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By James Miessler

H ealthcare workers’ levels of stress 
rose to a new high of more than 40 
percent in 2022, putting them at 

greater risk of health and work performance 
issues, according to the latest in a series of 
annual surveys.

The most recent analysis, conducted 
throughout 2022 and spanning 118,642 total 
healthcare professional self-assessments using 
the Mayo Clinic’s Well-Being Index, evaluated 
the wellness of physicians, nurses, residents/
fellows and other healthcare occupations.

Approximately 40.2 percent of assess-
ments showed high levels of stress, up from 
37.8 percent in 2021, 35.6 percent in 2020 
and 37.6 percent in 2019, the year the an-
nual assessment began.

High stress levels contribute to many 
health risks, the survey shows, including 
risk of burnout, severe fatigue, perfor-
mance problems, suicidal thoughts, and 
poor quality of life, among other serious 
health issues.

Rates varied significantly by occupation, 
with nurses the most likely to feel high levels 
of stress, followed by physicians and med 
students. Out of the nearly 20,000 nurse 
wellness assessments received last year, 57.2 
percent showed high levels of stress, a slight 
drop from the 58 percent seen in 2021. 
Younger nurses in particular were at greatest 
risk of potentially dangerous stress levels.

According to the Well-Being Index, 
whose risk factors have been identified and 

Stress Levels Continue to Climb 
in Healthcare Workforce, Survey Finds

By James Miessler

Following a request for information by 
the White House’s Office of Science 
and Technology Policy (OSTP), a 

number of industry groups offered sugges-
tions for priming the U.S. clinical research 
infrastructure to effectively respond to 
future public health emergencies.

Pharmaceutical Research and Manufac-
turers of America (PhRMA), the Association 
of American Medical Colleges (AAMC), the 
Council on Governmental Relations (COGR) 
and others stressed the importance of diver-
sity initiatives, but utilizing decentralized tri-
als (DCT)/digital health technologies (DHT), 
expanding U.S. research capabilities, and 
developing emergency master contracts 
were also recommended.

Diversity Development
PhRMA believes that community involve-

ment and education will be essential to 
building trust in trials conducted to address 
public health crises, just as it is for normal 
clinical research.

“It will be critical to think through a 
robust education and outreach effort to 
address potential misperceptions that 
‘emergency’ suggests any jeopardizing of a 
focus on safety and efficacy,” the trade group 
wrote in its comments.

PhRMA advocated for the develop-
ment of community-based research 
sites in underserved areas, highlighting 
it as a critical component for improving 
diversity and identifying trust building as 

Trial Stakeholders Advise White House 
on Emergency Research Infrastructure

Follow These 10 Steps
To Safeguard Your Trial
Data Privacy Concerns

These Top
10 Steps

Will Help You!
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Industry Briefs  

FDA Guidance Advises RCTs 
for Oncology Drugs Seeking 
Accelerated Approval

Sponsors of new oncology drugs and 
biologics that aim to apply for Acceler-
ated Approval (AA) should use a random-
ized controlled trial (RCT) design rather 
than a single-arm trial in most cases, the 
FDA advises in new draft guidance issued 
last week.

RCTs can be preferable to single-arm 
trials because they can offer the opportunity 
for longer-term follow-up that can meet the 
postmarket requirements of AA, the guid-
ance says.

The 12-page guidance recommends 
sponsors conduct one RCT to support an 
AA application or two separate RCTs, one 
to support the application and another 
confirmatory trial to verify clinical benefit, 
the FDA says. 

Additionally, the FDA recommends 
sponsors select an endpoint that can be 
evaluated earlier in the disease and trial 
and consider the investigational drug’s 
mechanism of action, the ability to reliably 
characterize the measurable disease and 
other context-reliant factors when choosing 
an endpoint.

The agency acknowledges there can be 
“significant concerns about the feasibility 
of a randomized controlled trial” in some 
cases, making a single-arm trial more ap-
propriate. “Careful consideration should be 
taken in determining whether a single-arm 
trial is appropriate in a particular clini-
cal and regulatory context,” according to 
the guidance, which advises sponsor to 
consult with the agency before making 
that decision.

