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By Conor Hale

With a multitude of sensors, wear-
ables and mobile devices becom-
ing available for use in clinical trials, 

sponsors should conduct systematic compari-
sons before designing protocols, according to 
experts at the annual SCOPE conference, who 
presented the work they’ve done to demon-
strate the value of using digital monitoring 
in their studies, as well as the obstacles they 
encountered.

Choosing the right device from the outset, in 
a patient-centric manner, can directly affect ad-
herence and the eventual quality and consistency 
of the data — as well as on the backend, where 
certain product choices can cause technical 
headaches.

Many devices, available at different price 
points, can return raw data in various formats, 
with some possibly inappropriate for use in clini-
cal research, said Bhaskar Dutta, principal scientist 
of AstraZeneca’s Advanced Analytics Center. 

Some can log missing data as a zero, poten-
tially mirroring an actual measurement — and 
others don’t track heart rates over 100 beats per 
minute, Dutta said. In addition, certain devices 
may only report data on a daily basis, or even 
report some data types every minute and others 
every four, causing issues in sampling and final 
analyses.

AstraZeneca ran a human factors study of 
healthy volunteers evaluating the usability of six 
different body sensors and wearables over the 

Sensors and Wearables Transform Clinical Trials 
but Challenges Remain, Experts Say

By Conor Hale

A t the annual SCOPE conference in 
Orlando, Fla., clinical trials experts 
agreed that the traditional relation-

ship between contract research organiza-
tions (CROs) and sponsors is evolving, 
alongside accelerated pursuits in big data 
and patient centricity — with more CROs 
expected to share in the risks of drug devel-
opment as more of a partner than a vendor.

“[CROs] are increasingly tasked with doing 
things that sponsors can’t do quickly,” said 
Nancy Mulligan, UBC’s executive director of 
patient and physician services. “A year ago that 
wasn’t the case, but it’s becoming the norm.”

For example, large pharmaceutical compa-
nies aren’t nimble enough to bring in specialized 

vendors on their own, such as patient advocacy 
services, in less than 45 or 90 days, Mulligan said, 
while some CROs can jump in and deliver sub-
contracts within a matter of weeks. In addition, 
data collection, analytics and software develop-
ment skill gaps on both sides are increasingly 
being provided by niche companies.

“Pharma companies are incredibly 
bureaucratic,” said Jeffrey Kasher, founder 
of Patients Can’t Wait and a former VP at Eli 
Lilly & Co., describing how even the lower-
risk projects proposed by vendors require 
jumping through several hoops in legal, 
ethics and contract reviews. 

To share in the risk with their sponsor 
clients, some CROs will conduct early  

SCOPE 2018: Advances in Big Data, Patient  
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FDA Releases Guidances on 
Clinical Trial Design for  
Neurological Treatments 
The FDA has released five guidances on 
clinical trial designs and endpoints for 
developing treatments for a variety of 
neurological disorders, including Alzheimer’s 
disease, Duchenne muscular dystrophy 
(DMD) and ALS. The revised draft guidance 
on Alzheimer’s disease noted a greater 
focus on evaluating drug treatments during 
the disease’s earliest stages, partially due 
to the failures of clinical trials that aimed 
to alter later stage disease progression. 
Diagnostic criteria that reliably define an 
early Alzheimer’s population are suited for 
evaluating drugs that try to delay or prevent 
overt symptoms, the agency said. Enroll-
ment eligibility for Alzheimer’s drug efficacy 
trials should be centered around current 
consensus diagnostic criteria, focusing on 
objective tests in addition to history and 
physical examination when appropriate, to 
determine the disease’s presence and rule 
out similar conditions. Alzheimer’s Stage 1 
patients — who exhibit evidence of clinical 
impact — are important targets for clinical 
trials, although clinically meaningful benefits 
cannot be measured in them due to a lack of 
clinical impairment. However, effects on the 
characteristic pathophysiologic changes of 
AD — demonstrated by effects on biomark-
ers — may be measured in these patients, 
and the measurements may serve as the ba-
sis for an accelerated trial, as the biomarker 
effects would be “reasonably likely to predict 
clinical benefit,” with a post-approval study 
required for confirmation. The agency’s final 
guidance on DMD and related dystrophi-
nopathies said endpoints measuring change 
of function in a wide range of deficits may of-
fer advantages in the development of drugs 
that treat diseases like DMD and Becker 
muscular dystrophy, in addition to increasing 
the number of patients eligible for enroll-
ment. Sponsors should consider using end-
points that are able to assess function across 

