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The FDA’s Office of Good Clinical Practice 
responds to inquiries on a variety 
of trial-related subjects, providing 

answers on the agency’s official regulations as 
well as best practices. The following is a selec-
tion of questions and answers excerpted from 
the CenterWatch publication, GCP Questions, 
FDA Answers.

Question:
For a drug (or biologic) under an IND that is 

manufactured outside of the U.S. and shipped 
directly to investigators in the U.S., must a 
specific release process be followed by the 
sponsor? Must corresponding documentation 
accompany the shipment?

Answer:
Any shipment of the study drug must 

be properly documented and must assure 

that control of the study drug is maintained. 
Generally, the details of how the study 
drug is handled are spelled out in the study 
protocol. If the protocol does not address 
how the drug is shipped from the research 
pharmacy to the site, you should discuss this 
with the study sponsor and obtain agree-
ment on the method to be used. Please 
note that a protocol amendment may be 
needed. Additionally, the reviewing IRB(s) 
should review and approve the change as 
the IRB(s) may also have concerns about an 
investigator’s ability to control access to the 
study drug and account for supplies of the 
study drug.

FDA’s regulations do not specifically ad-
dress methods for shipping the study drug 

Ask the Experts: Investigational Drugs and 
Investigator Noncompliance

By Leslie Ramsey

When developing a plan to gather 
and analyze vendor performance 
metrics, the first question to ask is 

how wide to cast the net for collecting data.
Metrics can be gathered and analyzed in 

multiple ways, but a reliable approach is to 
look at four levels: portfolio, study, country 
and investigative site, says Metrics Cham-
pion Consortium (MCC) Executive Director 
Linda Sullivan. 

Sullivan says an organization can start 
developing a vendor metrics plan by hold-
ing an internal discussion about specific key 
performance questions (KPQ) it is seeking to 
answer. What MCC is trying to get at is “what is 
that critical success factor, that outcome that 
you’re trying to achieve,” says Sullivan.   

In the newest MCC toolkit on vendor 
oversight metrics, Sullivan says aggregating 
metrics across all studies regardless of type 
at the portfolio level is especially useful for 
operational matters, such as CRO oversight, 
site contracting and risk management. 

The next level involves aggregating data 
across all sites in a single study, which pro-
vides a deeper dive into metrics collected at 
the portfolio level, Sullivan says.

For example, what if an organization 
finds that 85 percent of studies in its port-
folio are meeting startup targets? The next 
logical question, she says, is what studies 
in the 15 percent are not meeting targets 
and why are they behind. “So you have to 
be able to drop down to the study level,” she 
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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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Industry Briefs  

Coronavirus Leading to Delays 
in U.S. Trials, Biotechs Set Up 
Secondary Domestic Supply 
Chains in Response
Efforts to contain the coronavirus outbreak 
in China have led to minor disruptions in 
drug testing timelines for Chinese contract 
research organizations (CROs), causing worry 
among many American biotech executives 
and investors who have backed trials in the 
virus-stricken country.

Travel restrictions represent one bar-
rier to newly started and ongoing trials in 
China, especially in Wuhan — the epicenter 
of the outbreak — and several other cities. 
Additionally, some trial participants fear 
becoming infected with the coronavirus, 
named Covid-19, if they return to a health-
care facility for the trial.

Ongoing studies impacted by the current 
virus-containing restrictions in China include 
a Novartis medicine study for a rare blood 
disorder and a BeiGene cancer drug. 

The country conducts about 20 percent of 
global clinical trials, up from 10 percent just 
five years ago, and the city of Wuhan is home 
to 500 trials listed in CT.gov.

FDA Biologics Center to Finalize 
Complex and Innovative Trial 
Guidance in 2020
Innovative trial designs and human gene 
therapies are on the list of 21 trial guidances 
the FDA’s Center for Biological Evaluation and 
Research (CBER) plans to release this year.

Sometime this year, CBER will finalize its 
September 2019 draft guidance advising 
sponsors to carefully consider the statistical 
approaches they will use in innovative and 
complex trial designs and discuss them with 
the FDA, especially Bayesian analysis (Center-
Watch Weekly, Sept. 30, 2019).

According to the center’s agenda released 
on Friday, two new human gene therapy 
guidances focusing on neurodegenerative dis-
eases and genome editing will join the suite 
of related guidances issued in January.

The agenda does not indicate release dates 
for the guidances.

Read the guidance agenda here: https://
bit.ly/31VGlGW.

Nearly 600 Pediatric Drugs 
Being Tested in Trials, According 
to PhRMA Report
Nearly 600 pediatric drugs across various 
therapeutic areas are currently being tested 
in clinical trials, according to a report from the 
Pharmaceutical Research and Manufacturers 
of America (PhRMA).

In its report, PhRMA found that more than 
2,100 industry-sponsored clinical trials are 
currently enrolling more than 1.2 million pe-
diatric patients across a variety of therapeutic 
areas, including rare or hard-to-treat diseases. 

According to the report, current pediatric 
trials include: 125 treatments for genetic dis-
eases, 86 treatments for cancer, 75 medicines 
for infectious diseases and 55 medicines for 
skin disorders.

