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By Leslie Ramsey

COVID-19 has caused nearly half of 
all trial disruptions in the past five 
months, with oncology trials being 

hardest-hit, according to a new study out 
of Berlin. 

Forty-four percent of the more than 
2,600 clinical trials stopped in the past five 
months for any reason have cited the CO-
VID-19 outbreak as the cause, the ongoing 
study shows.

More than 1,100 trials have been im-
pacted by COVID-19 since December with 
97 percent suspended, 2 percent terminated 
and 1 percent withdrawn, according to a 
study of 90,000 trials that seeks to analyze 
the effect of the pandemic on sponsors, 
research sites and patients.   

Of all therapeutic areas, oncology trials 
are bearing the brunt of the crisis with 28 
percent of studies affected, followed by 
cardiovascular at 11 percent, neurologic at 
8.5 percent and pain management at 5.2 
percent, the study from Benjamin Carlisle of 
university hospital Charité  in Berlin shows.

Trials disrupted by COVID-19 involve 
nearly 40,000 already-enrolled patients and 
4 million more planned enrollees. Most of 
the trials — 84 percent — are interventional 
and 15 percent are observational.

Reasons listed for suspending trials in-
clude such statements as “Healthy volunteer 
enrollment on hold at site due to COVID-19 
pandemic,” “Coronavirus stay-at-home or-
ders prevent in-person data collection” and 

COVID-19 Trial Disruptions Total More Than 
1,100, Study Shows

By James Miessler

The severity of the COVID-19 pan-
demic could justify the use of human 
challenge studies in vaccine develop-

ment, and their careful use may be worth 
considering if they’re conducted the right 
way, a medical ethics expert argued.

“This plague is killing so many people, 
and if we wait a couple of years for natural 
infection and to get an answer to the ques-
tion of ‘does it work’ and ‘how effective is it’ 
and ‘how safe is it,’ there will be many, many 
deaths occurring all over the world while 
we’re waiting,” contends Arthur Caplan, 
a medical ethics expert and professor of 
bioethics at New York University Langone 
Medical Center. “You’ll have fewer people 
at risk if you deliberately do the challenge 

study. I think the stakes are so high, the 
impact on the world is so huge, and morally, 
what I might normally say is not defensible, I 
think becomes defensible.”

Even with a historic number of com-
panies working on vaccines — with more 
than 100 having announced vaccine 
development programs so far — the 
completion of a vaccine takes a long time 
because of how vaccines are tested, which 
involves testing animals and human volun-
teers first, followed by vaccination of large 
numbers of people.

“Then we send thousands of people 
back out into the world to wait for nature 
to infect them to see what happens, to see 
whether they get protected or whether 
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Learn about best practices
to effectively manage and
execute clinical trials with
Research Practitioner.

» Earn ANCC contact hours
»
» Subscriptions at $197

SUBSCRIBE TODAY

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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CenterWatch Holiday Notification 
In observance of Memorial Day in the U.S., 
CWWeekly will not be published Monday, 
May 25. The next issue will be published 
Monday, June 1.

Clinical Trials Day
WCG Clinical salutes clinical trial profes-
sionals and participants as we celebrate 
Clinical Trials Day on May 20.
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COVID-19 Update  

COVID-19 Drug Research 
Roundup 
Below is a roundup of research activity 
on COVID-19 vaccines and treatments for 
the past week. To see last week’s column, 
click here.

COVID-19 Vaccines:
Moderna has received FDA fast-track 

designation for its COVID-19 vaccine 
candidate mRNA-1273, making it the first 
company to do so for any coronavirus 
vaccine hopeful. The company is currently 
finalizing its protocol for a phase 3 study of 
the vaccine, which is expected to begin in 
early summer.

Neovii has signed a research agree-
ment with Tel Aviv University to develop 
a coronavirus vaccine. The candidate 
vaccine will target the “spike” protein that 
the virus uses to bind to cell receptors 
in the human body and could be ready 
for use within a year or 18 months, the 
university said.

Novavax will receive up to $384 million 
in funding from the Coalition for Epidemic 
Preparedness Innovations (CEPI) for fund-
ing its COVID-19 vaccine candidate, NVX-
CoV2373. The funding will help support 
phase 1 and 2 studies and manufacturing 
efforts to produce up to 100 million doses 
by year’s end. The coalition previously con-
tributed $4 million toward the vaccine can-
didate in March. The company expects to 
begin phase 1 trials this month in Australia 
and receive preliminary results in July.

COVID-19 Treatments:
Oxford University has kicked off a 

trial testing existing drugs as potential 
preventative COVID-19 treatments in old-
er patients. The trial is using participants 
aged 50 or older that have symptoms of 
the disease and will start out assessing 
whether a week’s course of hydroxychlo-
roquine can reduce symptom severity 
and help avoid hospital admission. In its 
second phase, the study will test adding 
azithromycin.

University of Albany researchers said 
their trial of hydroxychloroquine in CO-
VID-19 patients, the largest one to date, 
has shown no benefit for the drug. The 
trial involved 1,436 coronavirus patients 
in 25 hospitals and found the drug with 
or without azithromycin was not associ-
ated with lower in-hospital mortality. The 
study also found that a greater portion of 
patients taking hydroxychloroquine with 
azithromycin experienced cardiac arrest 
than ones taking either drug alone.

The University of Hong Kong pub-
lished findings from a small phase 2 study 
showing that a triple antiviral combina-
tion may be of benefit to patients with 
moderate to severe COVID-19. The re-
searchers tested a combination of the HIV 
antiviral lopinavir-ritonavir, the hepatitis 
C treatment ribavirin and the multiple 
sclerosis treatment interferon beta-1, and 
found that the combination suppressed 
the virus at day seven, five days earlier 
than in participants given lopinavir-
ritonavir alone.