different stages of the disease — such as 
combining measures of upper body function 
and ambulation — and detect improvement 
and decline from baseline in order to capture 
the range of possible beneficial drug effects. 
Patient-reported outcomes (PRO) can be 
useful for assessing clinical meaningfulness 
of relatively small objective findings, and for 
contributing benefit and risk assessments. 
PRO instruments for dystrophinopathies 
should, in general, “include a limited number 
of items that assess the most important 
aspects of the outcome of interest.”  The final 
guidance on drug development for acute 
treatment of migraines, which does not ap-
ply to over-the-counter products, elaborated 
on ideal trial design, trial population and 
entry criteria, dose selection, efficacy end-
points and concomitant medications, among 
other topics. Draft guidance issued on drugs 
for the treatment of partial onset seizures 
explained that “efficacy can be extrapolated 
from adults to pediatric patients when it is 
reasonable to assume that children, com-
pared with adults, have a similar progression 
of disease, similar response of disease to 
treatment, and similar exposure-response 
relationship.” The draft guidance on develop-
ing drugs for ALS treatment addresses the 
clinical development of drugs intended to 
treat the main neuromuscular aspects of the 
disease and focuses on specific clinical drug 
development and trial design issues that are 
unique to the study of ALS. The guidances 
“signal how modernization of the new drug 
regulatory program includes an enhanced 
focus on incorporation of patient input into 
our thinking,” said FDA Commissioner Scott 

Gottlieb. Read the five guidances here: www.
fdanews.com/02-15-18-Guidances.pdf. 

FDA Finalizes Trial Design 
Guidance for BCG- 
Unresponsive Bladder Cancer 
Sponsors of drugs for the treatment of bacillus 
Calmette-Guérin (BCG)-unresponsive nonmuscle 
invasive bladder cancer should use complete re-
sponse rates in carcinoma in situ patients as their 
primary endpoint in clinical trials, the FDA said in 
a final guidance. Systemic therapies, which can 
carry greater toxicity, may need “substantially” 
greater efficacy to achieve an overall favor-
able risk-benefit assessment, according to the 
guidance. The agency also said sponsors should 
consider complete response rates in the context 
of the duration of the response. The guidance rec-
ommends against the use of partial response as 
an endpoint, as it has not yet been defined in this 
disease setting. The final guidance does not sig-
nificantly differ from the agency’s 2016 draft. Trial 
participants can be considered BCG-unrespon-
sive if previous treatments involved at least five of 
six doses of an initial induction course and either 
at least two of three maintenance therapy doses 
or at least two of six doses of a second induction 
course. For single-arm trials of BCG-unresponsive 
patients, the agency defines a complete response 
as involving either negative cystoscopy and 
negative urine cytology, or positive cystoscopy 
with biopsy-proven benign or low-grade NMIBC 
and negative cytology. Sponsors should follow 
up with patients with BCG-unresponsive NMIBC 
every three months for two years, then every six 
months for two years and annually thereafter. 
The FDA suggests, but does not require, random 
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bladder biopsies at fixed time points. Before 
initiating clinical trials, sponsors should use 
nonclinical studies to optimize intravesical drugs’ 
schedules and dosing. The guidance is available 
here: https://www.fda.gov/ucm/groups/fdagov-
public/@fdagov-drugs-gen/documents/docu-
ment/ucm529600.pdf.

CTTI Publishes Recommenda-
tions for Accelerating Pediatric 
Antibacterial Drug Development 
Researchers at the Clinical Trials Transformation 
Initiative developed a roadmap for developing 
antibacterial drugs for pediatric populations and 
identified five barriers to overcome to imple-
ment timely and efficient clinical trials in children. 
Growing rates of antimicrobial resistance have 
made the development of new therapies a 
priority, CTTI said, adding that it may take 10 
years to complete pediatric clinical trials after the 

approval of new drugs for adults. Published in the 
Journal of the Pediatric Infectious Disease Society, 
CTTI said protocol development and trial design 
processes need to be streamlined, with refined 
approaches to seeking and obtaining informed 
consent. Improved planning for pediatric drug 
development and proper engagement with 
healthcare providers will also speed the process, 
CTTI said. In addition, the industry needs to 
emphasize the rapid incorporation of new trial 
information into product labeling. The full article 
is available here: https://academic.oup.com/
jpids/advance-article/doi/10.1093/jpids/piy001/4
845932?guestAccessKey=17c9a805-1551-45ec-
b7e5-49c5da5f6141. 