Read the full PhRMA report here: https://
onphr.ma/38vk2KG.

Survey Finds Nearly Half of 
Doctors Do Not Talk to Patients 
with Cancer About Clinical Trials 
Nearly half of doctors or medical teams do 
not discuss clinical trials with patients with 
cancer, with some medical teams actively 
discouraging trial participation, according to 
the first-ever Patient Power Cancer Clinical 
Trials survey.

A total of 666 patients with cancer 
responded to the survey between Decem-

ber 2019 and January 2020. Half of the 
respondents said they were “very likely” to 
participate in a cancer clinical trial, while 44 
percent of respondents said they did par-
ticipate in a trial. Approximately 85 percent 
of patients who said they were involved in a 
trial said they believe they gained a clinical 
benefit, and 65 percent said it was not finan-
cially burdensome.

Additionally, 57 percent of respondents 
who said they “were likely” or “possibly likely” 
to participate in a clinical trial said their 
medical team discussed trial participation 
during their care. The respondents said that 
their medical teams would discourage trial 
participation if they had stable disease, were 
responding to current therapy or had pre-
existing medical conditions.

To read the results of the survey, click here: 
https://bit.ly/39yaHlA.

Oncology Dominates Clinical 
Trials in 2020, Says GlobalData
Oncology is set to dominate clinical trials in 
2020, according to projections from analyt-
ics firm GlobalData. Following this lead will 
be trials for treating central nervous system 
disorders, infectious diseases, cardiovascular 
disease and metabolic disorders.

Approximately 62 percent of studies in 
the 2020 planned clinical trial landscape will 
be sponsored by industry, with oncology 
representing the highest rate of planned 
industry-sponsored trials. Eli Lilly and Novartis 
have currently reported the most planned 
trials in 2020.
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The proportions of industry-sponsored trials 
for this year include 20.5 percent for oncology, 
9.2 percent for trials of the central nervous sys-
tem, 5.6 percent for infectious disease, 4.7 per-
cent for metabolic disorders and 3.8 percent for 
immunology. Industry will also mostly sponsor 
trials for gastrointestinal, respiratory, dermatol-
ogy and musculoskeletal disorders in 2020.

The U.S. dominates the number of trials to 
be launched in 2020, accounting for almost 
the same number of trials as the rest of the 
top 10 combined. China holds second place 
followed by Australia, France, Canada and the 
UK, according to GlobalData.

To read the full report, click here: https://
bit.ly/3bFKzac.

University of Oxford Researchers 
Call for Reduced Reliance on 
Real-World Evidence
Researchers from the University of Oxford 
are arguing against the use of observational 

real-world evidence (RWE) studies as an al-
ternative solution to randomized controlled 
trials (RCTs) in a paper published in the New 
England Journal of Medicine (NEJM).

In their paper, the authors suggest that 
large observational studies of RWE possess 
inherent biases that can ultimately lead to mis-
leading associations between treatments and 
health outcomes. Observational studies may 
show effects of treatment that are null, when 
the therapy actually does exert clinically benefi-
cial effects on disease outcomes, they say.

To reduce the reliance on RWE, the 
paper calls for guidelines that can assist in 
removing obstacles associated with RCTs to 
improve their quality and efficiency.  Those 
guidelines include strategies such as in-
creasing real-time monitoring of electronic 
data from local sites, implementing interac-
tive electronic case-report forms to ensure 
complete data collection, and using mobile 
devices and sensors.

To read the NEJM article, click here: https://
bit.ly/2HransI. 

UK Begins Work on New Clinical 
Trial Legislation
Debate on a bill to develop new clinical trial 
regulations following the UK’s January sepa-
ration from the EU is scheduled to begin 
March 2 in Parliament.

The bill, introduced late last week, 
would create regulations on clinical trials 
similar to the EU’s Medicines for Human 
Use rules.

Changes to clinical trial regulations 
could include amending the market 
authorization application process, making 
adverse event and safety reporting require-
ments more proportionate to low-risk 
trials, amending requirements for starting 
a trial, and updating and adding to good 
clinical practice standards. 

Read the bill here: https://bit.ly/2SOevZ6.

By Elizabeth Tilley Hinkle

S purred in part by a disappointing 11th 
place ranking in a 2017 CenterWatch 
survey of how trial sites view their 

sponsors, Sanofi launched a program to re-
duce sites’ management burden. Sanofi now 
credits the program with its No. 1 ranking 
in the 2019 version of the CenterWatch sur-
vey.

The global drugmaker is seeing faster 
startup times, improved patient recruit-
ment and retention, and overall increased 
efficiencies as a result of the new program. 
Sanofi unveiled its new program — dubbed 
Sanofi Makes Investigators’ Lives Easier 
(SMILE) — in May 2018. 

“The [2017] survey and our reduced rat-
ing reiterated the need for the changes that 
we were in the process of making,” says 
Victoria DeBiasio, co-leader of SMILE and 
Sanofi’s global head of clinical operations 
strategy.