The Rutgers Institute for Transla-
tional Medicine and Science is planning 
a phase 2 COVID-19 trial of Evelo Biosci-
ences’ investigational anti-inflammatory 
drug, EDP1815. The study will evaluate if 
the drug can prevent COVID-19 symp-
toms from progressing and halt the de-
velopment of related complications, such 
as cytokine storm. It will initially enroll 
60 patients admitted to the emergency 
room within 36 hours of testing positive 
for the virus.

Sorrento Therapeutics and Mount 
Sinai Health System have teamed up to 
develop an antibody cocktail that could 
treat COVID-19. The potential treatment, 
named COVI-SHIELD, would be taken as 
often as necessary, with each dose expected 
to provide antiviral protection for up to two 
months. The partners anticipate the therapy 
will be offered as a prophylactic for those 
returning to work and as a therapeutic to 
those who have been exposed to the virus.

Acer Therapeutics said it is working with 
the National Center for Advancing Transla-
tional Sciences to develop emetine hydro-
chloride as a potential COVID-19 treatment. 
The drugmaker said it is planning to begin a 
phase 2/3 clinical trial of Q3 2020 that will in-
volve high-risk, symptomatic adult COVID-19 
patients who don’t need to be hospitalized.

Glenmark Therapeutics said it’s be-
gun phase 3 clinical trials in India to assess 
a generic version of the antiviral Avigan 
(favipiravir) as a potential coronavirus 
treatment. The study involves more than 
10 government and private hospitals and 
is expected to wrap up by July or August.
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Industry Briefs  

Trump Unveils Operation Warp 
Speed for COVID-19 Vaccine
President Trump on Friday outlined a strik-
ingly ambitious plan to have a COVID-19 
vaccine approved by the FDA and starting to 
be deployed by year’s end. 

Trump promised that the administra-
tion’s Operation Warp Speed would make a 
COVID-19 vaccine available for widespread 
use by year’s end and would accelerate the 
development of therapeutics and diagnostics.

He named Moncef Slaoui — the former 
head of GlaxoSmithKline’s vaccines depart-
ment and a director of Moderna — to 
head up the effort, which would require 
trials of thousands of participants and the 
costly job of scaling up manufacturing 
operations for the production of hundreds 
of millions of doses.

Most experts, including the nation’s 
top medical experts, have cautioned that 
developing an effective COVID vaccine in 12 
to 18 months would require everything to 
go exactly according to plan, which rarely 
happens in vaccine development. 

Rick Bright, former director of Biomedi-
cal Advanced Research and Development 
Authority (BARDA), testified before Congress 
last week, arguing that developing a vaccine 
in that timeframe would not produce enough 
trial data to support full FDA approval.

Anthony Fauci, director of the NIH’s Na-
tional Institutes for Allergies and Infectious 
Diseases, testified before the Senate last 
week that a vaccine could possibly be ready 
within “a year or two”. 

 Former FDA Commissioner Scott Got-
tlieb predicted in March that a vaccine for 
COVID-19 would likely take two years. 

The administration has identified 14 lead 
vaccine candidates and Trump said it plans 
to accelerate manufacturing capabilities so 
that it can deliver a vaccine in the very ambi-
tious timeframe. 

HHS Secretary Alex Azar said the 
administration is working toward a fully 
FDA-approved vaccine by year’s end, but 

that it plans to use all regulatory tools, such 
as an Emergency Use Authorization, to clear 
a vaccine by January. 

Four-star Army Gen. Gustave Perna will 
oversee Operation Warp Speed as chief 
operating officer, while Peter Marks, the 
director of the FDA’s Center for Biologics 
Evaluation and Research (CBER), will oversee 
vaccine development and Janet Woodcock, 
director of the FDA’s Center for Drug Evalu-
ation and Research (CDER), will head the 
therapeutics portion. 

Bruce Tromberg, director of the Na-
tional Institute of Biomedical Imaging and 
Bioengineering at the National Institutes 
of Health, will oversee diagnostics, the 
president announced.

FDA Updates Guidance for 
Trials During COVID-19 with 
Three New Topics
The FDA last week updated its March guid-
ance on managing clinical trials during 
COVID-19 by saying that sites can conduct 
patient visits via video conference with 
some advance planning.

When using video conferencing for 
patient visits, the guidance recommends 
putting in place procedures to maintain 
patients’ privacy, developing an identity 
verification method so the investigator and 
patient can confirm their respective identi-
ties, and making sure the staff conducting 
the visit are trained on the use of real-time 
telemedicine tools.

“Sponsors will likely be relieved that 
FDA considers real-time video interactions, 
including telemedicine, as a live exchange 
of information,” instead of electronic records 
that would be subject to the agency’s Part 
11 regulation, says WCG Clinical Vice Presi-
dent of IRB Compliance David Borasky.

Clinical trials being conducted as a 
postmarketing requirement may experi-
ence delays in reporting to the FDA, the 
guidance says, and sponsors should inform 
the agency as soon as possible of any 

COVID-19-related issues that could cause 
them to miss interim, completion and/
or final report deadlines. Sponsors should 
provide an explanation of COVID-19’s im-
pact on the timeline and propose a revised 
schedule for reports.

The guidance also says that if trial 
participants can’t access the trial site 
for assessments, it’s permissible to use 
alternative laboratory or imaging centers 
if such tests are routinely performed in 
those settings. However, if the assessments 
are the basis for formal hypothesis testing, 
the sponsor should consult with the FDA 
review division first.

To read the guidance, click here: https://
bit.ly/361s91e.

African Americans Most 
Underserved in Trials in 
Three Therapeutic Areas, 
Says Tufts Report
Trials of pulmonary/respiratory, neurol-
ogy and rheumatology therapies have the 
lowest representation of African Americans 
and other ethnic minorities, while Hispanic/
Latinx populations are the most under-
served in pivotal oncology trials.

