} Are the data relevant and of enough 
quality?

}} Is the data analysis cost-effective?
“Once you have identified what kind of 

commonly available data to use, you then 
need to set up a discussion about how to 
use it concerning the scientific objectives, 
the endpoints, and the operational consider-
ations,” said Raman. 

Using commonly available data early on in 
a trial might actually replace current recruit-
ing methods, said Jack Sheehan, Janssen 

Use Commonly Available Data Early to Inform 
Eligibility and Recruitment, Experts Say 
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Caution for NIH's single IRB policy for multi-site research
By Sue Coons, MA 

A tions 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.  

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 

show that the agency could revise its policy 

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/politi-
cian. 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 govern-
ment.”

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 emerg-
ing 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?

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 
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U.S. Gears Up Against Potential 
Biomedical Research Theft
The NIH and FBI are continuing to root out 
scientists from China and other countries who 
are accused of stealing biomedical research 
from U.S. institutions.

Twenty-four of more than 180 cases have 
already been referred to the Health and Human 
Services Department’s Office of the Inspector 
General at 71 U.S. institutions, including many of 
the country’s largest medical schools, says NIH.

The White House Office of Science and 
Technology Policy (OSTP) sent a letter in 
September to 18,000 members of the U.S. 
research community saying that “over the past 
several years, some nations have exhibited 
increasingly sophisticated efforts to exploit, 
influence, and undermine our research.” 

OSTP Director Kelvin Droegemeier added 
that his office will hold meetings at a number 
of U.S. academic institutions to discuss the 
issue over the next few months.

ACRO, Congress Begin Work on 
New Cures Act
The Association of Clinical Research 
Organizations (ACRO) is working with the 
Congressional Research and Development 
Caucus (CRDC) and others on new legisla-
tion that would address recent innovations 
in clinical research.

Billed as a second 21st Century Cures Act, 
the legislation would focus on developments 
in patient engagement, use of real-world data 
and digital technologies.

ACRO and CRDC, chaired by Rep. Bill Foster 
(D-IL) and Rep. Jim Baird (R-IN), met in late 
October to discuss plans for the new bill.

The draft legislation, to be sponsored by 
Rep. Diana DeGette (D-CO) and Rep. Fred 
Upton (R-MI), is expected early next year.

Senate HELP Committee 
Schedules Nov. 20 Confirmation 
Hearing for Stephen Hahn
The Senate’s committee on Health, Education, 
Labor and Pensions will hold a confirmation 

hearing for Stephen Hahn as FDA Commis-
sioner on Wednesday, Nov. 20.

The committee’s chair, Sen. Lamar Alexander 
(R-Tenn.), following a meeting this week with 
Hahn, said he believes he is “well-qualified to lead 
the agency” and brings “a crucial perspective” as 
a chief executive. Hahn currently is chief medical 
executive of the MD Anderson Center in Houston.

President Trump announced his intention 
to nominate Hahn to the agency’s leadership 
role on Nov. 1, and the nomination was offi-
cially sent to the Senate on Tuesday (Center-
Watch Weekly, Nov. 4, 2019).

NCI Designates University 
of Wisconsin as National 
Coordinating Center
The University of Wisconsin has been selected 
as the national coordinating center for NCI’s 
Cancer Prevention Clinical Trials Network.

The $11.8 million grant places UW at the 
forefront of a research network consisting of 
three leading medical research centers in the 
U.S., including Northwestern University, the Uni-
versity of Arizona and the University of Texas.

The New Data Management, Auditing 
and Coordinating Center will coordinate 
activities across the network, including cen-
tralized data management and reporting, 
clinical trials auditing, and administrative 
and logistical coordination.

Takeda Gets Rights to MD 
Anderson Cancer Therapies 
Takeda will collaborate with the University of 
Texas MD Anderson Cancer Center to develop 
and test innovative oncology therapies.

Under the arrangement, Takeda will have 
rights to up to four of the center’s natural killer 
(NK) cell therapies, derived from umbilical 
cord blood cells. The partners will collaborate 
on the development of a CAR NK-cell therapy 
platform in a trial starting in 2021.