FDA to Hold Public Workshop on 
Trial Designs for Rare Diseases  
The FDA announced a public workshop to 
explore using innovative statistical methods 

and trial designs in rare disease settings, in 
cooperation with Duke University. The meet-
ing is scheduled for March 19 in Silver Spring, 
Md.The workshop will aim to discuss the chal-
lenges associated with the development and 
regulatory decisionmaking for rare disease 
treatments, and to examine promising study 
designs and analytical methods. Topics will 
include master protocols, external controls in 
single-arm trials, analytical tools for multiple 
or novel endpoints and best practices for 
adaptive study designs. Small population 
sizes, limited scientific understanding of the 
disease and lacking market incentives often 
prevent the pursuit of more traditional clini-
cal trial approaches, the agency said. Register 
for the event here: https://healthpolicy.duke.
edu/events/innovative-tools-and-statistical-
methods-treatment-development-rare-
disease-settings. 
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feasibility or proof-of-concept studies, or draw 
up the protocol itself — even refunding those 
costs back to the sponsor if the relationship 
continues to build, said Janet Baldwin, VP of 
real world and late-phase studies at Syneos 
Health.

And a broader industry focus on patient 
centricity is driving shifts in the sponsor-CRO 
relationship, as well as in the pharmaceuti-
cal industry as a whole — including moves 
from a product-based model to a service 
economy model, said Michelle Crouthamel, 
head of GlaxoSmithKline’s clinical innova-
tion and digital platforms unit. 

“We have this belief that if you make a 
great product, people will buy it and take 
it. We know that’s not true. Patients know 
it’s easy to switch their pill,” Crouthamel 
said, describing how some companies will 
develop a competitive advantage by mov-
ing from being a pill provider to offering 
services such as health coaching and patient 
engagement teams in their clinical studies, 
as well as their final products.

Roslyn Schneider, global patient affairs 
lead at Pfizer, described how her company 
brought together a group of patients with 
knowledge of clinical research and had 
them cross out everything they thought 
didn’t need to be in the proposed protocol 
or informed consent document. 

“Just because something was reported 
by patients in a study doesn’t mean it was 
important to them,” Schneider said. The 
group also helped design a more readable 
consent form, one that held the interest of 
the patient so that they would pay attention 

to the entire document. 
“Two questions we now ask are: did we 

ask patients, and did we do anything differ-
ently once we asked them?” she said. They 
found that patients want a different kind 
of clinical trial experience and approach to 
site visits, more akin to making a hotel or 
restaurant reservation.

“They also want summary results, and 
to find out what happened. They want their 
own results as well,” Schneider said, adding 
that Pfizer is currently piloting those ideas in 
a few U.S. studies. 

Meanwhile, sponsors’ evolving use of 
data — to pinpoint patient populations and 
engage them digitally — is also affecting 
changes between sponsors and CROs, with 
high expectations that they be able to per-
form in this space. 

More and more companies are using big 
data to come up with the right sites and to 
target referring physicians, said Mulligan. 
“The data is less expensive than doing it 
wrong,” she added. 

Some analyses can be done before pro-
tocols are even written, such as identifying 
how many people are in your population, 
and where they are. 

“It allows you to be much more targeted 
in accrual,” Mulligan said. “We used census 
data. It’s non-intricate data. We just need to 
know where people of a certain age who 
may have diabetes happen to live. That way 
we can be better at reaching our patients.”

But problems come with trying to 
integrate a wide array of diverse, disparate 
data and rapidly place analytics on top of it, 
Kasher said, describing how most com-
panies seem to be trying to do it by brute 
force. 

In the past few years, mergers, acquisi-
tions and consolidations have become 
less about getting larger or covering 
additional countries or regions, and more 
about pursuing the trifecta of data, analytics 
and expertise, he said. As the rate of M&As 
continues — bringing higher expectations 
for profitability from investors — many 
companies are now looking to obtain these 
complementary skill sets. 

Kasher said it’s time for many in the 
industry to reskill: “We need people who are 
not afraid of data and can use the data. It’s 
hard to change that.” 

Data itself is becoming more of a com-
modity, said DrugDev CCO Brett Kleger, 
but simply having data alone can’t help 
collaborations between sponsors, CROs and 
startups. “They might have an interesting 
piece of data, but they don’t actually know 
how to run a trial,” Kleger said.

“There’s so much greater value to get out 
of data, and we’re all scared: ‘Let’s do a pilot 
and take incremental steps,’” he said. “Right 
now we’re just taking baby steps.”  
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“[CROs] are increasingly tasked 
with doing things that sponsors 

can’t do quickly.” 