Asian populations, on the other hand, are 
overrepresented in most therapeutic areas, 
and that imbalance has continued to grow 
since 2007.

These are some of the key findings of 
new research from the Tufts Center for the 
Study of Drug Development (CSDD), which 
each year examines compiled clinical trial 
and participant demographic data on all 
new drugs and biologics approved by the 
FDA. Between 2007 and 2017, the FDA ap-
proved 371 new products. 

CSDD found that participants who iden-
tify as black or of African descent were the 
most underrepresented demographic group, 
with nearly 47,000 fewer participants than 
expected, based on disease prevalence and 
census population data. African Americans 

continues on next page »
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were underrepresented by more than 20 
percent of the expected level in 80 percent of 
all drugs and biologics approved by the FDA 
during the period studied, the report said. 

“Other” participants (e.g., indigenous 
people) and Hispanic/Latinx participants 
were also underrepresented, but to a lesser 
extent, with 11,642 and 4,669 fewer par-
ticipants than expected, respectively, CSDD 
researchers found. 

Asian participants, CSDD researchers 
reported, were highly overrepresented, 
due in part to global demographic require-
ments and classification practices in which 
an individual’s race and/or ethnicity may 
be categorized differently in different parts 
of the world. This overrepresentation of 
Asian participants in pivotal trials contin-
ued to grow, from 26 percent for 2007 to 
2010 approvals to 161 percent for 2014 to 
2017 approvals.

However, Asian participants were un-
derrepresented in gastroenterology- and 
rheumatology-focused trials, the research-
ers observed.

Diversity by gender has improved over 
time, with five percent fewer female partici-
pants than male participants in pivotal trials 
from 2007 to 2010 compared to no disparity 
from 2014 to 2017. Forty-five percent of all 
participants in clinical trials supporting FDA 
approvals during 2007 to 2017 were female, 
short of an expected 49 percent based on 
gender distribution by disease prevalence 
and population census. Approximately 
20,000 fewer females were enrolled in 
pivotal trials than expected.

Overall, 252,586 women and 309,844 
men participated in pivotal clinical trials dur-
ing the time period examined.

FBI Warns COVID-19-Related 
Research Organizations on 
China Cybersecurity Threat
The FBI has announced they are investigating 
China-affiliated cyber organizations that are 
attempting to steal intellectual property and 

public health data from U.S.-based research 
organizations conducting COVID-19 research.

In a public service announcement from 
the FBI and the Cybersecurity and Infrastruc-
ture Security Agency (CISA), the agencies 
said that Chinese-based hackers are trying to 
obtain COVID-19 research data related to vac-
cines, therapies and testing. The announce-
ment specifically cited the People’s Republic 
of China.

Remdesivir Being Evaluated 
with Other Treatments for 
COVID-19
After Gilead Sciences’ remdesivir was ap-
proved for emergency use on COVID-19 
patients, a number of other trials have got-
ten underway to test the antiviral’s benefits 
in combination with other drugs. 

Researchers at the University of 
Southern California are conducting a trial 
of moderate to severe cases of COVID-19 
to see if adding Eli Lilly’s Olumiant 
(baricitinib) to remdesivir can reduce the 
need for invasive mechanical ventilation, 
according to Informa Pharma Intelligence, 
a market research firm that is tracking 
remdesivir trials. The National Institutes 
of Health is currently conducting a similar 
trial, but it is limited to severe cases.

Another trial at the University of Kansas 
is testing antihypertensive drug Cozaar 
(losartan) as a COVID-19 treatment, and it 
will also evaluate any potential interactions 
with remdesivir. 

One trial being conducted at the VA Bos-
ton Healthcare System is testing rheumatoid 
arthritis drug Kevzara (sarilumab) and rem-
desivir with standard of care for moderate 
COVID-19 cases. 

Meanwhile, a trial in Iran is studying 
remdesivir on top of standard of care, which 
includes some variation of chloroquine 
phosphate/hydroxychloroquine sulfate, 
lopinavir/ritonavir or atazanavir. 

And a trial in Croatia is evaluating Roche’s 
Actemra (tocilizumab) with standard of 

care. In this trial, remdesivir is considered a 
standard of care treatment. 

Researchers in France are testing dexa-
methasone with standard oxygen to sup-
port patients with severe COVID-19. Patients 
that are included in the trial are also being 
treated with remdesivir.

Guidance from Global 
Regulators Stresses Patient 
Safety, Risk Assessment
Regulators around the world have issued 
guidance and recommendations on how to 
navigate clinical trials during the COVID-19 
pandemic. Here is a summary of actions 
some agencies in the southern hemisphere 
have taken:

	} Mexico’s regulatory authority 
COFEPRIS recommended in a recent 
announcement that sponsors operat-
ing trials in the country develop a 
risk-management plan consisting of 
alternative safety measures to protect 
patients. Visits for currently enrolled 
participants may be rescheduled, 
COFEPRIS said, whereas recruitment of 
new participants should be post-
poned. Amendments to trials because 
of COVID-19 should be implemented 
immediately and submitted to the 
agency afterward. 

	} Similar to Mexico, Argentina also 
recommends sponsors develop a 
risk-management plan that will 
ensure safety of trial participants. 
Recruitment of healthy participants 
should be postponed unless a trial is 
directly studying COVID-19, said the 
National Administration of Medi-
cines, Food and Medical Technology 
in that nation.

	} Colombia has given its National Insti-
tute for Food and Drug Surveillance 
(INVIMA) permission to advance all 
COVID-19 trials approved by an ethics 
committee associated with a research 

see Industry Briefs on page 6 »
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This feature highlights changes in clinical 
trial organizations’ personnel.