The guidance also offers the FDA’s 
perspective on confirmatory trials, a 
key component of AA. It reminds spon-
sors to carry out these postmarket trials 
“with due diligence” and in line with the 
conditions set by the agency, including 
enrollment targets, the trial protocol and 

milestones, and the intended date of 
trial completion.

Comments on the draft guidance are due 
by May 26.

Read the draft guidance here: https://bit.
ly/42BDQIY.

FDA Framework Will Explore 
DHTs in Regulatory 
Decision-Making

The FDA is standing up a new program 
to provide a framework for regulators, 
researchers and the public to explore how 
digital health technologies (DHT) — such as 
mobile medical apps and wearable devices 
— can advance drug development.

The agency’s “Framework for the Use 
of Digital Health Technologies in Drug and 
Biological Product Development” maps a 
series of activities that will guide its use of 
DHT-derived data.

“DHTs and DHT-derived data can be im-
portant tools in supporting timely access to 
safe, effective and innovative new medicines 
for patients,” the agency said in its frame-
work outline. 

“Despite the potential advantages of 
DHTs, many challenges arise when incor-
porating DHTs and DHT-derived data into 
regulatory decision-making. This framework 
outlines a multifaceted approach to col-
laboratively address these challenges with 
stakeholders,” the agency said.

Internally, a steering committee of FDA 
division leaders will guide the framework’s 
development and activities, ensuring that 
any policy developed will be consistent 
across the agency. The committee will 
convene a series of public meetings with 
stakeholders, including patients, biopharma-
ceutical companies, DHT companies and aca-
demia, gathering input on relevant issues.

The framework will also seek demonstra-
tion projects that might help inform the best 
ways to integrate DHT-derived data into 
regulatory decision-making. Guidance may 
arise from these projects. 

The FDA recognizes, however, that 
considerable information technology 
updates will be needed to handle the 
new data sources. These will likely 
include updates supporting the review 
of DHT datasets and DHT-related submis-
sions, training staff to evaluate these 
data and developing new statistical 
methodologies.

DHT-derived data will be stored on a 
secure cloud server, the agency said.  After 
establishing the cloud environment, the 
agency will pilot a secure, cloud-based 
mechanism to support submission and 
review of DHT-generated datasets.

Externally, the FDA will be meeting 
with sponsors, patient advocacy groups, 
DHT companies, clinical investigators, 
international regulatory bodies and pro-
fessional societies. 

“Such activities can help FDA better 
understand the challenges and opportuni-
ties associated with DHTs and will include 
holding public meetings, running demon-
stration projects and publishing guid-
ance on the use of DHTs to support drug 
development and review.

Although the framework itself is not a 
guidance, the agency has published sev-
eral draft guidances dealing with the top-
ics it explores and plans to release more 
later this year. The most recent of these, 
“Electronic Systems, Electronic Records, 
and Electronic Signatures in Clinical In-
vestigations: Questions and Answers,” was 
released earlier this month (CenterWatch 
Weekly, March 20).

Upcoming guidances include “Decen-
tralized Clinical Trials for Drugs, Biological 
Products, and Devices,” and “Regulatory 
Considerations for Prescription Drug Use-
Related Software.” 

The agency invites comments on the 
guidance by May 23.

Read about the framework here: https://
bit.ly/3JDJOQQ.

continues on next page »
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Industry Briefs     (continued from page 2)

UK Proposes Sweeping 
Changes to Rules Governing 
Clinical Trials

The UK’s Medicines and Healthcare 
products Regulatory Agency (MHRA) has 
proposed major reforms to its clinical 
trial regulations, including a 30-day maxi-
mum for reviewing new trial applications 
and a 10-day maximum for granting a 
decision after receiving requested follow-
up information.

MHRA said the agency reviewed more 
than 2,000 stakeholder responses when 
devising the slate of proposals and noted 
that the UK’s trial landscape has “shifted,” 
given that sponsors have many competi-
tive, alternative options of where to launch 
their trials.

In an October 2022 report, the Associa-
tion of British Pharmaceutical Industry 

(ABPI) warned that the UK’s National 
Health Service patients are facing reduced 
access to innovative treatments because 
the number of industry trials initiated in 
the UK annually dropped by 41 percent 
from 2017 to 2021.