—Nancy Mulligan, executive director of 
patient and physician services, UBC

http://ads.centerwatch.com/a.aspx?ZoneID=0&BannerID=5141&AdvertiserID=431&CampaignID=2619&Task=Click&SiteID=1&RandomNumber=972258


Sensors and Wearables   (continued from page 1)

CWWeekly   Februrary 19, 2018 5 of 10

© 2018 CenterWatch. Duplication or sharing of this publication is strictly prohibited.  CWW2207

course of a month, with some being worn for 
eight to 10 hours a day. 

“How do you select the right device?  That 
was a mind-boggling question for us… You don’t 
want junk in and junk out” during the course of 
your clinical study, Dutta said. And when asked if 
expensive medical devices delivered better qual-
ity data compared to consumer-grade activity 
trackers, Dutta said the short answer was no.

Considering the device’s size, weight, water 
resistance, durability and comfort are all essential 
— because every time a patient takes it off, there 
is a chance they do not put it back on, said Amir 
Lahav, from Pfizer’s rare disease research unit.

In addition, the processes for validating digital 
biomarkers and endpoints derived from remote 
sensors and wearables in clinical studies should 
be no less rigorous than any other biologically 
based measurement, said several experts at the 
Orlando, Fla. conference.

As the industry begins to pursue the benefits 
of digital health monitoring in clinical research 
— such as greater accuracy and richer datasets at 
a lower cost, as well as the ability to better focus 
on patient needs, reduce burdens and increase 
adherence — digital biomarkers and endpoints 
should not be treated as a company’s side proj-
ect, or even as a technology in its infant stages.

“We have to move beyond this concept of 
exploratory, exploratory, exploratory. We have 
to get more robust about it,” said Rob DiCicco, 
VP of clinical innovation and digital platforms at 
GlaxoSmithKline. “We would not introduce a new 
tissue biomarker without a lot of methodology 
work up front.” 

Mobile devices are being widely used in 
clinical research, but their utility in assessing 
benefits in interventional trials continues to be 
limited, DiCicco said. A lot of work remains to be 
done in standardizing data capture and use, and 
eventually having those methods pass regulatory 
muster.

Sponsors should approach the novel end-
point development process practically, develop 
technical standards and engage regulators 
throughout the process. But to move the field 
forward, industry collaborations and multi-stake-

holder approaches will be needed to consoli-
date the evidence supporting specific, clinical 
outcomes, he said.

To define meaningful endpoints, sponsors 
should take a device-agnostic approach and vali-
date them in a simulated living environment, said 
Lahav. Patients should also be asked to complete 
tasks relevant to daily life, not those that measure 
their ability to bring a finger to their nose, as they 
would in a clinic, for example. 

“They need to be able to type and swipe on a 
mobile device,” Lahav said. “The activities should 
fit the era we live in.”

Sponsors need to work together to develop 
standard algorithms and data collection proce-
dures in order to be validated by the FDA, Lahav 
said, lest the industry overwhelm the agency 
with too many different proprietary methods. 

“We can still compete on the drug part,” he 
said.

Christian Gossens, global head of early devel-
opment workflows in Roche’s Pharma Research 
and Early Development Informatics group, 
demonstrated how gathering consistent, real-
time sensor data on multiple sclerosis patients 
in a study became much more valuable than a 
traditional site visit.

Roche’s FLOODLIGHT study evaluated 60 MS 
patients, scheduling them for three site visits over 
24 weeks, while also having them complete daily 
tests on their smartphones. Patients evaluated 
their mood, symptoms and disease impact, and 
tested their cognition, balance, and their ability 
to walk, pinch and draw shapes, mirroring other 
clinically validated endpoints. Passive information 
was gathered by the devices’ gyroscopes and 
accelerometers as well.

A normal clinical study schedule only offers so 
many windows on a patient’s disease progres-
sion, while daily monitoring offers a more 
granular picture, Gossens said. In addition, many 
people cannot remember more than the previ-

ous week with any amount of day-to-day detail.
For example, during a site visit one patient did 

not report a potential onset of a relapse from a 
few weeks prior — however, they did enter it into 
their daily smartphone diary, and the following 
data showed a worsening of certain symptoms.

A second case study in Parkinson’s disease 
patients identified a protocol breach, when a 
patient’s general practitioner prescribed them a 
new drug, resulting in a dramatic change seen in 
the daily data, he said.

“What we use this for at the moment is 
internal decisionmaking,” Gossens said, adding 
that the industry still needs to work out how to 
answer the regulatory questions regarding clini-
cal validation. “It will be an interesting journey… 
We have strong confidence that the data here 
are real.”