Akcea Therapeutics
Carla Poulson has been hired as senior 
vice president and chief human resources 
officer at Akcea Therapeutics. Poulson was 
most recently vice president and senior 
human resources business partner at 
Vertex Pharmaceuticals.

Amylyx Pharmaceuticals
Amylyx Pharmaceuticals has appointed 
Machelle Manuel vice president and 
head of global medical affairs. Manuel 
was head of global medical scientific af-
fairs at Ironwood Pharmaceuticals prior to 
joining Amylyx.

Artax Biopharma
Joseph Lobacki has been appointed CEO 
of autoimmune disease company Artax 
Biopharma. Most recently, Lobacki was 
executive vice president of commercial and 
medical affairs at Verastem Oncology.

Aruvant Sciences
Gene therapy biotech Aruvant Sciences has 
appointed Joseph McIntosh chief medi-
cal officer. McIntosh was most recently vice 
president and head of clinical development 
at PTC Therapeutics.

BioSpecifics
Joseph Truitt, the interim CEO of BioSpecif-
ics, has been named CEO of the company.

Caribou Biosciences
Caribou Biosciences has appointed Cherry 
Thomas senior vice president of clinical de-
velopment. Thomas served as vice president 
of clinical development at Array Biopharma 
prior to this new role.

Celsius Therapeutics
Celsius Therapeutics has found its newest 
chief scientific officer in Jeanne Magram, 

who was most recently chief scientific officer 
of Quentis Therapeutics.

Dragonfly Therapeutics
Tapan Maniar, former vice president of 
clinical development at Repertoire Immune 
Medicines, has been appointed senior vice 
president and head of clinical development 
at Dragonfly Therapeutics.

Dyne Therapeutics
Debra Feldman, who most recently led 
regulatory affairs at Sage Therapeutics, has 
been appointed vice president and head of 
regulatory at Dyne Therapeutics.

FogPharma
FogPharma has named Tony Gibney 
chief financial officer and chief business 
officer. Gibney recently served as execu-
tive vice president and chief business 
officer of Achillion.

Gemini Therapeutics
Marc Uknis has been named chief medi-
cal officer of Gemini Therapeutics. Uknis 
was most recently vice president and 
global nephrology development lead 
at Achillion. 

Genentech
Genentech has hired Aviv Regev, a former 
core institute member of the Broad Institute 
of MIT and Harvard, to head the biotech’s 
research and early development division.

Herantis Pharma
Craig Cook has been named CEO of He-
rantis Pharma. Formerly, Cook was CEO of 
UK-based Midatech Pharma.

Jazz Pharmaceuticals 
Kim Sablich has been named executive vice 
president and general manager of North 
America at Jazz Pharmaceuticals. Previously, 
Sablich was chief commercial officer at 
Myovant Sciences.

Moderna
Patrick Bergstedt will now serve as senior 
vice president for commercial vaccines at 
Moderna. Most recently, Bergstedt was 
head of global marketing and commercial 
operations for vaccines at Merck. Mod-
erna has also named Jacqueline Miller 
senior vice president of infectious disease 
development. Miller was previously vice 
president and head of clinical R&D at 
GlaxoSmithKline. Additionally, Moderna 
has appointed Charbel Haber senior vice 
president of regulatory affairs. Haber joins 
Moderna from Biogen, where he served as 
vice president of global safety and regula-
tory sciences.

Myst Therapeutics
Myst Therapeutics has appointed George 
Smith vice president of business op-
erations. Smith was founder and most 
recently the integrated program lead as 
well as senior director at IQVIA’s Gene 
Therapy Center.

Oligomerix
Oligomerix has appointed Robert Foer-
ster chief financial officer. Foerster held 
several roles at Pfizer for 28 years prior to 
joining Oligomerix.

Pacira Biosciences
Donald Manning has been named chief 
medical officer of Pacira Biosciences. Prior to 
this appointment, Manning was chief medi-
cal officer of Adynxx.

Phoenix Tissue Repair
BridgeBio Pharma’s Phoenix Tissue Repair 
has named Hal Landy its chief medical of-
ficer. Landy was most recently chief medical 
officer at 4s3 Bioscience. Also, Deborah 
Ramsdell was named chief operating officer 
of Phoenix, joining the company from her 
previous position as consultant president/
CEO of Valerion Therapeutics.
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center. A guideline for submitting trials 
to the INVIMA has been posted on the 
regulator’s website.

	} In South Africa, the Health Products 
Regulatory Authority (SAHPRA) has 
issued guidance for clinical trials to 
help sponsors and CROs ensure the 
safety of trial participants during 
the pandemic. SAHPRA also recom-
mends sponsors describe in their 
clinical study reports how COVID-19 
impacted their trials to justify any 
protocol changes made or gaps in 
trial data.

FDA Guidance Maps Out Trial 
Design for COVID-19 Drugs
Sponsors of drugs to treat or prevent 
COVID-19 should focus on populations that 
are the hardest-hit and least-represented in 
clinical trials, including minorities and the 

elderly, according to a new FDA guidance 
released last week.

The guidance encourages sponsors to 
locate trials in areas with higher concentra-
tions of racial and ethnic minorities and even 
to consider conducting trials on geriatric 
patients located in nursing homes or elder 
care facilities.

The FDA “strongly recommends” trial 
designs that compare the investigational 
drug to placebo and standard of care, and 
notes that trial revisions may be necessary 
to keep up with important new discover-
ies that may alter the accepted standard 
of care. 

The guidance also encourages trial de-
signs that use an independent data monitor-
ing committee to ensure subject safety and 
data integrity.

Sponsors also should be prepared to 
open new sites or close existing sites based 
on regional spread of the virus. And they 
should develop criteria in advance for stop-

ping a trial in the case of drug futility or the 
risk of patient harm.

