
By James Miessler

D emographics for clinical research 
professionals have stayed largely the 
same over the past decade, but an 

increasing focus on new technology, decen-
tralization and inclusion in trials is creating 
a need for a workforce that is more diverse 
in terms of gender, age, race and job skills.

Sites see a growing need for technologi-
cal know-how as well as new roles aimed at 
tapping into the younger population. At the 
same time, it is becoming more difficult to 
hold on to the staff they have. And as spon-
sors and sites continue working to improve 
the diversity of trial participants, they are 
realizing that site staff needs to be represen-
tative of the populations they seek to enroll. 

The clinical research workforce com-
prises tens of thousands of professionals 
who are predominantly female and middle-
aged, with an average age of 44, Susan Lan-
dis, executive director of the Association 

for Clinical Research Professionals (ACRP), 
told The CenterWatch Monthly. But it’s dif-
ficult to gauge the true composition of the 
field, she says, as the U.S. Bureau of Labor 
and Statistics does not yet recognize clini-
cal research as a specific profession or track 
data specific to the workforce.

Regardless, workforce expansion is 
sorely needed, as are retention strategies 
to keep valuable, experienced employees 
from retiring, going elsewhere or quitting 
entirely during the “Great Resignation” 
occurring in virtually all industries. Sites 
are in stiff competition with sponsors, 
CROs and even big tech companies that 
can offer higher salaries and better ben-
efits, using both to headhunt existing staff 
and corner new applicants. 

Landis notes a key trend ACRP has 
seen impacting the workforce: the transi-
tion to decentralized trials (DCTs) that is 
introducing multiple new and unfamiliar 
technologies that site staff must learn to 

use, but also creating an opportunity for 
the younger demographic to get involved 
in clinical research.

“There is a traditional adoption curve 
occurring — from early adopters to those 
who are taking a ‘wait and see’ approach 
and those who might not be able to adapt” 
to decentralized methods, Landis says. 
“Clinical research professionals, especial-
ly at the site level, are absorbing both the 
promise and the pressure of the transfor-
mation of clinical research and DCTs.”

The explosion of technology has created 
a dire need for tech-savvy personnel as well 
as new job roles. Many organizations, such as 
investigator site Rochester Clinical Research, 
have created an entirely new position — a 
patient engagement specialist — and hired 
many young, tech-proficient people in their 
early 20s to fill it after seeing some of their 
middle-aged staff struggle. These new hires, 
who have used computers and electronic 
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N ew data show that unconscious biases 
and misconceptions held by principal 
investigators (PI) are creating bar-

riers to patient enrollment. These obstacles 
should be addressed by educational efforts 
and other measures led by sites, experts say.

There’s often a disconnect between pa-
tient willingness to participate in trials 

and PIs actually offering them, findings 
from a recent survey show. Three-quarters 
of respondents said they’re likely to con-
sider a trial if a doctor suggests it. And 77 
percent of respondents who belong to pop-
ulations traditionally underrepresented in 
trials agreed.

But the survey found that 56 percent of 
patients assumed to be eligible are not of-
fered a trial by PIs, and PIs indicated they 

expect 55 percent of patients to be unwill-
ing when a trial opportunity is offered.

Respondents to the survey conducted 
by ZS, a professional services company 
with a focus on clinical research, includ-
ed 157 PIs, 78 research coordinators, 201 
experienced and inexperienced patients, 
and 83 historically underrepresented pa-
tients. 

see Workforce Demographics on page 4
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Regulatory Update
Cell & Gene Therapy Fueled Large 
Surge in Clinical Holds Last Year

FDA clinical trial holds saw a sharp in-
crease in 2021, propelled in large part by 
holds on cell and gene therapy trials.

Last year’s spike was large enough to 
put the amount of clinical holds at double 
the historical average, according to an 
analysis of the past 12 years by investment 
banking firm Jefferies. One reason for 
the development, according to Jefferies 
equity analyst Michael Yee, is increased 
clinical trial activity in the cell and gene 
therapy space.

Cell and gene therapy trials accounted 
for approximately 40 percent of all clinical 
holds last year despite comprising far less 
than 40 percent of all trials, “suggest[ing] 
there are technical and safety questions 
that still need to be worked through” for 
such products, Yee wrote.

The analysis notes that 50 to 60 per-
cent of clinical holds end up being lifted, 
with oncology and hematology seeing 
the highest rates of resumption and neu-
rology and infectious disease seeing the 
lowest.

Overall, oncology has been respon-
sible for half of all clinical holds since 
2010. Yee noted that while cancer trials 
comprised a majority of holds between 
2014 and 2019, last year’s surge (which 
extended partly into 2020) was fueled by 
other therapeutic areas that have seen 

development booms, including gene 
therapy, gene editing and neurology.

“This could be because of increased 
new drug development outside of oncol-
ogy, but we also wonder whether devel-
opers are taking riskier approaches with 
nononcology drugs as well,” Yee said.