Now, as part of its efforts to streamline 
the trials process and shore up its inter-
national profile, MHRA said it will seek a 
combined MHRA/research ethics review and 
would align with International Council for 
Harmonization’s (ICH) good clinical practice 
guideline, ICH E6.

In a new requirement, MHRA also 
said that sponsors would be required 
to register trials with the World Health 
Organization within 12 months of the 
end of the trial unless a deferral has been 
agreed by or on behalf of the research 
ethics committee.

Beyond initiatives to improve transpar-
ency and speed, the proposed reforms also 
aim to reach more diverse populations. 
The agency has promised to issue guid-
ances on diversity in clinical trials but said 
it would not be imposing diversity targets 
or quotas.

MHRA did not set a timeline for when 
these changes would be implemented 
but did say it would begin working with 
lawyers to draft new legislation to reflect 
the regulatory updates, adding that it aims 
to ensure flexibility while providing for 
legally enforceable requirements.

ABPI said it welcomed the agency’s 
“commitment to work with our industry 
to co-develop new regulatory guid-
ance and their pragmatic approach to 
patient and public involvement and trial 
diversity.”

May 21–24, 2023
Philadelphia, PA

LEARN MORE

Eager for solutions that will take your clinical operations, 
business and regulatory compliance to new heights?

No matter where you are in your clinical research career, 
WCG MAGI Clinical Research Conference — 2023 East 
has what you need to ignite change — in your work, your 
organization and throughout the industry.

https://wcg.swoogo.com/magi-east23?ref=CWW
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a solid starting point. In building up these 
sites and making trials more accessible to 
their surrounding populations, the trade 
group recommended:

	} Considering the needs of diverse 
groups when designing trials;

	} Implementing enrollment/retention 
strategies that improve inclusivity 
while reducing participation bur-
dens; and

	} Expanding eligibility criteria in trials 
when appropriate.

Education, too, is critical, not just for 
enhancing diversity of trial populations but 
for improving inclusion of investigators, trial 
staff and others involved in running trials, 
PhRMA wrote.

Reaching out to medical professionals 
and educating sites on clinical research in 
underserved communities is particularly 
pivotal, the group wrote, as is community 
outreach that improves trial awareness, 
health education and individual health 
literacy. In addition, acknowledging past 
scientific wrongs done to underrepresented 
groups is important.

The MITRE Center for Data-Driven Policy 
posed another diversity strategy: reducing 
trial complexity and costs. Often, simpler 
trial designs and quality-by-design ap-
proaches can help reduce the level of data 
collection required and, as a result, reduce 
burden for sites and participants alike, low-
ering a barrier to diversity by extension, the 
nonprofit said.

“Experts agree that many trials are too 
complex and that simpler, streamlined trials 
would allow us to answer many important 
clinical questions. This, in turn, will enable us 
to reach more diverse patients who do not 
have the time and resources to participate in 
trials at large academic medical centers,” the 
group wrote.

Use of DCTs and New Technologies
Wisely using new tools and technolo-

gies can also cut down data collection 
workloads, MITRE advised. For instance, 

technology can help embed data 
collection in the electronic health record 
(EHR) to make data collection less ardu-
ous for clinicians while adding to real-
world data and directly gathering data 
from patients.

Similarly, PhRMA voiced its support for 
using and advancing technology solutions, 
such as DHTs and DCT methodologies, to 
enable increased access to trials during 
health emergencies, pointing to their 
impact during the COVID pandemic to 
facilitate participation.

However, while these tools have 
the potential to provide “scientific and 
practical advantages,” PhRMA reminded 
OSTP that patient access to high-speed 
internet and digital technologies may 
vary significantly. Similarly, the Milken 
Institute, a nonprofit think tank, echoed 
this sentiment. 

“Researchers must be careful not to 
disenfranchise underserved communities 
through DCTs and remote tools, despite 
their usefulness,” the institute wrote. Al-
though these methods aim to engage more 
communities, they may contribute to further 
barriers for patients who lack the technology 
required to participate.”