Ieuan Clay, Novartis’ group leader for digital 
endpoints, described how digital sensor data 
can be used to guide clinical study design. While 
a typical trial evaluating limping and healing 
following knee surgery may run six months to a 
year, any differences in gait between the two legs 
begin to converge in about one month.

“That helped us design trials going forward, 
because we knew we had to gather more data 
points early on,” Clay said. 

In addition, companies are looking at ways to 
recapitulate clinical measurements using mobile 
devices, and exploring the potential of siteless 
trials. For example, balance information can be 
derived from passive sensing of a patient sitting 
and standing over the course of their daily life, 
you don’t need to ask them to come in to an of-
fice to do a balance test, he said. 

Gathering objective data from a natural 
living environment, such as while eating, walk-
ing, dressing or using the bathroom, can be 
much more useful, he said. In addition, it allows 
sponsors to gauge adherence in real time, and 
intervene before having to deal with data loss.

Lahav suggested sponsors re-evaluate spend-
ing billions on clinical trials that rely on mere 
snapshots of disease progression. “The clinic 
is not necessarily the best place to check your 
health status and quality of life,” he said. 

“The activities should fit  
the era we live in.”

—Amir Lahav, Pfizer
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Three Questions

CWWeekly presents this feature as a spotlight on 
issues faced by executives in clinical research. This 
week, writer Karyn Korieth spoke with Marie Emms, 
head of Patient Engagement at Syneos Health, who 
has 20 years’ experience in global patient recruit-
ment and retention strategies for clinical trials.

Q Many clinical trial protocols for broad dis-
ease states are difficult to recruit because 

they require very specific patient populations. 
What strategies could the industry use to ad-
dress this challenge?

A Finding patients that meet specific criteria 
within broad disease states requires a 

shift in thinking. Instead of treating this type 
of trial as we would any broad disease trial, we 
should think about it as we would a trial in rare 
disease. The patients exist, but there are only a 
handful of them within a broad disease state. 
For example, in a breast cancer clinical trial, 
you may be looking for patients with a specific 
BRCA mutation. With that level of detail, it’s not 
that you are looking for a patient with breast 
cancer, but rather, you are looking for a patient 
with a very, very specific type 
of breast cancer. We have to 
think differently about how 
we are going to approach 
these studies.

Finding those patients 
comes back to identifying 
the right sites. We need to 
make sure that the sites we 
choose are not just broad, general sites that see 
multiple patients every week with the condi-
tion, but that they are the sites seeing the very 
specific patient population that is needed. 
Perhaps they might only be seeing a couple 
of these patients every quarter or even one or 
two a year. The condition could be that rare. But 
we need to make sure that we are going to the 
centers of excellence where those specific pa-
tients are referred. From there, we need to work 
with each site and develop a very site-specific, 

tailored plan to help them think about this as a 
rare disease and how to find those patients.  

Q What are some of the practices used in 
rare disease studies that could be adapted 

to a broad disease protocol with narrow inclu-
sion/exclusion criteria?

A There are a number of lessons that can be 
taken from rare disease states and utilized 

in broader protocols. One example is  acknowl-
edging that the patients might not be close to 
the site we choose. In rare disease states, it’s very 
common for patients to travel for long distances, 
even to different countries, to the site for the 
clinical trial. After we identify the sites that have 
the experience with the specific patient popula-
tion, we need to think about how best we can 
support those sites and give them the tools to 
ensure that their wider referral networks are 
aware that they are participating in this clinical 
trial. If they don’t have networks set up, we can 
help them think through how a typical patient 
would get to their site, how long that would take 
and how to disrupt that journey to make sure 

that the patient is able to find the site quicker.
From a practical patient recruitment perspec-

tive, we need a strategy in place to make patients 
aware that the study is enrolling whether you are 
recruiting for a rare or broad disease. Some of the 
typical approaches used in patient recruitment 
around paid media and social media or with geo-
targeting, where we only target patients within a 
certain radius of a site, get blown out the window 
with rare disease. It’s a much broader campaign. 
We may use an earned-media approach in which 

we work with the sites to develop their thought-
leader development skills. We set them up with 
interviews, broaden their reach and raise their 
profile within the disease community as the 
place that might potentially be able to help those 
patients. The patients are motivated to find that 
site and want to participate because they know, 
in a lot of cases that is their only option. 

Advocacy groups are often knowledgeable 
in sharing with us where the patients are, who 
they think are the specialists in the field and 
what we can do to best reach those patients 
and tell them about the study.