Sanofi used data from the survey on ar-
eas where it ranked lowest and gave it to 
teams established for each of five work-
streams, says Christina Sacro, Sanofi’s pro-
gram manager for SMILE, explained. The 
five workstreams are:

	● Protocol optimization, focused on reduc-
ing burdens for both sites and patients 
and reducing protocol amendments;

	● Finance and contracting, making sure 
sites are paid quickly on an ongoing 
basis and ensuring billing transparency 
to get each site’s work off the ground 
faster;

	● Site relationships, especially in patient 
recruitment; 

	● Supporting CRAs with training and 
orientation to reduce turnover; and

	● Improved query processes and produc-
tive, well-timed investigator meetings.

Sanofi credits the success of the SMILE 
program to steering committees that in-
cluded representatives from sites and 
CROs, along with internal staff from all 
key areas. The steering committees meet 
regularly to ensure that all metrics are be-
ing met.

“We have an ethical mandate to be effi-
cient,” DiBiasio says. “Efficiency in clinical 
trials results in real optimization of new 
product development, so patients also ben-
efit from more efficient trials.”

Some of the greatest improvements 
Sanofi has seen are in site performance 
and productivity, as measured by a reduced 
number of non-enrolling sites — less than 
12 percent of sites, according to DiBiasio — 
along with a greater number — a 180 per-
cent improvement — of patients enrolled 
per site. DiBiasio touted early patient input 
as key to good enrollment and retention 
figures; patient representatives are included 

From Disappointment to ‘SMILE’:  
Sanofi Revamps Site Support Program
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By Colin Stoecker

S ome daunting statistics from the last 
decade: 38 percent of phase 3 trials 
failed; 59 percent of trials did not ad-

vance from phase 1 to phase 2 and 35 per-
cent of trials entering phase 2 did not move 
to phase 3.

“Most drugs are in clinical phases for five 
to seven years,” said Ken Getz, director of 
sponsored research programs at the Tufts 
Center for the Study of Drug Development. 

“This is extremely costly — but not easy 
to calculate since it includes the cost of all 
phase 1, 2 and 3 activity. ... The typical drug 
costs several hundred million dollars in di-
rect costs to carry through all clinical test-
ing phases.”

“The probability of successfully com-
pleting phase I to phase 3 clinical trials, 
combining all of these above probabilities, 
is 13 percent,” said Getz. 

Clinical trials are expensive but when 
drugs fail in phase 3, it’s arguably the most 

expensive and resource-intensive waste of 
time. 

One way to avoid late-stage failures is to 
do a better job planning the early phases, 
says IDEA Pharma chief executive officer 
Mike Rea. 

“I think a more agile early phase ap-
proach is important,” Rea said. “We need 
more smaller signal-seeking studies, and 
less big dumb studies in phase 3.”

There were multiple notable phase 3 

see ‘SMILE’: Sanofi Revamps on page 4
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FDA Signs Off on Treatment for 
Rare, Adrenal Gland Tumors

The FDA has approved the injectable 
drug Azedra for rare cancers of the adre-
nal glands — the first ever non-surgical 
therapy OK’d for these tumors. 

Azedra (iobenguane I131) is a radiother-
apy drug that attacks tumors with a high, 
specifically targeted dose. It’s designed to 
treat adults and children (12 and older) 
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-
ers gave 68 patients in a trial at least one 
therapeutic dose of Azedra. The results: 25 
percent who received at least one dose and 
32 percent of those who received two doses 
saw their blood pressure drop enough to 
cut their hypertension meds in half. 

“This is a true breakthrough. Until to-
day, there were no anti-tumor therapies 
available for patients with these tumors 
who were not candidates for surgery,” said 
principal investigator Daniel Pryma, an 
associate professor of Radiology and Ra-
diation Oncology. 

“This therapy not only controls the tu-
mors but also the debilitating symptoms 
caused by their excess hormone produc-
tion, meaning it provides dual benefit 
to patients,” added Pryma, also chief of 
Penn’s Nuclear Medicine and Clinical Mo-
lecular Imaging. 

Reportedsideeffects includelowwhiteblood 
cell and platelet counts, fatigue and anemia.

The FDA gave Azedra an Orphan Drug 
designation, Fast Track status and Break-

through Therapy designation in the U.S. Its 
license is held by Progenics Pharmaceuticals. 

Japan Greenlights Parkinson’s Trial
In the first trial of its kind, Kyoto University 

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 
for therapeutic purposes. They’re consid-
ered promising for regenerative research 
because they can become different hu-
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 
damaged nerve cells. This is the first trial 
of its kind to use iPS cells. 

Scientists say they’re cautiously optimis-
tic after testing the process in monkeys, 
who showed improvement and didn’t de-
velop brain tumors — a much-feared po-
tential side effect.  

FDA: Focus on Hardest to 
Treat in Cohort Cancer Trials 

The FDA says sponsors considering 
adaptive studies for early phase cancer 
treatments should focus on patients with 
no other options. 

The agency notes that so-called expan-
sion cohort trials — which start out rela-
tively small but expand if a potential treat-
ment shows promise--can be a way to get a 
treatment to market more quickly. 

Regulatory Update

see Regulatory Update on page 4
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This feature highlights changes in clinical trial 
organizations’ personnel.

Abalos Therapeutics
Dethardt Müller has been appointed to 
the role of chief technology officer at Abalos 
Therapeutics. Prior to this appointment, Mül-
ler was head of chemistry manufacturing and 
controls at ViraTherapeutics.