According to MITRE, trial execution ex-
perts widely agree that simplifying trials and 
using new technological solutions also re-
quires cutting the costs of U.S. trials tenfold. 
If this is achieved, bringing trials outside of 

academic centers and into the community 
will be made easier, MITRE advised.

As diversity initiatives continue, MITRE 
also recommended clearly assessing, track-
ing and cutting per-patient costs, which it 
claims now exceed $40,000 per patient on 
average, noting that these current costs and 
accompanying resources would be hard to 
sustain through a pandemic.

‘Warm Base’ Research
Stakeholders also support establishing a 

“warm base” of research, an approach meant 
to bolster U.S. trial capacity by training trial-
inexperienced sites on regulations, proce-
dures and data-gathering ahead of the mass 
launch of a protocol(s) to address a public 
health emergency.

AAMC implored OSTP to consider 
this “sorely needed and resource inten-
sive” initiative and determine how it 
could be initiated and funded at sites 
with little bandwidth for research, but 
warned “even simple data collection trials 
created to build this capacity through 
‘warm base’ research must themselves 
be ethically and scientifically sound 
and conducted and overseen by trained 
research staff.”

MITRE also signaled support for warm 
base research and recommended a focus on:

	} Disease areas with high health 
burden and unmet medical need, 
particularly in underserved and 
vulnerable communities;

	} Communities with specific research 
questions that could meaning-
fully benefit if these questions were 
answered;

	} Research with little commercial incen-
tive; and

	} Questions that can be answered by 
point-of-care trials.

Emergency Trial Master Agreements
Though stakeholders expressed some 

skepticism over use of trial master agree-
ments — trial agreements easily accept-
able to all sites and sponsors that eliminate 
back-and-forth negotiations and save 

Research Infrastructure
(continued from page 1)

“Experts agree that many 
trials are too complex and that 

simpler, streamlined trials 
would allow us to answer many 
important clinical questions.”

— comment from the MITRE Center for 
Data-Driven Policy

see Research Infrastructure on page 5 »
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significant time/resources — they did offer 
some recommendations.

COGR, which described master agree-
ments as a longtime “Holy Grail” of clinical 
trials, noted the challenges inherent in devel-
oping them but also heralded prior successes 
in creating less comprehensive contract tem-
plates that could be useful in an emergency 
situation. In particular, the research associa-
tion noted that non-U.S. entities may throw 
collaborative complexities into the mix.

“Global and political circumstances 
may make research institutions of all types 
reluctant to work with certain international 
partners, yet their information, data and 
expertise may be essential to addressing 
the emergency. OSTP and U.S. government 
agencies must be prepared to provide clear 

direction on any prohibited collaborations,” 
COGR advised.

Pathways for rapid intergovernmental 
communication and measures to enable 
global emergency research, such as interna-
tional regulatory flexibilities, will be critical 
as well, the council added.

Because of the array of organizations 
that may be involved in emergency trials, 
the contract provisions, terms and capacity 
assessments required may differ between 
trials and organizations, AAMC noted, with 
interventional trials, observational trials and 
reviews of medical records all requiring dif-
ferent expertise and infrastructure.

Due to this, “a tiered set of agreement 
provisions allowing each institution to opt in 
to a threshold set of terms based on its cur-
rent [trial] capacity” should be considered, 
the association said.

Further, AAMC cautioned that many 
institutions could be barred contractu-
ally from starting or taking part in other 
trials upon signing a master agreement. 
“Without knowing in advance what 
the agreed-upon trials would seek to 
answer, this might have a chilling 
effect on the willingness of some orga-
nizations to participate,” the association 
warned.

Read AAMC’s comments here: https://bit.
ly/42yzn9L.

Read COGR’s comments here: https://bit.
ly/3TDul8b.

Read the Milken Institute comments 
here: https://bit.ly/3yY8YVp.

Read MITRE’s comments here: https://bit.
ly/40jCOPU.

Read PhRMA’s comments here: https://
bit.ly/3z5luTi.