Q Are there any additional specialists that 
are important to consult when you are en-

rolling these types of studies where you’re look-
ing to find a patient fitting a specific profile? 

A When looking for rare patients within a 
broad disease state, we need to recognize 

that they probably feel quite alienated because 
they are not part of a large community where 
they have treatment options. It’s also, therefore, 
a lot harder to find these potentially eligible 
patients, which brings us to the important role 
that the feasibility team plays. 

When we are talking to sites 
during the feasibility period and 
asking about the number of 
patients that they see, we also 
need to find out how they talk 
to patients about clinical trial 
participation and whether there 
is a dedicated person at that site 
who has those conversations. 

Enrollment starts with identifying those sites 
who are best placed to support the sponsor in 
meeting study objectives. Where we see the 
greater success is where feasibility is working in 
tandem with the patient engagement team to 
review the data, identify the gaps and ensure 
the sites that are chosen are given the support 
they need.

It is this approach that we can take to those 
broad state studies to ensure we are setting all 
sites up for success. 

Marie Emms, Syneos Health

“When looking for rare patients within 
a broad disease state, we need to 
recognize that they probably feel quite 
alienated because they are not part of 
a large community where they have 
treatment options.”



© 2018 CenterWatch. Duplication or sharing of this publication is strictly prohibited.  CWW2207

CWWeekly   Februrary 19, 2018 8 of 10

Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact
Applied 
Therapeutics 

AT-001 diabetic complications Phase I trials initiated appliedtherapeutics.com

Aravive Biologics AVB-S6-500 n/a Phase I trials initiated  
enrolling 40 subjects  
in the U.S.

aravive.com

Mallinckrodt ExpressGraftC9T1 
skin tissue

diabetic foot ulcers Phase I trials initiated  
enrolling six subjects

mallinckrodt.com

Pulmatrix Pulmazole 
(PUR1900) 

allergic bronchopulmonary 
aspergillosis related to asthma

Phase I trials initiated  
enrolling 42 subjects

pulmatrix.com

Vyera 
Pharmaceuticals

TUR-006 toxoplasmosis Phase I trials initiated vyera.com

MyoKardia MYK-491 dilated cardiomyopathy Phase Ib trials initiated 
enrolling 64 subjects

myokardia.com

Arrowhead 
Pharmaceuticals

ARO-HBV chronic hepatitis B  
virus infection

Phase I/II trials planned 
enrolling 30 subjects  
in New Zealand

arrowheadpharma.com

Audentes 
Therapeutics

AT342 Crigler-Najjar syndrome Phase I/II trials initiated audentestx.com

Sienna 
Biopharmaceuticals

SNA-125 psoriasis and the associated 
pruritus

Phase I trials initiated  
enrolling 15 subjects

siennabio.com

Imara IMR-687 sickle cell disease Phase IIa trials initiated 
enrolling 50 subjects  
in the U.S.

imaratx.com

Nohla Therapeutics NLA101 acute myeloid leukemia Phase II trials initiated 
enrolling 220 subjects  
in the U.S.

nohlatherapeutics.com

Citius 
Pharmaceuticals, 
Inc.

Mino-Lok Therapy catheter related bacteremias Phase III trials initiated 
enrolling 700 subjects  
in the U.S.

citiuspharma.com

Intercept 
Pharmaceuticals

obeticholic acid cirrhosis due to NASH Phase III trials planned 
enrolling 540 subjects

interceptpharma.com

Pfizer PF-04965842 moderate to severe atopic 
dermatitis

Breakthrough Therapy 
designation granted  
by the FDA

pfizer.com 

Abeona 
Therapeutics

ABO-202 infantile Batten disease Orphan Drug designation 
granted by the FDA

abeonatherapeutics.com

AstraZeneca, Merck selumetinib neurofibromatosis type 1 Orphan Drug designation 
granted by the FDA

merck.com 

Xeris 
Pharmaceuticals

ready-to-use 
glucagon 

Hyperinsulinemic Hypoglycemia Orphan Drug designation 
granted by the FDA

xerispharma.com

60 Degrees 
Pharmaceuticals

Tafenoquine prevention of malaria Priority Review designation 
granted by the FDA

60degreespharma.com

Genentech Rituxan (rituximab) pemphigus vulgaris Priority Review designation 
granted by the FDA

gene.com

Janssen Erleada 
(apalutamide)

non-metastatic castration-resistant 
prostate cancer 

FDA approved janssen.com

NorthStar Medical 
Radioisotopes

RadioGenix System Non-uranium Sourced 
Molybdenum-99 Production of 
Imaging Isotope Technetium-99m