New ALS App Set for Trial Use 
This Month
A new app for tracking progression of Amyo-
trophic Lateral Sclerosis (ALS) will be tested in 
clinical trials beginning this month, thanks to a 
$300,000 grant from the ALS Foundation.

The ALS iNVOLVE/eNGAGE app captures 80 
patient data points a day using patients’ phones 
to measure movement and vocal strength. 

The first clinical trial to use the app will 
enroll 50 patients across five ALS medical re-
search sites, including Harvard, Massachusetts 
General Hospital, Duke University, Barrow 
Neurological Institute, University of California-
San Diego and the University of Colorado.

T3D Therapeutics Gets Funding 
from NIA for Alzheimer’s 
Hopeful
In a field that has stumped scientists for nearly 
two decades, another hopeful Alzheimer’s 
compound  has received a $15 million grant 
from a private investor to take its study into 
phase 2.

T3D Therapeutics out of North Carolina will 
begin phase 2 of its trial on drug T3D-959 in 
patients with mild-to-moderate Alzheimer’s. 
The drug targets folded proteins in the brain 
and works to combat sugars and fats that 

see Industry Briefs on page 4 »
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This feature highlights changes in clinical 
research organizations’ personnel.

ACADIA Pharmaceuticals, Inc.
ACADIA Pharmaceuticals, Inc. has named 
Ponni Subbiah senior vice president, 
global head of medical affairs and chief 
medical officer. Subbiah recently served as 
CMO at Indivior.

Aeglea BioTherapeutics
Aeglea BioTherapeutics has expanded its 
senior management team with the appoint-
ment of Ravi M. Rao as chief medical officer 
and Michael C. Hanley as chief commercial 
officer. Rao was most recently vice presi-
dent and head of global medical affairs at 
GlaxoSmithKline. Hanley was previously vice 
president and U.S. chief commercial officer 
for Esteve Pharamceuticals.

Albireo Pharma
Michelle Graham has been appointed chief 
human resources officer at Albireo Pharma. 
Graham was most recently senior vice president 
and chief human resources officer with TESARO.

Arecor Limited
Arecor Limited has named Jim MacDonald-
Clink vice president of business development. 
MacDonald-Clink was previously head of busi-
ness development for Munipharma. 

Biodesix
Biodesix has expanded its leadership team 
with the addition of Scott Hutton as chief 
executive officer. Hutton previously served as 
chief operating officer with the company.

BioDuro
Jeffery Blazevich has been named chief finan-
cial officer at BioDuro. Blazevich’s most recent 
appointment was CFO at Zest Dental Solutions.

Cerecin
Cerecin has named Bruce Morimoto vice 
president of drug development. Morimoto 

previously served as the vice president of 
drug development operation with Alka-
hest, Inc.

Cognition Therapeutics
James O’Brien has been appointed chief 
financial officer at Cognition Therapeutics. 
O’Brien was most recently executive vice 
president of finance at Enzo Biochem.

CytoSorbents Corporation
CytoSorbents Corporation has appointed 
Zsolt Molnár medical director, Albert T. 
Leung as senior director of clinical 
affairs and Peter J. Nelson senior direc-
tor of clinical affairs on the U.S. team. 
Molnár last served as head of the depart-
ment of anesthesiology and intensive 
therapy at the University of Szeged in 
Hungary. Leung recently served as the 
chief medical officer for GlySure Ltd in 
the UK. Nelson was formerly an associate 
professor of medicine and regional clini-
cal center principal investigator at the 
University of Washington Medical Center 
in Seattle.

Elysium Health
Elysium Health, Inc. named Morgan Levine 
as head of Bioinformatics. Levine is currently 
a professor and aging researcher at the Yale 
School of Medicine. 

Entasis Therapeutics
Entasis Therapeutics has named David 
Altarac chief medical officer. Altarac was 
previously senior vice president and head of 
global regulatory affairs, global drug safety 
and research and development quality and 
compliance at Shire. 

Entrada Therapeutics
Nathan Dowden has been appointed chief 
operating officer at Entrada Therapeutics. 
Dowden previously served as senior vice 
president of strategy and corporate devel-
opment at Rubius Therapeutics.