FDA Commissioner Califf Tweets 
His Priorities

Newly confirmed and sworn-in FDA 
Commissioner Robert Califf spelled out 
some of his priorities in a Feb. 17 memo to 
the agency’s staff and repeated them in a 
series of tweets from his brand-new Twit-
ter account — @DrCaliff_FDA.

Califf will now steer the FDA through 
at least the end of President Biden’s first 
term. He faces the ongoing pandemic as 
well as the incorporation of real-world 
evidence more directly into the FDA’s 
drug approval decisions and controversy 
over decisions made under the agency’s 
accelerated approval pathway.

Other listed priorities include main-
taining the agency’s “reliance on the best 
available science and most rigorous data” 
in its decisions, strengthening the agen-
cy’s response to the opioid and stimulant 
crisis, and “countering misinformation 
about science and the FDA that has be-
come increasingly prevalent.”

Califf also said he will work on im-
proving the FDA’s ability to collect and 

analyze data in order to “have the neces-
sary and best evidence to make well-in-
formed decisions” across the FDA’s areas 
of responsibility.

UK’s NIHR Bolsters Early-Phase 
Clinical Research Sites

The UK’s National Institute for Health 
Research (NIHR) has announced it will 
allocate £161 million (about $214.5 mil-
lion) to early-phase trials.

According to NIHR, the research arm 
of the UK National Health Service, the 43 
percent increase in funding will benefit 
its 28 clinical research facilities (CRF) 
conducting phase 1 and early phase 2 
safety and efficacy trials.

NIHR’s CRFs conducted almost 5,000 
studies in the past year, nearly one-fifth 
of which were phase 1 trials.

Toxicity is Primary Concern in 
Early-Phase CAR T-Cell Trials, 
Guidance Says

The FDA expects early-phase CAR T-cell 
therapy trials to focus primarily on the risks 
of toxicity, according to a new draft guid-
ance that also addresses manufacturing 
and preclinical considerations in developing 
CAR T-cell therapies.

In addition to monitoring and treating 
participants for an overreactive immune re-

see Regulatory Update on page 3
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Regulatory Update
continued from page 2

sponse, including high levels of cytokine re-
lease, the guidance recommends that first-in-
human trials and trials of products that have 
had limited experience in humans consider 
using staggered enrollment in order to mini-
mize exposure to unacceptable toxicities.

The guidance also urges sponsors to es-
tablish limits for increasing dosage, recom-
mending criteria for high levels of cytokine 
release, allergic reactions to cell infusion, 
organ toxicity and autoimmune toxicity.

The FDA will accept comments on the 
draft at any time.

Read the full guidance here: https://bit.
ly/3MXHvcd.

FDA Offers Direction on Trials of 
Genome-Editing Gene Therapies

Sponsors of gene therapy trials using 
genome editing (GE) should focus on 
enrolling patients with severe or debili-
tating disease, according to a draft FDA 
guidance that also advises long-term fol-
low-up of trial participants.

In the guidance — which addresses 
product development and preclinical 
considerations as well as clinical trial de-
sign — the FDA recommends that trials 
employing GE only enroll patients who 
have no other treatment options because 
these patients may be more willing to ac-
cept the risks of an investigational GE 
drug. However, they may also be more 

prone to a higher number of adverse 
events or be on additional medications, 
the agency warns.

For pediatric trials associated with 
greater-than-minimal risk, sponsors 
should initially enroll at least one cohort 
of adult participants, whenever possible, 
to generate preliminary safety, feasibility 
and efficacy data that support pediatric 
enrollment. When enrollment of pediatric 
patients is justified, the FDA recommends 
that sponsors enroll adolescents prior to 
enrolling younger children and infants.

Feedback on the draft guidance can be 
submitted at any time, according to the 
FDA.

Read the full guidance here: https://bit.
ly/3qgDups.
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systems their whole lives, are capable, for 
example, of quickly helping patients down-
load, install and troubleshoot apps, such as 
eDiaries.

The younger generation is well-suited 
for this wave of technology in trials as they 
represent a generation that grew up using 
technology like iPads in school and daily 
life, Mary Costello, head of site and inves-
tigator networks at Medable, explains, in 
contrast to study teams that are a few years 
older. “Younger PIs never really touched 
paper in their career.”

“Digital savvy could be a way of entering 
into the clinical research field differently … 
and testing out new techniques,” Costello 
says. “At Medable, we’re look-
ing at partnering with a whole 
generation that’s just been 
trained to become study co-
ordinators but have nowhere 
to go, yet these new graduates 
can become valuable digital 
guides for study teams and 
patients using new tools for 
the first time. The pandemic 
cut off some entry points into research such 
as in-person internships.”

Medable is working to find creative ways 
to incorporate a new generation of gradu-
ates. “Could we give them remote oppor-
tunities to counsel current study teams on 
technology,” she wonders, “to at least spend 
four or six months working with study pro-
grams, learning the vernacular, getting a lit-
tle bit closer to digital solutions and applying 
some of their study skills along with their 
tech savviness? There’s a silver lining here.”