Aerami Therapeutics
Timm Crowder has been named Aerami 
Therapeutics’ chief operating officer. Most 
recently, Crowder served as chief operating 
officer at SPYRYX Biosciences. 

Aerie Pharmaceuticals
Aerie Pharmaceuticals has hired Michelle 
Senchyna, who will move into the position 
of vice president of clinical development 
and medical affairs. Most recently, Senchyna 
was executive director of clinical develop-
ment at Allergan.

Amylyx Pharmaceuticals
Amylyx Pharmaceuticals has found its first 
chief financial officer in Jeffrey Trigilio. Prior 
to this role, Trigilio was vice president of 
finance at BlueRock Therapeutics. 

ArisGlobal
ArisGlobal has hired Clint Wolfe as the 
firm’s new chief human resources offi-
cer. Previously, Wolfe was executive vice 
president of global human resources at Bio-
clinica. ArisGlobal has also named Andras 
Berta as the company’s new chief strategy 
officer, after serving as a former executive 
at Gedeon Richter and Vifor Pharma. Rick 
Simpson has also joined ArisGlobal, serv-
ing as chief financial officer. Prior to this 
role, Simpson was a former finance execu-
tive at SaaS.

Avidity Biosciences 
Avidity Biosciences has named Joseph 
Baroldi as the firm’s new chief operat-
ing officer. Previously, Baroldi was vice 

president of business development at Ionis 
Pharmaceuticals.

Biomarin 
Executive vice president and chief financial 
officer Dan Spiegelman has transitioned 
to the role of senior adviser, which he will 
maintain until a replacement is hired. In 
the interim, senior vice president of finance 
and chief accounting officer Brian Mueller 
will act as the Biomarin’s temporary chief 
financial officer.

Boston Pharmaceuticals
Craig Basson has joined Boston Pharmaceu-
ticals as the company’s new chief medical 
officer. Prior to taking this position, Basson 
was vice president and global translational 
medicine head of cardiovascular and metabo-
lism research at Novartis.

Catalent
Jim Walter has joined Catalent as the com-
pany’s vice president of operations for oral 
and specialty delivery. Before taking this role, 
Walter was senior vice president of operations 
and engineering at Tinuum Group.

Crescendo Biologics
Kenji Hashimoto, who has most recently 
led the clinical development of a checkpoint 
inhibitor in renal cell carcinoma at Roche, has 
joined Crescendo Biologics as the company’s 
new chief medical officer.

CytomX Therapeutics
CytomX Therapeutics announced the appoint-
ment of Alison Hannah as the firm’s new 
chief medical officer. Prior to this appoint-
ment, Hannah served as an oncology clinical 
trial consultant.

Domainex
Tom Mander has been appointed to the 
role of CEO at Domainex, taking over the role 
when the company’s CEO Trevor Perrior 
retires in April 2020. Currently, Mander is chief 
operating officer at Domainex.

Dyne Therapeutics
Dyne Therapeutics has tapped Oxana 
Beskrovnaya as the company’s new senior 
vice president and head of research. Previ-
ously, Beskrovnaya was head of musculo-
skeletal and renal research in Sanofi’s rare 
disease and neurological unit. Chris Mix 
has also been named Dyne’s senior vice 
president of clinical development. Most 
recently, Mix served as vice president of 
rare genetic disease clinical development at 
Agios Pharmaceuticals. Additionally, Dyne 
has hired John Najim as the firm’s new vice 
president of chemistry, manufacturing and 
controls. Prior to this position, Najimn was 
vice president of manufacturing and process 
development as well as associate director of 
manufacturing at Dyax Corporation.

Encoded Therapeutics
Salvador Rico has been named chief medical 
officer at Encoded Therapeutics, joining the 
company after serving as senior vice president 
of clinical development at Audentes Thera-
peutics. Martin Moorhead has been pro-
moted to the role of chief technology officer. 
Previously, Moorhead was head of technology 
at Encoded.

Enteris BioPharma
Gary Shangold has joined Enteris BioPharma, 
assuming the role of chief medical officer. 
Currently, Shangold serves as CEO of InteguRx 
Therapeutics.

Enterprise Therapeutics
David Morris has been appointed to the role 
of chief medical officer at Enterprise Thera-
peutics, joining the firm from Novartis Venture 
Fund, where he serves as managing director. 
Morris will continue to serve as an operating 
partner at Novartis.

Epirium Bio
Ransi Somaratne has been appointed to the 
role of chief medical officer at Epirium Bio. 
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Prior to this appointment, Somaratne was a 
core team leader at BioMarin Pharmaceutical.

Frequency Therapeutics
Frequency Therapeutics has appointed 
Wendy Arnold to the role of chief people 
officer. Previously, Arnold was senior vice 
president of human resources at Kaleido 
BioSciences. Lisa Geller has also joined 
Frequency as the firm’s new head of intel-
lectual property. Most recently, Geller was 
head of intellectual property at Casebia 
Therapeutics.

Galecto 
Galecto has named Bertil Lindmark as the 
company’s new chief medical officer. Previ-
ously, Lindmark was the chief medical officer 
at eTheRNA Immunotherapies.