In a separate guidance issued last week, 
the FDA recommends sponsors begin 
COVID-19 drug development activities 
by requesting a pre-IND meeting with 
the agency. To move quickly, the FDA is 
consolidating the standard pre-IND meet-
ing request and package development 
processes into a single step and establishing 
a multispecialty, multidisciplinary team to 
focus on proposal review.

Sponsors who already have an active IND 
or who have submitted a pre-IND request 
to expand an approved drug for a COVID-19 
indication should submit a new meeting 
request for the COVID-19 indication.

The guidance outlines what information 
should be included in a pre-IND request for 
a COVID-19 trial and offers instructions for 
submitting requests to the agency.

To read the guidances, click here: https://
bit.ly/2LrGgn6 and https://bit.ly/3dNiWwd. 

Industry Briefs
continued from page 4

PinCell
Gabriella Camboni has been named CEO of 
Milan-based dermatologic biotech PinCell. 
Camboni is also CEO of BiovelocITA.

Spirovant Sciences
Spirovant Sciences has tapped Roland 
Kolbeck for the role of chief scientific officer. 
Kolbeck was most recently vice president 
and head of respiratory, inflammation and 
autoimmune research at MedImmune.

Spruce Biosciences
Dasharatha Reddy, former head of CMC 
at Landos Biopharma, will now serve as 
vice president of pharmaceutical devel-
opment and manufacturing at Spruce 
Biosciences.

TG Therapeutics
Owen O’Connor has been named chief 
scientific officer of TG Therapeutics. 
O’Connor is professor of medicine and 
experimental therapeutics at Columbia 
University Medical Center.

VuMedi
Dan Mosher has been named VuMedi’s 
chief operating officer. Mosher joins 
VuMedi from Postmates, where he 
served as senior vice president and 
merchant lead.

Wellcome Leap
Wellcome Leap, a not-for-profit organiza-
tion that funds global health innovations, 
has named Regina Dugan as CEO. Dugan 
most recently held the position of vice 
president at Facebook’s Building 8.

Up and Coming
continued from page 5

Learn more at www.centerwatch.com/crctrainer

The CRC Trainer
An Interactive Companion to The CRC’s Guide 
to Coordinating Clinical Research.

https://bit.ly/2LrGgn6
https://bit.ly/2LrGgn6
https://bit.ly/3dNiWwd
https://www.centerwatch.com/products/472?hittrk=CWW
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Human Challenge Studies
continued from page 1

they suffer adverse events, says Caplan, 
speaking at a WCG Clinical webinar last 
week. “The point is, you’re waiting for 
natural infection to get an answer both 
about safety and efficacy, and that can 
take years,” he said.

Although challenge studies are ethically 
controversial, Caplan argues that it could 
be worth the risk of intentionally giving the 
coronavirus to patients and justified when 
you look at the alternatives.

To make challenge studies morally 
defensible, Caplan recommended that 
researchers only select healthy adults aged 
20 to 29 that have consented to the study 
due to their lower risk of death or hospi-
talization from COVID-19. The participants 
must freely and voluntarily choose to 
enroll and must clearly understand what 
could go wrong. Caplan also recommend-
ed against paying participants.

“There are a number of obstacles that 
you have to overcome, even if you find 
an agent that looks … useful or hopeful,” 
Caplan said. “Let’s remember, we’ve been 
hunting for an AIDS vaccine for about 30 
years and we haven’t found one.” 

According to vaccine experts, challenge 
studies could shave six months to a year 
or two off the time it would take to study a 
single vaccine, Caplan said.

“Remember, studying the first vaccine 
may not work, so challenge studies would 
speed the process if we had to go through 
many candidates to find one that was effec-
tive enough or safe enough,” he added.

Caplan stressed the importance of 
obtaining hard data for safety and efficacy, 
whether from challenge studies or standard 
methods. If something were to go wrong 
with a COVID-19 vaccine, he said it could 
turn many already skeptical people com-
pletely against vaccination.

“I think you get one chance at this. I think 
getting the best data possible, quickly … is 
crucial if we’re going to be able to vaccinate 
our way out of this plague,” he said.

Even after a potential vaccine is discov-
ered, Caplan pointed out many hurdles 
that must be cleared. He named vaccine 
effectiveness, duration, distribution, cost 
and safety as issues that must be dealt 
with after a potential vaccine is found. 
For example, a vaccine will need to be 
manufactured in huge amounts — pos-
sibly billions of doses — with high-quality 
control as well, and then distributed. 
Production and distribution become even 
more complex if the vaccine requires more 
than one shot, such as the HPV vaccine for 
cervical cancers and the flu vaccine, which 
is administered annually.

He also noted that many vaccines are not 
completely effective — such as the flu vac-
cine, which is only effective 40 percent to 60 
percent of the time during a good year and 
often ineffective in the elderly, he claimed.

Caplan also said he is skeptical about the 
sky-high goal of having a working vaccine 
available for use by 2022 or sooner despite 
an unprecedented number of companies 
and institutions jumping into the fray, claim-
ing that historically, it’s never been even 
close to accomplished.

“The goal of having a vaccine available 
quickly is one that I’m going to say I’m 
afraid I don’t think it’s going to happen, 
even with this massive effort and a lot 
of money being poured in,” Caplan said. 
“The usual timeline for getting a vaccine 
developed is closer to 15 to 20 years; the 
fastest vaccine I’ve ever seen developed is 
six years. It takes a long time.”

Meanwhile, some progress on the 
treatment front has been made with 
Emergency Use Authorization granted to 
Gilead Sciences’ remdesivir on May 1. Anu 
Osinusi, Gilead Sciences’ executive director 
of research for emerging and respiratory 
viruses and leader of its research for rem-
desivir, spoke during the webinar as well, 
saying the company’s key considerations 
for remdesivir development focused on 
which populations to study first, which 
endpoints were clinically meaningful and 
what the utility of viral load testing was.