Research Infrastructure
(continued from page 4)

It’s your guide to understanding how to:

n Secure new clinical studies, 
assess feasibility and create 
study budgets

n Recruit and retain study 
volunteers

n Comply with changing federal 
regulatory guidelines 

n Prepare for sponsor or IRB 
audits

n Prepare for certification exams 

n Implement and adhere to strict 
standard operating procedures

n Conduct informed consent and 
protect human subjects

Conduct better, safer and more 
efficient clinical trials
This new edition of The PI’s Guide is packed with  
information regarding your responsibilities, including  
practical and ethical study conduct, site and financial 
management, and responsibilities imposed by ICH E6(R2).

Order today at www.centerwatch.com/piguide
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validated by Mayo Clinic researchers, nurses 
experiencing high stress levels are:

	} Five times more likely to feel burned out;
	} Three times more likely to leave their 

current jobs;
	} Two times more likely to perform 

below average at their positions;
	} Two times more likely to experience 

severe fatigue; and
	} Two times more likely to have a poor 

quality of life.
Although 81 percent of nurses found 

their work to be meaningful, 60.7 percent 
reported feeling burned out, while ap-
proximately two-thirds reported emotional 
problems, such as anxiety, depression and/
or irritability, and more than a one-fourth 
reported lacking enough personal and fam-
ily time.

The index also connects users with cus-
tomized wellness resources; nurses primarily 
accessed stress and resiliency support (23.8 
percent), emotional help (22.2 percent), rela-
tionship and work-life balance support (13.7 
percent), and career development resources 
(13.4 percent). These were followed by help 
with fatigue (12.7 percent) and support 
on health behavior (5.7 percent), suicidal 
thoughts (4.4 percent), money (3.2 percent) 
and alcohol/substance abuse (0.7 percent).

Of the nearly 30,000 physicians that 
took the assessment, 38.6 percent were 
undergoing high levels of stress, with 
highly experienced physicians (25 years 
of practice or more) the least likely to hit 
these high levels.

Similar to nurses, 83 percent of respond-
ing physicians said they found their work 
meaningful but more than half felt burned 
out from their jobs. Emotional problems 
were also frequently cited (52.4 percent), 
and one-third of physicians reported not 
having enough time for themselves and 
their families.

The Well-Being Index says that physicians 
with these high levels of stress suffer:

	} Five times the risk of burnout;
	} Four times the risk of experiencing 

severe fatigue;
	} Three times the risk of having a low 

quality of life overall;
	} Two times the risk of reporting a recent 

medical error; and
	} Two times the risk of suicidal thoughts.

The survey found that physicians primar-
ily pursued help with relationships and 
work-life balance (24 percent), stress and 
resiliency (22.6 percent), emotional concerns 
(17.2 percent) and career development re-
sources (11.3 percent), followed by help with 
fatigue (7.7 percent) and support on health 

behavior (5.3 percent), suicidal thoughts (4.9 
percent), money (2.6 percent) and alcohol/
substance abuse (1 percent).

The COVID pandemic raised stress 
levels, which are being made worse by 
understaffing, protocols that continue to 
grow in complexity and new technology 
that must be learned and implemented, 
says Jimmy Bechtel, vice president of site 
engagement for the Society for Clinical 
Research Sites (SCRS).

“There isn’t a silver bullet for this prob-
lem, unfortunately,” Bechtel told Center-
Watch Weekly. “The pandemic led us here 
and it’s going to take a while to recover.”

He advises sites to make back-filling 
vacant positions a top priority, as many sites 
have been, though doing this is a challenge 
on its own considering the smaller pool of 
candidates in clinical research. In addition, 
site leadership may find it fruitful to look 
into stress reduction programs and tech-
niques, Bechtel says.

“Anytime we can better learn to analyze 
and address the stress of those that work 
for and with us, the better we will be,” he 
said. “But a lot of the reasons behind this 
stress are systemic to the industry. We have 
to address them to fix this and alleviate 
these problems.”

Access the full report here: https://bit.ly/ 
42sgqpg.