Ichnos Sciences
Gabriela Gruia has joined Ichnos Sciences as 
its new chief development officer. Previously, 
Gruia was senior vice president and global 
head of drug regulatory affairs at Novarits.

Imara 
Joelle Lufkin has been appointed to the 
role of senior vice president of develop-
ment at Imara. Lufkin was most recently 
the vice president of clinical development 
at Flexion Therapeutics.

Lyndra Therapeutics
Richard Scranton has been named chief 
medical officer at Lyndra Therapeutics, joining 
the company from Pacira Pharmaceuticals 
where he served as chief medical officer.

Millendo Therapeutics
Christophe Arbet-Engels has been ap-
pointed to the role of chief medical officer at 
Millendo Therapeutics. Arbet-Engels joins Mil-
lendo after serving as chief medical officer and 
executive vice president late development 
and medical affairs at Poxel Pharmaceuticals.

Nymox
Russell I. Thomson has been named vice 
president of quality and regulatory affairs at 
Nymox. Previously, Thomson was a chartered 
scientist with the Science Council (UK) from 
2004 to 2010.

Palleon Pharmaceuticals 
Palleon Pharmaceuticals has announced the 
appointment of Li Peng to the role of chief 
scientific officer. Most recently, Peng was 
senior vice president of research and early 
product development at Palleon.

Pharvaris
Peng Lu, who most recently served as vice 
president and global program lead for rare 
diseases at Takeda, has joined Pharvaris as 
its chief medical officer.

Portola Pharmaceuticals 
Rajiv Patni has assumed the role of execu-
tive vice president and chief medical officer 
at Portola Pharmaceuticals. Most recently, 
Patni was chief medical officer at Adamas 
Pharmaceuticals.

SELLAS Life Sciences Group
Dragan Cicic has been named senior vice 
president of clinical development at SELLAS 

Life Sciences Group. Prior to this appointment, 
Cicic was senior vice president and clinical 
lead at Klus Pharma.

TB Alliance 
Daniel Everitt has been named vice presi-
dent and chief medical officer at TB Alliance, a 
promotion from his previous role as TB’s senior 
medical officer.

Terrace Global
Stephen Lermer has been named Terrace 
Global’s new president and chief operating 
officer. Previously, Lermer was chief operating 
officer of Charlotte’s Web Holdings.

Trefoil Therapeutics 
Trefoil Therapeutics has appointed Thomas 
Tremblay to the role of vice president of 
clinical development. Most recently, Trem-
blay was vice president of clinical affairs 
and head of clinical operations and clinical 
compliance at Hallux.

Truvian
Truvian has appointed Shane Bowen to 
the position of head of engineering. Before 
joining Truvian, Bowen was the global leader 
in DNA sequencing and array-based technolo-
gies at Illumina, serving as senior director 
of scientific research in the department of 
research and technology development.

Vividion Therapeutics
Robert Abraham has joined Vividion Thera-
peutics as the biotech company’s new chief 
scientific officer. Abraham was most recently a 
cancer research head at Pfizer.

Don’t let your clinical trials fail just because you don’t 
know the reporting rules.
This new 2020 edition is a must-have, go-to guide for clinical trial compliance  
The Clinical Trials Adverse Event Reporting Guide covers more than 20 guidances from the FDA, HHS and 
the ICH and includes the text of all regulations pertaining to reporting adverse events in clinical trial.

LEARN MORE:  www.centerwatch.com/ctaeg20  sales@centerwatch.com  617.948.5100 Order your copy today!

Clinical Trials Adverse Event 
Reporting Guide

Clinical Trials Adverse Event 
Reporting Guide

2020 Edition

https://www.centerwatch.com/products/434?hittrk=CWW
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Vendor Metrics
continued from page 1

says. “And then within the study you might 
be saying, ‘are there certain sites that are 
causing this problem?’”

Similar to the study-level metrics plan, 
looking at metrics across all studies conducted 
in a single country gives a broader view that 
can point out unique issues.

No matter what level an organization 
chooses, the next step in metrics develop-
ment focuses on defining the factors consid-
ered critical to success and then identifying 
KPQs that will help determine whether an 
organization is meeting its goals.

Metrics for working with vendors should 
consider four dimensions, Sullivan says: 
time, cost, quality and relationship. Critical 
success factors could include timely pay-
ment of investigators (cost), minimal num-
ber and appropriate handling of significant 

issues (quality), staying on schedule (time), 
and effective decisionmaking and communi-
cation (relationship).

KPQs should be developed for each critical 
success factor. For vendor oversight, MCC has 
developed 29 questions covering nine critical 
success factors. For example, for the critical 
success factor of minimal significant issues, 
questions include:

	} Are significant issues escalated per the 
applicable plan or SOP?

	} Are action plans developed in a timely 
manner?

	} How many action plans have overdue 
actions?

	} What percentage of action plans are 
found to be effective?

The next step is deciding what to mea-
sure to get the answers to these questions 
and how to aggregate the resulting data. 
Looking at the data from several different 

perspectives can provide a more complete 
view, Sullivan says.

For instance, looking at milestones 
achieved across all active studies will provide 
a different picture than aggregating the same 
data for only a three-month period or by 
study phase, she says.