Experic
Niyati Patel has been appointed director of 
quality assurance and compliance at Experic. 
Patel was formerly the associate director of 
quality assurance at Extremity Medical, LLC. 

Glympse Bio
Glympse Bio has appointed Tracey Daw-
son chief commercial officer and head of 
strategy. Dawson was most recently vice 
president of global product development 
and commercialization for the multiple 
sclerosis franchise at Biogen. 

Imago BioSciences
Imago BioSciences has named James D. 
Watson chief business officer. Watson for-
merly served as CBO at Sigilon Therapeutics 
and Alvine Pharmaceuticals.

Jopari Solutions
Tom McCarthy has been named vice 
president of sales at Jopari Solutions. 
McCarthy was previously vice president 
of business development at One Call  
Care Management.

Kura Oncology
James Basta has been named chief legal 
officer and corporate secretary, as well 
as chief compliance officer at Kura Oncol-
ogy. Basta was previously senior vice 
president and chief corporation counsel 
at Biogen.

Laboratory for Advanced 
Medicine
Kenneth Chahine has been named chief 
executive officer at Laboratory for Advanced 
Medicine. Chahine formerly served as execu-
tive vice president and general manager of 
AncestryDNA.

Lifescience Dynamics
Alfred Reszka has been appointed chief 
business officer at Lifescience Dynamics. 
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Reszka previously held the position of execu-
tive director and head of strategic business 
intelligence at Merck & Co. 

Minnetronix Medical, Inc. 
Minnetronix Medical, Inc. has named 
Jeremy Maniak chief executive officer. 
Maniak was most recently chief operating 
officer at Minnetronix.

NiKang Therapeutics
Peter Li has been named chief executive of-
ficer at NiKang Therapeutics. Li was previously 
co-founder and founding CEO and chairman 
for Turning Point Therapeutics, Inc.

Odylia Therapeutics
Ashley Winslow has been named chief 
scientific officer at Odylia Therapeutics. 
Winslow comes to Odylia from the Orphan 
Disease Center at the University of Penn-
sylvania where she was senior director 
of portfolio development and transla-
tional research. 

PyschoGenics
Mark Varney has been named chief scien-
tific officer at PsychoGenics. Varney previ-
ously served as CEO at Neurolixis.

Santhera
Dario Eklund was named chief executive 
officer at Santhera. Eklund previously held 

the position of chief commercial officer with 
Vifor Pharma. 

X4 Pharmaceuticals
X4 Pharmaceuticals, Inc. has named 
Derek Meisner general counsel. Meisner 
most recently served as general counsel 
at Genocea Biosciences in Cambridge, 
Mass.

Zyla Life Sciences
Todd N. Smith has been appointed 
president, chief executive officer and 
director at Zyla Life Sciences, effective 
immediately. Smith previously served as 
CEO and director of Iroko Pharmaceuti-
cals, Inc.

cause the plagues, tangles and inflammations 
seen in AD patients. 

The trial, which also has support from the 
National Institute on Aging, expects to begin 
enrolling patients in the first quarter of 2020.

Grants Awarded to Reanalyze 
Suspect Trial Data 

An organization that advocates for 
reanalyzing data from questionable past trials 

is awarding grants to researchers to look for 
flawed data and conclusions.

The Restoring Invisible and Abandoned Tri-
als (RIAT) project has awarded three grants of 
$150,000 each this year to mine unpublished 
clinical trial information, including de-iden-
tified patient data, for details that could call 
into question the results of the trials.

The first study funded by RIAT began in Jan-
uary 2019. Researchers from the University of 
Adelaide are examining data from an influential 
study of the effectiveness and safety of Prozac 

and counseling for depressed adolescents.
More recent grants went to a psychologist 

in private practice for a study of unreported 
protocol deviations and findings in an often-
cited trial to test alternative treatments for 
depression, and an Indiana University School 
of Public Health’s re-examination of a trial of a 
neuropathic pain drug in which the manu-
facturer allegedly cherry-picked results to 
obscure unfavorable findings.

RIAT plans to award three more grants 
in 2020.