Stress Levels
(continued from page 1)

REGISTER

Effective Root Cause Analysis and CAPA Investigations 
for Drugs, Devices and Clinical Trials
A Virtual Workshop Presented by WCG FDAnews and ValSource Learning Solutions
Tuesday, April 25, 2023 – Thursday, April 27, 2023 • 11:00 AM - 4:00 PM EDT

Learn more at www.fdanews.com/capa
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status

Trials Authorized

FSD Pharma Australia Lucid-201 (Lucid-Psych) Major depressive disorder IND for a phase 1 trial approved by 
Australia’s regulatory authority

OliX Pharmaceuticals OLX72021 Androgenic alopecia IND for a phase 1 trial approved by 
Australia’s regulatory authority

Trials Initiated

Arbutus Biopharma AB-161 Hepatitis B Initiation of a phase 1 trial

Direct Biologics ExoFlo Medically refractory Crohn’s disease Initiation of a phase 1 trial

Fusion Pharmaceuticals FPI-2059 Solid tumors expressing NTSR1 Initiation of a phase 1 trial

Matrivax MVX01 pneumococcal disease 
vaccine

Streptococcus pneumoniae infections Initiation of a phase 1 trial

Phanes Therapeutics PT886 Gastric, gastroesophageal junction and 
pancreatic adenocarcinomas

Initiation of a phase 1 trial

Pyxis Oncology PYX-201 Solid tumors Initiation of a phase 1 trial

ReCode Therapeutics RCT1100 Primary ciliary dyskinesia caused by 
pathogenic mutations in the DNAI1 
gene

Initiation of a phase 1 trial

continues on next page »

The case for patient engagement to improve clinical trials
By John W. Mitchell, MS 

I n the quest to achieve better out-
comes, control costs, and improve 
health under a slew of government 

policies and laws in recent years (i.e., the 
-

able Care Act [ACA]), something un-
precedented happened: Clinicians of all 
stripes began asking: What do patients 
want? 

-
tional Coordinator of Health Informa-

Phar-
maceutical Outsourcing, patient involve-

engagement, which has alternatively 
been known by many names, including 
patient centricity and patient activation, 
refers to the process of involvi

The issue of proper documentation in IRB liability
By Sue Coons, MA 

T he guidance Minutes of Institutional 
Review Board (IRB) Meetings in 

Federal Register 
describes the requirements for IRB meet-
ing minutes and provides recommenda-
tions for meeting applicable regulatory 

Protections (OHRP) and Food and Drug 
Administration (FDA). It is intended 
for institutions and IRBs responsible 
for oversight of human subject research 
under HHS and FDA regulations. 

However, a court case from the early 
-

ing IRB meeting activity not only puts 
IRBs in violation of regulatory standards, 
but also could put them in legal cross-
hairs if research participants are harmed 
or perceive harm in a clinical trial.  

Inadequate documentation in IRB 

during FDA inspections, the guidance 

FDA’s website for bioresearch monitor-
ing (www.fda.gov/ScienceResearch/
SpecialTopics/RunningClinicalTrials/
default.htm -
cies found during IRB inspections to 
be: inadequate initial and/or continuing 
review; inadequate written procedures; 
inadequate meeting minutes and mem-

bership rosters; quorum issues; prompt 
reporting of noncompliance, suspension/
termination; Subpart D issues; and lack 
of or incorrect risk determination.

Learning Objectives:

1. List some of the documentation deficiencies FDA is 
finding in its IRB inspections.

2. Describe the claims plaintiffs in Robertson v McGee 
made against IRB members.

3. Explain the importance of proper documentation of 
IRB activities.

4. Discuss the concept of individual liability in IRB 
decisions.

Learning Objectives:

1. Explain the state of patient engagement in clinical 
trials.

2. Describe the barriers to and case for patient 
engagement strategies in clinical trials.

3. List examples of marketing and sales strategies in 
patient engagement. 

4. Discuss the future of patient engagement in clinical 
trials.
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IRB liability and meeting minutes

 Who did the clinical trial 
plainti�s not name in the lawsuit?
a. Principal investigator
b. IRB chair
c. Nurse coordinator
d. IRB members

 What did the plainti�s mention in 
their complaint about the IRB in 

 Author Remigius N. Nwabueze 
argued that:
a. IRB members may have 

individual liability in the case of 
harm of a research subject

b. Research institutions protect 
IRB members from liability

c. IRB meeting documentation has 
no bearing on potential liability 
of IRB members

d. None of the above

Critical self-examination and 
internal audits are some of the best 
ways to catch errors, says attorney 
Daniel L. Icenogle.
a. True 
b. False