“If you’re looking at this big aggregated 
percentage, it may take a long time before 
the number’s going to move because you’re 
averaging,” she says. “You could have a real 
emerging problem and you don’t realize it. Or 
you may be improving things, but you don’t 
see it because of all the bad performance in 
the past. And so at that three-month mark, 
you can start to see if there’s movement one 
way or another.”

“To look at performance across studies is 
not a slam dunk,” she says.

For more information on MCC toolkits, click 
here: https://bit.ly/2UNBKFs.

Medical Device Trials  
in the EU 
A Guide to the New EU MDR  
and Revised ISO 14155

 
This report explains these requirements and concepts in a comprehensive, easy-to-understand approach:

n	 Understand the role of clinical trials in the EU 
MDR

n	 Determine whether an exemption applies to  
your device

n	 Learn how to integrate the EU MDR and ISO/DIS 
14155:2018

n	 Learn which device types require clinical trials

n	 Understand the role of the Notified Body and  
Competent Authority

n	 Grasp the format and contents of the application, 
investigator’s brochure and clinical trials plan

n	 Determine informed consent requirements

Learn more:  www.centerwatch.com/mdteu Contact Sales: sales@centerwatch.com  617.948.5100

If your device requires clinical trials  
under EU MDR, there’s a lot to learn.
The world of clinical trials is changing rapidly, with the EU 
MDR’s new and more complex rules and the forthcoming ISO/
DIS 14155:2018 updates. With all the requirements found in 
different places, you could spin your wheels searching article 
after article, jumping to annexes and back to more articles.

Order your copy today!

https://bit.ly/2UNBKFs
https://www.centerwatch.com/products/431?hittrk=CWW
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Ask the Experts
continued from page 1 “If a sponsor is aware of 

investigator noncompliance and 
unable to secure compliance, 
the sponsor is to discontinue 

shipment of the investigational 
article to the investigator and 

terminate his/her participation 
in the investigation.”

—FDA Office of Good Clinical Practice

but do address documentation of shipment 
of the study drug and, for example, would 
include information such as the lot number 
or other identification of the product trans-
ferred, the dates, the means of shipment 
and the sites involved. Both the research 
pharmacy and satellite site will need to 
maintain documentation.

Question:
When should a clinical investigator’s 

noncompliance with GCPs be reported to 
the FDA? 

Answer:
The FDA’s expectation is that clinical 

investigators, sub-investigators and study staff 
will be knowledgeable about good clinical 
practice, including human subject protection, 
data integrity, recordkeeping, etc.

Regulations in 21 CFR 312.53 require that 
sponsors choose investigators qualified by 
training and experience and that investigators 
commit themselves to personally conduct or 
supervise the investigation.

Additionally, FDA would expect physicians 
who are clinical investigators to follow state 
and local laws regarding medical licensure 
and medical practice requirements in addition 
to sponsor requirements.

The FDA follows up on allegations of clini-
cal investigator misconduct submitted by any 
party (e.g., sponsor, IRB, study subject, nurse 
coordinator, family member of study subject 
or other individual who may be in a position 
to know of the alleged wrongdoing). If neces-
sary, FDA will issue an inspection assignment 
of the investigator’s site. 

Such assignments may include studies 
that are conducted under an FDA applica-
tion for research (e.g., Investigational New 
Drug Application, Investigational Device 
Exemption, Investigational New Animal 
Drug Application, as well as non-U.S. sites 
or studies that are not conducted under an 
FDA application for research.

Additionally, please note that if a sponsor 
is aware of investigator noncompliance and 
unable to secure compliance, the sponsor 
is to discontinue shipment of the investiga-
tional article to the investigator and termi-
nate his/her participation in the investigation. 
The regulations governing drug and device 
investigations vary in how they address 
FDA notification, although both regulations 
indicate that FDA notification is required. For 
drug studies under 21 CFR 312, the regula-
tion states: “A sponsor who discovers that an 
investigator is not complying with the signed 
agreement (Form FDA-1572), the general in-
vestigational plan or the requirements of this 
part or other applicable parts shall promptly 
either secure compliance or discontinue 
shipments of the investigational new drug 
to the investigator and end the investigator’s 
participation in the investigation. If the in-
vestigator’s participation in the investigation 
is ended, the sponsor shall require that the 
investigator dispose of or return the investi-
gational drug and shall notify FDA.”

Serious noncompliance that risks the 
health, safety and welfare of research subjects 
should be reported as soon as possible.

For more information on GCP Questions, 
FDA Answers, click here: https://bit.ly/2O 
FHCyT.

ORDER TODAY!
V ISI T   
www.centerwatch.com   

C O N TAC T S A L E S
sales@centerwatch.com
617.948.5100

This new edition of The CRC’s Guide to Coordinating Clinical Research  
is a one-volume training masterpiece that covers the roles and responsibilities  
of all key parties involved in managing clinical trials.

The CRC’s Guide to  
Coordinating Clinical Research
A vital resource for both novice and  
experienced clinical research coordinators.