Industry Briefs
continued from page 2

Up and Coming
continued from page 3

By John W Mitchell

Frustration about clinical trial start-up 
costs is not unlike Sisyphus’ dilemma. 
A host of long-standing expense and 

such uphill headwinds for the clinical trial 
sector. According to some sources, such 
problems even threaten the viability of the 
sector. Sites complain they incur more over-
head costs driven by regulatory documen-
tation, antiquated data collection and the 
demands of precision medicine to name a 
few — all without increased compensation 
from sponsors and CROs. A recent study 
supports this concern. Researchers at the 

-
opment found that the study start-up phase 

remained unchanged for the past decade. 
-

ing investments in technology are getting 
trials done faster. None of this bodes well 
for smaller, independent players.

“Sites are doing more work for [fewer] 
patients. We used to enroll about eight pa-

-
sley, CEO at IACT Health. His company 

-
ger, and there are more procedures per pa-
tient per day. So, you’re doing loads more 
work, but you’re only paid when you put 

themselves — you put fewer patients in tri-
als today.”

According to Kingsley, the only way to 
-

pate in three times as many concurrent tri-

from an overhead standpoint to have one 
trial that places eight patients, rather than 
three trials that place eight patients.   

Also, at a time when technology is con-

technology is compounding problems in 
the clinical trial sector. In each of the three 
studies he cites above, it’s likely that three 

sponsors. When each sponsor uses their 
own networks and devices for patient-re-
ported outcomes, it adds to site workload 
and time.    

“We have no ability to standardize tech-
nology,” Kingsley says “We have to do so 
many trials with so many sponsors, and 
they have their own decision-making… 

-
bia (standardization between sponsors and 
sites).”

As an example, he cites the advantages of 
sites adopting electronic platforms such as 
eSource. Using such a platform could save 
billions compared to the aggregate cost of 

documents. Clinically, an electronic plat-
form also prevents errors such as entering 
a blood pressure incorrectly or performing 
a patient procedure out of order from the 
test protocol.

“We’re trying to convince the industry 

Start-up Costs Can Be an Uphill Slog in Need of Change

Status Quo is Not a Viable Option:  
A Host of Challenges Strain Clinical Trial Site Viability

September 2018 A CenterWatch Publication Volume 25,  Issue 09

By John W Mitchell

C roblem 

gish payments, contract viability, preferred 
site status, interconnectivity and something 
less tangible — a lack of consideration in the 

-
ry care sites in Canada. 

see Start-up Costs on page 6
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Rare, Adrenal Gland Tumors

drug Azedra for rare cancers of the adre-

therapy OK’d for these tumors. 
-

apy drug that attacks tumors with a high, 

with inoperable locally advanced or metas-
tic cancers called phenochromocytoma 
and paraganglioma.

Pheochromocytoma forms inside and 
paraganglioma grows outside the adrenal 
gland(s).

Both tumor types release hormones that 
can cause symptoms including high blood 
pressure, rapid heartbeat and anxiety. 

University of Pennsylvania research-

percent who received at least one dose and 

license is held by Progenics Pharmaceuticals. 

Japan Greenlights Parkinson’s Trial

scientists have won approval from Japanese 
regulators to test adult stem cells as a possible 
treatment for Parkinson’s disease. 

Induced pluriopotent stem cells (iPS) 
are derived from skin or blood cells and 
induced back into an embryonic-like plu-
ripotent state that can divide into more 
stem cells or become any type of cell in the 
body, leading to a potentially unlimited 
source of any type of human cell needed 

-
ered promising for regenerative research 

-
man cells and, also, avoid controversy sur-
rounding stem cells from human embryos.

Researchers plan to transplant iPS cells 
into the brains of Parkinson’s patients in 
the hope they will help repair or replace 
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Use Commonly Available Data
continued from page 1

Scientific Affairs director of real-world value 
and evidence in neuroscience, who also spoke 
at the webinar.

“Janssen recently needed patients on a 
specific background medication and were 

unsure how common that would be world-
wide,” said Sheehan. The clinical team “looked 
at databases in the U.S. and Europe to get a 
better handle on that.” 