Which of the following commonly 
is observed during inspections of 
IRB operations?
a. Missing minutes
b. Inaccurate account of meeting 

attendance
c. Insu�cient or incomplete detail 

in minutes
d. All of the above

 Requirements for IRB meeting 

 Which of the following is useful 
to guide the preparation of IRB 
meeting minutes?
a. 
b. Standard operating procedure 

on minutes’ preparation and 
maintenance

c. A standardized minutes’ 
template

d. All of the above

An IRB is comprised of seven 
members. At the meeting, four 

including a non-scientist and an 
una�liated member. For one hour 
during the meeting, the non-
scientist leaves the room for an 
hour to take a conference call. For 
that hour, a quorum technically is 
still present because the requisite 
four members were at the start 
of the meeting. �erefore, any 
approval vote on a study made 
during that hour is valid.
a. True
b. False

For studies involving children, 

Please note: The website for Research Practitioner 
exams and evaluations has changed. Please visit the 
following website which will navigate you to each exam 
for completion:
http://store.centerwatch.com/t-exams.aspx  
If you have any questions, feel free to email 
customerservice@centerwatch.com or  
call 866-219-3440.

Requirements for Successful Completion
To receive contact hours, participants must register, 
read the full journal and then go to: http://store.
centerwatch.com/t-exams.aspx

Read the instructions on this page to register, select an 
active exam, successfully complete the post-test with a 
minimum score of 70%, complete the evaluation, and 
view and print your certificate. 

  Keep your  up to date 
Earn up to 18 contact hours accepted  
by ACRP, SoCRA and CCIP organizations
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Drug & Device Pipeline News     (continued from page 7)

Company Drug/Device Medical Condition Status

Vaxxinity VXX-401 Hypercholesterolemia Initiation of a phase 1 trial

Allarity Therapeutics Stenoparib plus dovitinib Advanced solid tumors, including 
ovarian cancer

Initiation of a phase 1b trial

Neurvati Neurosciences Radiprodil GRIN-related disorders Initiation of a phase 1b trial

Oryzon Iadademstat plus gilteritinib Relapsed/ refractory acute myeloid 
leukemia with FLT3 mutations

Initiation of a phase 1b trial

BridgeBio BBP-398 plus Opdivo Advanced solid tumors with KRAS 
mutations

Initiation of a phase 1/2 trial

Debiopharm Debio 0228/0328 Unresectable, locally advanced or 
metastatic solid tumors

Initiation of a phase 1/2 trial

Vaccinex Pepinemab plus avelumab Metastatic pancreatic adenocarcinoma Initiation of a phase 1b/2 trial

OrsoBio TLC-3595 Insulin resistance, including type 2 
diabetes treated with glucose-lowering 
therapies

Initiation of a phase 2a trial

Approvals

Cidara Therapeutics

Melinta Therapeutics

Rezzayo (rezafungin for 
injection) 

Candidemia and invasive candidiasis 
in adults with limited or no alternative 
treatment options

Approved by the FDA

Incyte Zynyz (retifanlimab-dlwr) Metastatic/recurrent locally advanced 
Merkel cell carcinoma

Approved by the FDA

Novartis Tafinlar (dabrafenib) plus 
Mekinist (trametinib)

BRAF V600E low-grade glioma in 
patients one year of age and older

Approved by the FDA for expanded 
indication

Regeneron 
Pharmaceuticals

Evkeeza (evinacumab-dgnb) Homozygous familial 
hypercholesterolemia in patients age 
five to 11 years 

Approved by the FDA for expanded 
indication

Sanofi Dupixent (dupilumab) Severe atopic dermatitis in patients age 
six months to five years

Approved in the EU for expanded 
indication

Orion

Bayer

Nubeqa (darolutamide) plus 
docetaxel

Metastatic hormone-sensitive prostate 
cancer

Approved in China for expanded 
indication

Aurion Biotech Vyznova Bullous keratopathy of the cornea Approved in Japan 
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