Sandra “SAM” Sather, MS, CCRC

The CRC’s Guide 
 to Coordinating Clinical Research

FOURTH EDITION

https://bit.ly/2OFHCyT
https://bit.ly/2OFHCyT
https://www.centerwatch.com/products/381?hittrk=CWW
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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

Zhittya Genesis 
Medicine

FGF-1 Parkinson’s Disease phase 1 trial initiated in 
Mexico

zhittyaregenerativemedicine.com

SELLAS Life 
Sciences Group

GPS malignant pleural mesothelioma phase 1 trial enrolling first 
patient

sellaslifesciences.com

CNS 
Pharmaceuticals
WPD 
Pharmaceuticals

Berubicin pediatric brain cancer phase 1 trial planned in 
Poland

cnspharma.com 

wpdpharmaceuticals.com

Antios Therapeutics ATI-2173 hepatitis B phase 1a trial enrolling 35 
patients

antiostherapeutics.com

NGM 
Biopharmaceuticals 

NGM120 cancer and cancer anorexia/
cachexia syndrome

phase 1a/1b trial initiated ngmbio.com

Bold Therapeutics BOLD-100 gastric, pancreatic, colorectal and 
bile duct cancers

phase 1b trial initiated in 
Canada

bold-therapeutics.com

Inovio 
Pharmaceuticals

INO-3107 recurrent respiratory 
papillomatosis

IND for phase 1/2 trial granted 
by the FDA

inovio.com

Moderna mRNA-3704 methylmalonic acidemia phase 1/2 trial enrolling first 
patient

modernatx.com

Alkahest AKST4290 treatment-naïve neovascular age-
related macular degeneration

Phase 2b trial initiated alkahest.com

Rezolute RZ358 congenital hyperinsulinism phase 2b trial initiated rezolutebio.com

Can-Fite BioPharma Namodenoson advanced hepatocellular 
carcinoma

phase 3 trial plan submitted 
to CHMP

can-fite.com

Plasmology4 Plaz4 nonthermal 
plasma 
technology

multidrug-refractory bacterial 
and/or fungal pathogen 
bioburden in a wound bed

Breakthrough Device 
designation granted by the 
FDA

plasmology4.com

Deciphera 
Pharmaceuticals

ripretinib advanced gastrointestinal stromal 
tumors

priority review granted by the 
FDA

deciphera.com

Bristol-Myers 
Squibb

liso-cel relapsed or refractory large B-cell 
lymphoma

priority review granted by the 
FDA

bms.com

Eli Lilly LOXO-292 
(selpercatinib)

non-small cell lung cancer priority review granted by the 
FDA

lilly.com

Seattle Genetics tucatinib locally advanced unresectable or 
metastatic HER2-positive breast 
cancer

priority review granted by the 
FDA

seattlegenetics.com

Astex 
Pharmaceuticals

C-DEC 
(cedazuridine and 
decitabine)

intermediate- and high-risk 
myelodysplastic syndrome

priority review granted by the 
FDA

astx.com

GlaxoSmithKline belantamab 
mafodotin

relapsed or refractory multiple 
myeloma

priority review granted by the 
FDA

gsk.com

Novartis capmatinib non-small cell lung cancer priority review granted by the 
FDA

novartis.com

Kite Pharma KTE-X19 relapsed or refractory mantle cell 
lymphoma in adults

priority review granted by the 
FDA

kitepharma.com

https://www.zhittyaregenerativemedicine.com
https://www.zhittyaregenerativemedicine.com
https://www.zhittyaregenerativemedicine.com
https://www.sellaslifesciences.com/Home/default.aspx
https://www.sellaslifesciences.com/Home/default.aspx
https://www.sellaslifesciences.com/Home/default.aspx
https://cnspharma.com/
https://cnspharma.com/
https://www.wpdpharmaceuticals.com/
https://www.wpdpharmaceuticals.com/
https://cnspharma.com/
https://www.wpdpharmaceuticals.com/
https://www.antiostherapeutics.com/
https://www.antiostherapeutics.com/
https://www.ngmbio.com/
https://www.ngmbio.com/
https://www.ngmbio.com/
https://www.bold-therapeutics.com/
https://www.bold-therapeutics.com/
https://www.inovio.com/
https://www.inovio.com/
https://www.inovio.com/
https://www.modernatx.com/
https://www.modernatx.com/
https://www.alkahest.com/
https://www.alkahest.com/
https://www.rezolutebio.com/
https://www.rezolutebio.com/
http://can-fite.com/
http://can-fite.com/
http://www.plasmology4.com/
http://www.plasmology4.com/
https://www.deciphera.com/
https://www.deciphera.com/
https://www.deciphera.com/
https://www.bms.com/
https://www.bms.com/
https://www.bms.com/
https://www.lilly.com/
https://www.lilly.com/
https://www.seattlegenetics.com/
https://www.seattlegenetics.com/
https://astx.com/
https://astx.com/
https://astx.com/
https://www.gsk.com/
https://www.gsk.com/
https://www.novartis.com/
https://www.novartis.com/
https://www.kitepharma.com/
https://www.kitepharma.com/
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Upcoming Event Highlights
The Source for Clinical Research 
Jobs and Career Resources

More Jobs

[   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.