But using medical records and insurance 
claims to support recruitment is not always 
perfect, said Sheehan. Claims and electronic 

health records data are often incomplete and 
not filed in a timely manner.  “The level of 
recency of data is very different in HIV than it 
is for flu,” said Sheehan.

“Sometimes flu inclusion criteria specify 
having the virus within the last month” and 
claims data won’t be up to date.

CROs Moving to Electronics
continued from page 1

eTMF application. Over the past five years, 
eTMF has steadily replaced CTMS, according 
to the survey.

EDC, RTSM, and CTMS systems in use by 
CROs are all up from 2017, with EDC, which is 
the most heavily used, showing a 7 percent-
age point increase. 

Since 2017, RTSM saw a 19 percentage 
point increase due to the complexity of proto-
col design, according to the survey, and CTMS 
use increased 12 percentage points as CROs 
aimed to reduce costs and improve study 
quality, the survey said.  

Although new types of software can be 
used for many different parts of trials, they are 
particularly effective in study startup.

Study startup is actually slower today than 
it was a decade ago, and CROs are working 
hard to develop apps and purpose-built 
software to expedite the time that it takes 
to bring a drug to market. According to the 
survey, 86 percent of trials experience a study 
startup delay.

Only about half of CROs surveyed use 
CTMS, eTMF, or internally developed applica-
tions for study startup. For example, 28 percent 
of CROs use custom study startup applications, 
more than twice as many as sponsors. 

Tools used to manage study startup 
processes are still dominated by Excel, at 78 
percent. A close second to manage study 
startup was CTMS at 51 percent, followed by 
using eTMF applications at 44 percent.  

To improve study startup, 60 percent of 
CROs say it would be best to reduce the use of 
spreadsheets and manual processes.

Tools CROs Use to Manage Study Startup

Source: Veeva 2019 Unified Clinical Operations Survey

Applications CROs Use Most Often

Source: Veeva 2019 Unified Clinical Operations Survey

19% have had a doctor 
suggest a clinical trial

21% have proactively asked their 
doctor about a clinical trial

10% both had a doctorOutsource

Online survey tools

Study start-up application

Internally developed system 

eTMF application

CTMS application

Spreadsheets 78%

51%

44%

37%

28%

26%

1%

CTMSRTSMeTMFEDC

93%

86%

77%

62%

71%

52%

70%

58%

https://www.centerwatch.com/cwweekly/category/news/features/
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Protocol design  •  Study design  •  Patient engagement
Genetic testing & counseling

Together, we’re helping 
our partners deliver on the 
promise of precision medicine.

Genetics-oriented solutions 
to support clinical trials

The Center for 
Genetics and Precision 
Medicine in Clinical Trials

www.wcgclinical.com

http://pubads.g.doubleclick.net/gampad/clk?id=5179713059&iu=/20574322/C-CWW_PDF_ALL
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Drug & Device Pipeline News  

Company Drug/Device Medical Condition Status Sponsor Contact

BioCryst 
Pharmaceuticals, Inc.

BCX9250 fibrodysplasia ossificans 
progressive (FOP)

Phase 1 trial initiated enrolling 
healthy subjects 

biocryst.com

Revolution 
Medicines, Inc. 

Amgen

RMC-4630 in 
combination with AMG 
510

advanced solid tumors Phase 1b trial initiated enrolling 
subjects with advanced 
solid tumors harboring the 
KRASG12C mutation

revmed.com

amgen.com

X4 Pharmaceuticals, 
Inc.

X4P-001 Severe Congenital Neutropenia 
(SCN)

Phase 1b trial initiated 
enrolling 45 subjects with SCN 
and other selected congenital 
neutropenia disorders

x4pharma.com

CohBar, Inc. CB4211 nonalcoholic steatohepatitis 
(NASH), NAFLD and obesity

Phase 1b trial initiated 
enrolling 20 obese subjects 
with NAFLD

cohbar.com

Cartesian 
Therapeutics

Descartes-08 generalized myasthenia gravis 
(GMG)

Phase 1/2 trial initiated cartesiantherapeutics.com

Ichnos Sciences ISC 27864 osteoarthritic pain Phase 2b trial initiated 
enrolling 624 adult subjects 
with moderate osteoarthritic 
pain of the knee and/or hip at 
sites in India.