She discussed the various endpoints 
for the company’s trials of the drug (see 
table below).

Osinusi said that further research is still 
needed in viral load testing. Questions re-
main, for example, about viral shedding and 
its relation to the clinical picture.

“We see all these reports of people that 
recovered but they’re still shedding virus 
after. What does that really mean?” she said.

Research has made it clear that results 
have varied based on the assay used, speci-
mens collected, quality, timing in illness and 
mutations, Osinusi said, advising researchers 
to look at the optimal timing and type of 

Trial ID Design Primary Endpoint
NCT04257656 Double-blind, placebo-controlled (Severe) Time to clinical improvement by day 28
NCT04252664 Double-blind, placebo-controlled (Mild/Moderate) Time to clinical recovery by day 28
NCT04280705 Adaptive, double-blind, placebo-controlled Time to recovery on eight-point ordinal scale
NCT04292899 Randomized open-label (Severe) Clinical status at day 14 on seven-point ordinal scale
NCT04292730 Randomized open-label (Moderate) Clinical status at day 11 on seven-point ordinal scale
NCT04315948 Adaptive, open-label Clinical status at day 15 based on seven-point ordinal scale
NCT04321616 Randomized, open-label In-hospital mortality with a three-week timeframe

Source: Gilead Sciences

see Human Challenge Studies on page 8 »
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COVID-19 Trial Disruptions
continued from page 1

“Study halted prematurely due to COVID-19 
but potentially will resume. Follow-up visits 
continue virtually.”

Studies terminated/withdrawn cite such 
reasons as loss of funding, disruption of 
research team, cessation of nonessential 
clinical activities, recruiting problems and 
small numbers of new participants enrolled.

While most sponsors and sites intend 
to revive their trials, says Carlisle, the future 

doesn’t look promising. “The prospect of 
starting again is far from certain for any 
clinical trial that has stopped, and even in 
cases where a clinical trial resumes after the 
pandemic, there may be reduced statistical 
power, more funding needed or changes to 
the protocol to accommodate for the inter-
ruption,” Carlisle says.

Carlisle is gathering data from trials listed 
on ClinicalTrials.gov to assess the nature of 
COVID-19 disruptions and hopefully provide 
some insight into when recovery could oc-

cur. Examining data on the nearly 1,300 trials 
suspended in the same five-month period 
two years ago, he found only 9.5 percent of 
them were restarted within one year.

Carlisle is updating the numbers daily 
as the pandemic continues. He plans 
to continue collecting data until there 
has been a two-week period without a 
COVID-19 trial disruption or on Nov. 30, 
whichever comes first.

To view study data and the current 
report, click here: https://bit.ly/2WWus1F.

Clinical Trials That Were Terminated, Suspended or Withdrawn

Source: Benjamin G. Carlisle 
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clinical material to sample. She noted that 
Gilead’s remdesivir trials all required partici-
pants with pneumonia.

“Whether it’s mild or moderate or the se-
vere disease, you have to have radiographic 
evidence of pneumonia,” she said.

She added that while a lot of analyses 
or data with viral loads have been obtained 
using nasopharyngeal or oropharyngeal 
samples from the upper airway tract, 
researchers have also been looking into 
sputum samples.

“For an antiviral … as people get more 
severe and acute respiratory distress 

syndrome (ARDS) kicks in, there’s a lot 
of other stuff going on that’s not just 
the virus itself,” she said. “I think as more 
information has come out about COVID-19 
itself and some of the symptoms on things 
that we’re seeing, it’s clear that there are 
multiple factors, mechanisms in play with 
this disease.”

Human Challenge Studies
continued from page 7

https://bit.ly/2WWus1F
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Designed to Make  
Every Second of your  
Enrollment Period  
Count.

Achieve enrollment timelines with a customized, end-to-end recruitment plan from WCG Patient Engagement services.  
Backed by proven methods, a knowledge base of industry site enrollment performance, and our on-the-ground site 
support, we partner with you to enable your sites to achieve recruitment milestones on or ahead of schedule. These 
e�ciencies could amount to you saving two months in patient screening time, or 4,838,400 seconds. 

wcgclinical.com

http://pubads.g.doubleclick.net/gampad/clk?id=5190093325&iu=/20574322/C-CWW_PDF_ALL
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact

COVID-19 Trials and Actions

Enlivex Therapeutics Allocetra COVID-19 initiation of phase 2 trial enlivex.com

Bellerophon 
Therapeutics

INOpulse inhaled 
nitric oxide

COVID-19 IND approved by the FDA bellerophon.com

Moderna 
Therapeutics

mRNA-1273 COVID-19 vaccine IND approved by the FDA; 
Fast Track designation 
granted by the FDA

modernatx.com

Pluristem PLX cells severe COVID-19 cases 
complicated by Acute Respiratory 
Distress Syndrome (ARDS)

IND approved by the FDA pluristem.com

Redhill Biosciences opaganib (Yeliva, 
ABC294640)

moderate-to-severe SARS-CoV-2 
infection

IND approved by the FDA redhillbio.com

Abbott SARS-CoV-2 IgG 
lab-based serology 
blood test

COVID-19 antibody detection test Emergency Use Authorization 
(EUA) granted by the FDA

abbott.com

Applied DNA 
Sciences

Linea COVID-19 RT-
PCR test

SARS-CoV-2 detection EUA granted by the FDA adnas.com

Quidel the Sofia 2 SARS 
Antigen FIA

rapid detection of SARS-Cov-2 
antigens

EUA granted by the FDA quidel.com

Rutgers Clinical 
Genomics 
Laboratory

Spectrum Solutions 
LLC SDNA-1000 
Saliva Collection 
Device

COVID-19 antibody detection test EUA granted by the FDA rutgers.edu

Sherlock Biosciences Sherlock CRISPR 
SARS-CoV-2 kit

rapid detection of SARS-Cov-2 
antigens

EUA granted by the FDA sherlock.bio

Zymo Research Quick SARS-CoV-2 
rRT-PCR Kit 

rapid detection of SARS-Cov-2 
antigens

EUA granted by the FDA zymoresearch.com

Other Trials and Actions

Ocular Therapeutix OTX-CSI 
(cyclosporine 
intracanalicular 
insert)