Jobs via Kelly Services

[   V IE W ALL  KELLY  SER V ICE S  J OBS   ] 

Manager, eCOA Delivery
MedAvante-ProPhase
Hamilton, NJ

Clinical Research Analyst
PharmaSeek
Cary, NC 

Clinical Research Analyst 
PharmaSeek
Madison, WI

Lead, Technology QA & Compliance
ePharmaSolutions
Plymouth Meeting, PA

Site Service Coordinator
MedAvante-ProPhase
Hamilton, NJ

Associate Project Manager - Clinical Research
MedAvante-ProPhase
Gleason, WI

Feasibility Specialist / Clinical Research
ePharmaSolutions
Plymouth Meeting, PA

Senior Project Manager - Germany
MedAvante-ProPhase
Frankfurt Am Main, Hessen DE

Scientist (Data Analysis Expertise) - NIH 
Bethesda, MD

Psychometrist/Research Analyst - NIH 
Bethesda, MD

CMC Project Manager I 
Raritan, NJ

Study Director (Oncology) 
San Diego, CA

Biosample Operations Project Manager II 
South San Francisco, CA

Research Associate 
Foster City, CA

Study Director (Oncology) 
San Diego, CA

Clinical Trial Leader
South San Francisco, CA 

Scientific Program Analyst - NIH 
Bethesda, MD

Spotfire Developer 
West Chester, PA

Medical Affairs Specialist 
Irvine, CA

Document Control Specialist 
Marlborough, MA

Country Studies Manager IV 
South San Francisco, CA

Supply Chain Coordinator 
Groton, CT

Conference

SEPTEMBER 9 – SEPTEMBER 10, 2020

CLINICAL TRIAL RISK AND 
PERFORMANCE 
MANAGEMENT SUMMIT

Philadelphia, PA

Call for Abstracts

Is your organization interested 
in sharing a case study about 
using MCC metrics and/or 
quality tools?

Contact Linda Sullivan, MCC 
Executive Director, or Keith 
Dorricott, MCC Ambassador, to 
learn how your organization 
can be a part of the 2020 MCC 
Clinical Trial Risk and Perfor-
mance Management Summit.

The 2020 Summit will be Sep-
tember 9-10 in Philadelphia. 
The 2019 Summit was a huge 
success with themes exploring: 
Tracking the Patient Engage-
ment Movement and its Impact 
on Clinical Research Execution, 
Metric Program Implementa-
tion, Risk-based Quality Man-
agement, Risk-based Vendor 
Oversight and Applying Critical 
Thinking Skills to Utilize Metrics 
Effectively.

Contact Linda or Keith if there 
are topics you would like to 
see included for the 2020 
Summit and if you are inter-
ested in participating as a 
presenter or panellist.

[   V IE W  A LL  CONFER ENCES   ] 

JobWatch

http://www.centerwatch.com/jobwatch
http://jobwatch.centerwatch.com/jobs/kelly-services-27391173-b
http://jobwatch.centerwatch.com/jobs/manager-ecoa-delivery-hamilton-nj-08609-116775208-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-analyst-cary-nc-27513-116758704-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-research-analyst-madison-wi-53703-116744067-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/lead-technology-qa-compliance-plymouth-meeting-pa-19462-116744063-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/site-service-coordinator-hamilton-nj-08609-116811748-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/associate-project-manager-clinical-research-gleason-wi-54435-116811752-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/feasibility-specialist-clinical-research-plymouth-meeting-pa-19462-116645349-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/senior-project-manager-germany-frankfurt-am-main-hessen-60311-116811750-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/wirb-copernicus-group-wcg-363155048-b
http://jobwatch.centerwatch.com/jobs/scientist-data-analysis-expertise-nih-bethesda-md-bethesda-md-20814-116889260-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/psychometrist-research-analyst-nih-bethesda-md-bethesda-md-20814-116889255-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/cmc-project-manager-i-raritan-nj-08869-116889419-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/study-director-oncology-san-diego-caâ-san-diego-ca-92108-116889178-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/biosample-operations-project-manager-ii-south-san-francisco-ca-94080-116889116-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/research-associate-foster-city-ca-94404-116889114-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/study-director-oncology-san-diego-caâ-san-diego-ca-92108-116889586-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-trial-leader-south-san-francisco-ca-94080-116889085-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/scientific-program-analyst-nih-bethesda-md-bethesda-md-20814-116889257-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/urgent-spotfire-developer-west-chester-pa-west-chester-pa-19381-116889554-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/medical-affairs-specialist-irvine-ca-92604-116889183-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/document-control-specialist-marlborough-ma-01752-116889127-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/country-studies-manager-iv-south-san-francisco-ca-94080-116889083-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/supply-chain-coordinator-groton-ct-06349-116889541-d?contextType=browse
https://www.fdanews.com/ctriskperformancemngmntsummit?hittrk=CWW
https://www.fdanews.com/ctriskperformancemngmntsummit?hittrk=CWW
https://www.fdanews.com/ctriskperformancemngmntsummit?hittrk=CWW
https://www.fdanews.com/ctriskperformancemngmntsummit?hittrk=CWW
https://www.fdanews.com/ctriskperformancemngmntsummit?hittrk=CWW
https://www.centerwatch.com/events
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