FDA approved northstarnm.com

For news on trial results, FDA approvals and drugs in development, 
Join the LinkedIn Drug Research Updates group!

http://ads.centerwatch.com/a.aspx?ZoneID=0&BannerID=5037&AdvertiserID=1&CampaignID=2622&Task=Click&SiteID=1&RandomNumber=186863
http://ads.centerwatch.com/a.aspx?ZoneID=0&BannerID=4145&AdvertiserID=1&CampaignID=2068&Task=Click&SiteID=1&RandomNumber=248094
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Eli Lilly Announces Positive  
Results for Ankylosing  
Spondylitis  
Eli Lilly announced that Taltz (ixekizumab) met 
the primary and all key secondary endpoints 
in COAST-V, a Phase II study evaluating the 
safety and efficacy of Taltz for the treatment 
of ankylosing spondylitis (AS), also known as 
radiographic axial spondyloarthritis (axSpA). 
COAST-V is a multicenter, randomized, double-
blind, active and placebo-controlled 16-week 
study. The trial included a placebo arm and an 
active control arm (adalimumab) for com-
parison with placebo, and studied patients 
who had never received a biologic disease-
modifying anti-rheumatic drug (bDMARD). 
Taltz demonstrated a statistically significant 
improvement in the signs and symptoms of AS. 
Patients were required to have an established 
diagnosis of AS with active disease defined by 
a Bath Ankylosing Spondylitis Disease Activity 
Index (BASDAI) Numeric Rating Scale (NRS) 
score ≥4 and a total back pain NRS score ≥4. 
During the study, ixekizumab-treated patients 
received a starting dose of 80mg or 160mg, 
followed by one of two dosing regimens: either 
80mg administered subcutaneously once every 
two weeks or 80mg administered subcutane-
ously once every four weeks. The COAST-V 
study will also evaluate the long-term efficacy 
and safety of ixekizumab in patients with AS up 
to one year.

Tetraphase’s Lead Antibiotic 
Fails Another Late-Stage Study 
Tetraphase Pharmaceuticals announced that its 
IGNITE3 clinical trial evaluating the efficacy and 

safety of once-daily intravenous (IV) eravacy-
cline compared to ertapenem for the treatment 
of patients with complicated urinary tract 
infections (cUTI) did not achieve statistical non-
inferiority of eravacycline to ertapenem. The 
study failed to meet the co-primary efficacy 
endpoints of responder rate in the microbio-
logical intent-to-treat (micro-ITT) population 
at the end-of-IV (EOI) treatment visit and at the 
test-of-cure (TOC) visit, which were evaluated 
using a 10 percent non-inferiority margin. 
Eravacycline was well-tolerated in IGNITE3, with 
a safety profile consistent with prior studies. 
IGNITE3 was a Phase III randomized, multi-
center, double-blind clinical trial evaluating the 
efficacy and safety of once-daily IV eravacy-
cline. The Phase III IGNITE3 clinical trial enrolled 
1,205 patients who were randomized 1:1 for a 
minimum of five days, and then were eligible 
for transition to an appropriate approved 
oral agent. Responder rates in the micro-ITT 
population at the EOI visit were 84.8 percent 
and 94.8 percent for eravacycline (n=363/428) 
and ertapenem (n=382/403), respectively (-10 
percent CI: -14.1 percent, -6.0 percent). Re-
sponder rates at the TOC visit were 68.5 percent 
and 74.9 percent for eravacycline (n=293/428) 
and ertapenem (n=302/403), respectively (-6.5 
percent CI: -12.6 percent, -0.3 percent).  

Vertex’s NaV1.8 Inhibitor  
VX-150 Showed Significant 
Acute Pain Relief  
Vertex Pharmaceuticals announced posi-
tive results of a Phase II study of the NaV1.8 
inhibitor VX-150 in patients with acute pain 
following bunionectomy surgery. Treatment 