ichnossciences.com

Ichnos Sciences ISB 830 atopic dermatitis Phase 2b trial initiated 
enrolling 312 adult subjects 
with moderate to severe atopic 
dermatitis at sites in the U.S., 
Canada and Europe

ichnossciences.com

RhoVac AB RV001 prostate cancer Phase 2b trial initiated enrolling 
175 subjects at multiple centers 
in Denmark, Finland, Sweden, 
United Kingdom, Belgium, 
Germany and the U.S.

rhovac.com

Biohaven Pharma 
Holding Company 
Ltd.

troriluzole Alzheimer’s disease Phase 2/3 trial initiated 
enrolling subjects with mild to 
moderate Alzheimer’s disease

biohavenpharma.com

CymaBay 
Therapeutics, Inc.

seladelpar Primary Biliary Cholangitis (PBC) Phase 3 trial initiated enrolling 
240 subjects in over 20 
countries

cymabay.com

Revance 
Therapeutics, Inc.

DaxibotulinumtoxinA 
for Injection (DAXI)

isolated cervical dystonia (CD) Phase 3 trial initiated enrolling 
301 subjects at 60 sites in the 
U.S., Canada and Europe

revance.com

EpicentRX, Inc. RRx-001 small cell lung cancer Phase 3 trial initiated enrolling 
126 subjects with third-line and 
beyond small cell lung cancer 

epicentrx.com

Okami Medical Inc. LOBO Vascular 
Occlusion System

occlusion of peripheral blood 
vessels

510(k) approval granted by 
the FDA

okamimedical.com

Autolus 
Therapeutics plc

AUTO1 acute lymphoblastic leukemia (ALL) Orphan drug designation 
granted by the FDA

autolus.com

continues on next page »

For news on trial results, FDA approvals and drugs in development, 
Join the LinkedIn Drug Research Updates group!
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Drug & Device Pipeline News  (continued from page 7)

Company Drug/Device Medical Condition Status Sponsor Contact

Sanofi Fluzone High-
Dose Quadrivalent 
(Influenza Vaccine)

prevention of influenza disease 
caused by influenza A and B strains 
contained in the vaccine in subjects 
65 years of age and older

sBLA approval granted by the 
FDA

sanofi.us

RedHill Biopharma 
Ltd.

Talicia (omeprazole 
magnesium, 
amoxicillin and 
rifabutin) delayed-
release capsules 10 
mg1/250 mg/12.5 mg

Helicobacter pylori (H. pylori) 
infection in adults

Approval granted by the FDA redhillbio.com

GE Healthcare Clariscan intravenous use with magnetic 
resonance imaging (MRI) in brain 
(intracranial), spine and associated 
tissues in adult and pediatric 
patients to detect and visualize 
areas with disruption of the 
blood brain barrier (BBB) and/or 
abnormal vascularity

Approval granted by the FDA gehealthcare.com

Crescita 
Therapeutics Inc.

Pliaglis (enhanced 
formulation)

superficial dermatological 
procedures

Approval granted by the FDA crescitatherapeutics.com

Sandoz Ziextenzo 
(pegfilgrastim)

infection in cancer patients Approval granted by the FDA sandoz.com

PRESENTED BY CENTERWATCH AND TECHNICAL RESOURCES INTERNATIONAL, INC.

ICH E6 GCP  INTERACTIVE  
WORKSHOPS

NOV. 13–15, 2019

DOUBLETREE HOTEL  
PHILADELPHIA CENTER CITY
PHILADELPHIA, PA

WHO WILL BENEFIT

• QA/QC MANAGERS AND STAFF

• RA MANAGERS AND STAFF

• COMPLIANCE AUDITORS

• MANUFACTURING MANAGERS

• PROJECT MANAGERS

• SENIOR MANAGERS

• SUPPLY CHAIN AND LOGISTICS
MANAGERS

Getting new drugs to market is too important to leave to 
chance. Make sure you dot all the i’s and cross all the t’s. 

You can get all the training you need to meet these challenges with 
three days of hands-on workshops aimed at helping you understand 
and comply with ICH E6 (R2) requirements. 