dry eye disease dosing of first patient in 
phase 1 trial

ocutx.com

I-Mab Biopharma TJ004309 advanced solid tumors dosing of first patients in 
phase 1/2 trial

i-mabbiopharma.com

Rubius Therapeutics RTX-240 relapsed/refractory or locally 
advanced solid tumors

dosing of first patients in 
phase 1/2 trial

rubiustx.com

Strongbridge 
Biopharma

Recorlev 
(levoketoconazole)

endogenous Cushing’s syndrome completion of patient 
enrollment in phase 3 trial

strongbridgebio.com

AgenTus 
Therapeutics

agenT-797 cancer IND approved by the FDA agentustherapeutics.com

Histogen HST 001 androgenic alopecia in men IND approved by the FDA histogen.com

SciMount 
Pharmatech

SMP-100 Irritable Bowel Syndrome with 
diarrhea

IND approved by the FDA xilinglab.com

continues on next page »

https://www.enlivex.com/
https://www.enlivex.com/
http://www.bellerophon.com/
http://www.bellerophon.com/
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https://www.modernatx.com/
https://www.modernatx.com/
https://www.pluristem.com/
https://www.pluristem.com/
https://www.redhillbio.com/
https://www.redhillbio.com/
https://www.abbott.com/
https://www.abbott.com/
https://adnas.com/
https://adnas.com/
https://adnas.com/
https://www.quidel.com/
https://www.quidel.com/
https://www.rutgers.edu/
https://www.rutgers.edu/
https://www.rutgers.edu/
https://www.rutgers.edu/
https://sherlock.bio/
https://sherlock.bio/
https://www.zymoresearch.com/
https://www.zymoresearch.com/
https://www.ocutx.com/
https://www.ocutx.com/
http://www.i-mabbiopharma.com/en/
http://www.i-mabbiopharma.com/en/
https://www.rubiustx.com/
https://www.rubiustx.com/
https://www.strongbridgebio.com/
https://www.strongbridgebio.com/
https://www.strongbridgebio.com/
http://agentustherapeutics.com/
http://agentustherapeutics.com/
http://agentustherapeutics.com/
https://www.histogen.com/
https://www.histogen.com/
http://www.xilinglab.com/en/
http://www.xilinglab.com/en/
http://www.xilinglab.com/en/
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Drug & Device Pipeline News     (continued from page 10)

Company Drug/Device Medical Condition Status Sponsor Contact
Amgen

Cytokinetics

omecamtiv mecarbil chronic heart failure with reduced 
ejection fraction

Fast Track designation 
granted by the FDA

amgen.com

cytokinetics.com
AstraZeneca

Daichi Sankyo

Enhertu (fam-
trastuzumab 
deruxtecan-nxki)

patients with HER2 positive 
unresectable or metastatic gastric 
cancer who have received two or 
more prior regimens including 
trastuzumab

Breakthrough Therapy 
designation granted by the 
FDA

astrazeneca.com

daiichisankyo.com

CRISPR Therapeutics 

Vertex 
Pharmaceuticals 

CTX001 severe sickle cell disease and 
transfusion-dependent beta 
thalassemia

Regenerative Medicine 
Advanced Therapy 
designation granted by the 
FDA

crisprtx.com

vrtx.com

Eli Lilly Retevmo 
(selpercatinib)

adults with metastatic RET fusion-
positive non-small cell lung cancer 
and adult and pediatric patients 
<12 years of age with advanced or 
metastatic RET-mutant medullary 
thyroid cancer or advanced or 
metastatic RET fusion-positive 
thyroid cancer

approved by the FDA lilly.com

AstraZeneca

Merck

Lynparza (olaparib) 
in combination with 
bevacizumab

first-line maintenance treatment 
for HRD-positive advanced 
ovarian cancer

approved by the FDA astrazeneca.com

merck.com

REGISTER

MAGI's Clinical Research 
Cloud Conference 2020

49 sessions and workshops over eight days in eight tracks

Sixteen sessions address how COVID-19 will change clinical research 

130+ speakers with diverse expertise and backgrounds

Networking with a broad  range of experienced clinical research professionals

50+ continuing education contact hours (CME, CNE, CCB, CLE, other)

June 22 – July 2, 2020

Learn more at www.magiworld.org
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Upcoming Event Highlights
The Source for Clinical Research 
Jobs and Career Resources

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.

More Jobs

[   V IE W ALL  JOB  L IST INGS   ]

Jobs via Kelly Services

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

Lead, Sr Database Administrator (SQL)
WIRB-Copernicus Group (WCG)
Hamilton, NJ

Senior Clinical Data Scientist Programmer
Medavante-Prophase
Hamilton, NJ

Clinical Data Manager
Medavante-Prophase
Hamilton, NJ US

Project Manager - Patient Recruitment
ThreeWire
New York, NY

QA Analyst
Medavante-Prophase, Inc.
Hamilton, NJ

Principal Clinician - On-Demand (Japan)
Medavante-Prophase, Inc.
Myrtle Point, OR

Collection Specialist
Western Institutional Review Board
Puyallup, WA

Director, Business Development
WIRB-Copernicus Group (WCG)
Bala Cynwyd, PA (U.S. Remote Opportunities)

Lead, Sr Database Administrator (SQL)
WIRB-Copernicus Group (WCG)
Plymouth Meeting, PA