with VX-150 showed statistically significant 
relief of acute pain compared to placebo, as 
determined by the time-weighted Sum of 
the Pain Intensity Difference over the first 24 
hours of treatment (SPID24). The study also 
included a standard-of-care reference arm of 
the commonly prescribed opioid medicine 
hydrocodone+acetaminophen to support the 
evaluation of a potential treatment effect for 
VX-150. VX-150 was generally well-tolerated, 
and there were no discontinuations for 
adverse events in any arm of the study. This 
Phase II study is the second positive proof-
of-concept study for VX-150 and provides 
further validation for the use of a NaV1.8 
inhibitor for the treatment of pain. The data 
announced were from a Phase II random-
ized, double-blind, placebo-controlled study 
that evaluated two days of treatment with 
VX-150, hydrocodone+acetaminophen 
or placebo in 243 patients with acute 
pain following bunionectomy surgery. 
Eighty-two patients received placebo, 80 
patients received VX-150 and 81 patients 
received hydrocodone+acetaminophen. 
Hydrocodone+acetaminophen (5mg+325mg 
q6h) was included as a standard-of-care 
reference arm to enable better evaluation 
of a potential treatment effect for VX-150. 
The reference arm was not included to make 
statistical comparisons to VX-150. VX-150 
was dosed orally as 1500 mg for the first 
dose, followed by 750mg every 12 hours over 
the 48-hour treatment period. VX-150 was 
generally well-tolerated, and there were no 
discontinuations for adverse events in any 
arm of the study. 
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Upcoming Event Highlights

Featured Jobs

The Source for Clinical Research 
Jobs and Career ResourcesJobWatch

[   V IE W ALL  JOB  L IS T INGS   ]

Twice monthly, CWWeekly provides featured listings of clinical research job openings, upcoming 
industry conferences and educational programs from JobWatch, CenterWatch’s online recruitment 
website for both clinical research employers and professionals.

Conferences  

A P R I L  4 - 5 ,  2 0 1 8 
Let’s improve clinical trials today!
Oxon Hill, MD

[   V IE W  A LL  CONFER ENCES   ] 

Webinars
F E B R UA R Y  2 8 ,  2 0 1 8 
Gene Therapy for Rare and Ultra-
rare Diseases -Understanding Sci-
entific and Ethical Considerations 
Learn the nuances of gene therapy 
for rare diseases. 

M A R C H  2 0 ,  2 0 1 8 
Paying Clinical Trial Subjects 
Deconstructing the Most Important 
Ethical & Practical Considerations
Reasons to pay research participants, 
in regard to fairness and the role that 
payment plays in facilitating recruit-
ment. Find out what the regulators 
think you should be doing — what’s 
ethical and what’s legal.

[   V IE W  A LL  WEB INAR S   ]

Interactive Workshop 

M A R C H  6 - 8 ,  2 0 1 8 
FDAnews ICH E6 GCP Interactive 
Workshops 
Get all the ICH E6 (R2) training you 
need with three days of hands-on 
workshops aimed at helping you 
understand and comply with new 
requirements.
Raleigh, NC

A P R I L  1 0 - 1 1 ,  2 0 1 8 
Clinical Quality Assurance: Roles 
and Responsibilities for Auditors 
and Managers 
REGISTER BEFORE MARCH 11 AND 
SAVE $200! SIGN UP HERE  
Learn what FDA investigators use 
to evaluate your sites, and how to 
develop risk-based CQA processes 
and compliance readiness.
Cambridge, MA 

Customer Support Representative
Verified Clinical Trials
Garden City, NY

Junior Research Scientist
New York University College of Dentistry 
New York, NY

Experienced Research Coordinator
West Broward Research Institute, LLC
Ft. Lauderdale, FL

Medical Director/Principal Investigator
The West Virginia University Research Corporation 
Morgantown, WV

Clinical Research Coordinator
Clintex Research Group, Inc. 
Miami, FL

Clinical Research Manager
Shockwave Medical
Fremont, CA

Associate Clinical Trials Manager
Vertex 
Boston, MA

Clinical Research Coordinator
eStudySite 
Las Vegas, NV

Internal Clinical Trials Manager
Ascensia Diabetes Care
Valhalla, NY

Clinical Trials Coordinator
Providence Health & Services
Portland, OR

Clinical Research Coordinator II
Imaging Endpoints 
Scottsdale, AZ

Clinical Trials Associate 
Seattle Genetics, Inc. 
Bothell, WA

Clinical Project Coordinator
General Electric 
Waukesha, WI

Ascensia Diabetes Care
Associated Retinal Consultants, P.C. 
Royal Oak, MI

Clinical Data Manager
Synteract 
Morrisville, NC

Study Manager
CTI Clinical Trial Services, Inc. 
Raleigh, NC

Clinical Research Associate I
Providence Health & Services 
Santa Monica, CA

Clinical Research Coordinator
Allergy and Asthma Research Center, PA 
San Antonio, TX

Nurse (Clinical/Obstetrics-Gynecology)
Department of the Army
Fort Stewart, GA

Clinical Research Coordinator
Radiology and Imaging Specialists 
Lakeland, FL
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