These workshops get you where you need to be ... in a hurry.

REGISTER TODAY

Multi-attendee discounts are available!
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Research Center Spotlight

Research Center Spotlight is a monthly selection of clinical research centers who have Research Center Profile pages  
posted on CenterWatch.com. Included in their annual subscriptions, company profiles are randomly selected to appear in  
this section, providing added exposure for their expertise and services in conducting and managing clinical studies. 

To learn more about becoming a Research Center Profile page subscriber, contact Sales at 617.948.5100  
or sales@centerwatch.com.

Decatur, GA
(404) 475-0552 
jcavin@neurostudies.net  

NeuroStudies.net is a clinical research group dedicated to improving 
treatment options for neurological conditions (including Alzheimer’s 
Dementia, Parkinson’s, Multiple Sclerosis). It grew from Dr. Marshall L. 
Nash’s medical practice, Dekalb Neurology Associates, LLC. 

Lancaster, SC 
(704) 491-1102 
akumar@mdfirstresearch.com 

MDFirst Research is a clinical research center committed to helping 
sponsors meet and exceed patient recruitment, quality assurance and 
data integrity goals efficiently. It has extensive experience conducting 
Phase II-IV clinical trials of drugs and devices. 

Mount Pleasant, SC
(843) 856-3784 
nmorton@coastalcarolinaresearch.com 

Coastal Carolina Research Center is a dedicated research facility that 
provides area residents the opportunity to volunteer and participate in 
clinical trials and research that focus on primarily “outpatient” studies in 
multiple therapeutic areas and diseases.

Chesterfield, MO
(636) 220-1200 
cgrasse@clinicalresearchprofessionals.net 

Clinical Research Professionals is a privately owned dedicated research 
company that provides a network of physicians who work collabora-
tively in conducting clinical research trials. Services can be customized 
to meet the individual needs of the clinical trial and the site.

Loma Linda, CA
(909) 558-5830
clinicaltrials@llu.edu

Loma Linda University Medical Center, and its affiliate entities, operates 
some of the largest clinical programs in the U.S. in areas such as neonatal 
care and outpatient surgery and is recognized as the international leader 
in infant heart transplantation and proton treatments for cancer. 

 
Springfield, OR
(541) 284-5508
stephanie@oregonurology.com 
The department is nationally recognized for its cardiac stem cell research 
and focus on treating heart failure. It’s a member of the Cardiovascular Cell 
Therapy Research Network, which has seven U.S. stem cell centers that 
conduct clinical trials on heart/vascular disease treatments. 

Nashville, TN 
(615) 835-4750 
cstahl@qualitymedicalresearch.com 

Quality Medical Research is a dedicated research facility with over 30 years 
of research experience that handles all phases of research studies from 
Phase I, II, III and IV clinical trials. Quality Medical Research has successfully 
completed over 200 Phase I-IV clinical trials.

Las Vegas, NV 
(702) 736-5161 
eneylon@palmresearchcenter.com 

Palm Research Center is a private research company established in 2008 
to implement clinical trials in the Las Vegas area. It has a strong focus on 
clinical trials involved in Endocrinology, Diabetes, and Metabolism.

Lake Success, NY
(516) 881-7067 
clinicaltrials@northwell.edu

Northwell Health strives to improve the health of the communities it 
serves and is committed to providing the highest quality clinical care. It is 
one of the nation’s largest health care systems with 23 hospitals and over 
650 outpatient facilities.

Springfield, OR  
(541) 284-5508 
stephanie@oregonurology.com 

Oregon Urology Institute’s primary objective is to offer the finest  
urologic care for adult and pediatric patients, and give patients  
access to the latest pharmaceutical developments through  
clinical trial participation.

Northwell Health Clinical Trials Office 

Oregon Urology Institute  

Clinical Research Professionals, LLC  

Clinical Trial Center, Loma Linda University Health 

Coastal Carolina Research Center  

University of Louisville Department of  
Cardiovascular Medicine Research Division             

NeuroStudies.net, LLC 

Palm Research Center 

MDFirst Research Quality Medical Research  
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