Manager, Statistical Programming
ACI Clinical
Bala Cynwyd, PA

NMR Scientist IV
Ridgefield, CT

Document Specialist 
Warren, NJ

Laboratory System Owner 
Collegeville, PA

Quality Assurance Auditor - CAP/CLIA/GxP 
Morrisville, NC

QA Laboratory Technician 
Indianapolis, IN

Microbiology Lab Technician 
Tigard, OR

2nd Shift Manufacturing Technician 
Framingham, MA

Account Manager (CRO) 
San Diego, CA

Drug Supply Administrative Coordinator
Allentown, PA

Chemist 
Bend, OR

Entry-Level Material Handler 
North Chicago, IL

Laboratory Technician 
Albany, OR

Animal Research Technician 
San Diego, CA

QA Inspector 
La Verne, CA

Downstream Manufacturing Associate 
Gaithersburg, MD

Chemical Plant QC Lab Technician 
Mt Airy, LA

Conferences 

JUNE 22 – JULY 2, 2020

MAGI’S CLINICAL RESEARCH 
CLOUD CONFERENCE 2020 
Online

48 sessions and workshops over 
eight days in eight tracks; 15 
sessions address how COVID-19 
will change clinical research.

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 Performance 
Management Summit.

Webinars
M AY  1 9 ,  2 0 2 0 
NAVIGATING YOUR CLINICAL 
TRIAL DURING COVID-19 
11:00 a.m. – 12:00 p.m. EDT

M AY  2 0 ,  2 0 2 0 
COVID-19 WEBINAR SERIES 
PART 10: UNIQUE CHALLENGES 
AND OPPORTUNITIES FOR 
EMERGING BIOPHARMA 
COMPANIES WITH FOCUSED 
PIPELINES 
2:00 p.m. – 3:00 p.m. EDT

M AY  2 7 ,  2 0 2 0 
FINAL ICH E6 (R2) GUIDELINE 
ON GOOD CLINICAL 
PRACTICES: THE REAL IMPACT 
OF THE CHANGES 
1:30 p.m. – 3:00 p.m. EDT

[   V IE W  A LL  E VE NTS   ]

JobWatch

http://www.centerwatch.com/jobwatch
http://jobwatch.centerwatch.com/jobs/search/results?sort=PostDate%20desc&page=1&searchType=featured&clientid=centerwatch&featured=Y
http://jobwatch.centerwatch.com/jobs/kelly-services-27391173-b
http://jobwatch.centerwatch.com/jobs/lead-sr-database-administrator-sql-hamilton-nj-08609-117600699-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/senior-clinical-data-scientist-programmer-hamilton-nj-08609-117263619-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/clinical-data-manager-hamilton-nj-08609-117263620-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/project-manager-patient-recruitment-new-york-ny-10007-117263621-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/qa-analyst-hamilton-nj-08609-117158783-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/principal-clinician-on-demand-japan-myrtle-point-or-97458-117827806-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/collection-specialist-puyallup-wa-98371-117789825-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/director-business-development-multiple-u-s-remote-opportunities-bala-cynwyd-pa-19004-117600700-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/lead-sr-database-administrator-sql-plymouth-meeting-pa-19462-117600697-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/manager-statistical-programming-bala-cynwyd-pa-19004-117588122-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/nmr-scientist-iv-ridgefield-ct-06877-ridgefield-ct-06879-117813383-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/document-specialist-warren-nj-warren-nj-07059-117813381-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/laboratory-system-owner-collegeville-pa-19426-117813104-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/quality-assurance-auditor-cap-clia-gxp-morrisville-nc-27560-117813051-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/qa-laboratory-technician-indianapolis-in-46202-117813196-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/microbiology-lab-technician-tigard-or-97223-117813325-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/2nd-shift-manufacturing-technician-framingham-ma-01701-117813260-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/account-manager-cro-san-diego-ca-san-diego-ca-92108-117813390-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/drug-supply-administrative-coordinator-allentown-pa-18103-117813214-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/chemist-bend-or-bend-or-97703-117813094-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/entry-level-material-handler-14-75-hr-waukegan-north-chicago-il-north-chicago-il-60064-117813064-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/laboratory-technician-albany-or-97321-117813096-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/animal-research-technician-san-diego-ca-san-diego-ca-92108-117813399-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/qa-inspector-la-verne-ca-91750-117813398-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/downstream-manufacturing-associate-gaithersburg-md-20898-117813412-d?contextType=browse
http://jobwatch.centerwatch.com/jobs/chemical-plant-qc-lab-technician-%C3%A3-%C3%A2-%C3%A2-garyville-la-mt-airy-la-70076-117813364-d?contextType=browse
https://www.magiworld.org/EventInfo?EVT=54
https://www.magiworld.org/EventInfo?EVT=54
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
http://cwinfo.centerwatch.com/cw-web20519-navigating-your-clinical-trial-during-covid-19?free_webinar_source=CWW
http://cwinfo.centerwatch.com/cw-web20519-navigating-your-clinical-trial-during-covid-19?free_webinar_source=CWW
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://goto.webcasts.com/starthere.jsp?ei=1321771&tp_key=7f2979d305
https://www.centerwatch.com/finaliche6r2?hittrk=CWW
https://www.centerwatch.com/finaliche6r2?hittrk=CWW
https://www.centerwatch.com/finaliche6r2?hittrk=CWW
https://www.centerwatch.com/finaliche6r2?hittrk=CWW
https://www.centerwatch.com/events

	Human Challenge Studies Could Be Worth the Risk, Bioethics Expert Argues
	COVID-19 Trial Disruptions Total More Than 1,100, Study Shows
	COVID-19 Update
	Industry Briefs
	Up and Coming
	Drug & Device Pipeline News
	JobWatch