An influx of the younger generation 
would create a demographic shift in what 
is primarily a middle-aged workforce. Zip-
pia, a company that uses machine learning 
to analyze a database comprising tens of 
millions of job profiles, found the average 
age of clinical research coordinators (CRC), 

clinical research associates (CRA) and clin-
ical research nurses in the U.S. is 44.

Zippia also found that of the more than 
33,631 CRCs working in the U.S., 72.2 percent 
are female and 21.8 percent are male. Simi-
larly, it found that there are more than 22,574 
CRAs employed in the U.S.; 63.9 percent are 
female while 29.5 percent are men. And out 
of the nearly 2 million clinical research nurs-
es, about four-fifths were female.

It’s not clear what the specific racial and 
ethnic makeup of the workforce is, but 
it’s long been known to be predominantly 
White. In response to this, many sponsors 
and research organizations have focused on 
efforts to increase minority representation 
among site staff, which can help patients feel 
more connected, represented and willing to 
participate in a trial.

For active investigators, it’s also tricky to 
tell what their demographics are and how 
many there are in total, as there aren’t much 
official data available. Tufts’ Center for the 
Study of Drug Development, in a recent 
analysis, found that there were 32,077 ac-
tive principal investigators (PI) around the 
globe in 2020, a number that’s risen in the 
past decade (1.5 percent annually), though 
it’s slowed down compared to the decade 
preceding it (4.6 percent annually). The 
study also noted that the “one-and-done” 
phenomenon in which PIs leave research 
after just a single trial dropped to 66 per-
cent of PIs in 2020 from 70 percent in 2015, 
an unprecedented decrease.

The NIH’s Intramural Research Program 
does offer detailed demographic data on its 
investigators and related staff. Notably, the 

data show that White men have a stronger 
presence in most of these positions.

By Sept. 30, 2021, the institution reported 
that of its 812 senior PIs, 74 percent were male 
and 26 percent were female. For its 235 PIs, 
54 percent were male and 46 percent were 
female. Men comprised 61 percent of its 33 se-
nior clinicians while women accounted for 39 
percent. Similarly, men made up 70 percent 
of its 46 senior scientists, while women com-
prised just 30 percent. The ratio was about 
evenly split for assistant clinical investigators, 
with women just slightly leading men.

Whites also made up the majority of 
senior PIs (75 percent), PIs (57 percent), 
senior clinicians (76 percent) and senior 
scientists (83 percent), while making up 
half of clinical investigators.

Sites need to have strong training pro-
grams in place to help inex-
perienced new hires develop 
their skills, but it’s never been 
more critical for sites to have 
solid retention strategies, 
considering the limited pool 
of applicants, the amount of 
time and resources that go 
into training staff and the 
draw sponsors/CROs often 

exert. Successful retention strategies seen at 
sites include competitive salary raises, open-
ness to flexible work schedules and changes 
to in-office work, such as the possibility for 
remote working, as well as support in paying 
for and connecting with childcare services. 

Landis notes that although workforce 
growth is being outpaced by industry 
growth, particularly due to growth in the 
CRO sector, the pandemic has placed a 
spotlight on clinical research profession-
als, the impact they’ve had during the crisis 
and the profession’s contributions to medi-
cine and public health as a whole, which 
will hopefully help to create interest and 
expand the pool of applicants and mitigate 
rampant, persistent staffing shortages that 
have created a logjam of trials ready for 
startup at sites.

Workforce Demographics
continued from page 1

“We’re looking at partnering with a 
whole generation that’s just been 

trained to become study coordinators 
but have nowhere to go.” 

—Mary Costello, head of site and investigator networks, Medable
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Principal Investigators
continued from page 1

A number of factors are behind what 
appear to be unconscious biases among 
PIs, the survey shows, including a belief 
that patients already are well-managed 
on their current treatments, concerns 
about patients getting to the site, beliefs 
that some patients lack health literacy 
and worries around trial compliance 
with scheduled assessments and drug 
regimens based on patient history.

Solving this issue — which comes at 
a time when half of sites enroll no more 
than a single patient and one in five fail 
to recruit any at all — may best be served 
by educational initiatives targeted at PIs 
and physicians in general, Sharon Karls-
berg, managing principal at ZS, told The 
CenterWatch Monthly.

“One tactic that we think would be re-
ally compelling is just to educate physi-
cians on these unconscious biases. I sus-
pect they’re not even aware that they are 
filtering who gets asked,” she says. “They 
might not even be reflecting on why they 
don’t present an opportunity to one pa-
tient but do present it to another.”

It’s not just PIs and physicians who can 
use more education, though; patients can 
as well, and there’s a great opportunity 
to present clinical trials as an option for 
them while they wait to see a doctor or 
following their visit, for instance. This 
would go far in helping to educate the 
patient on trial opportunities while sup-
porting busy physicians who may have 
limited time to explain potential trial op-
tions to patients.

The fundamental problem is patient 
participation. For example, just 8 percent 
of cancer patients participate in oncology 
trials, according to the American Cancer 
Society, while other disease areas have an 
even lower participation rate. Yet in the ex-
perience of many investigators, patients al-
most always accept trial recommendations 

from trusted physicians. The challenge is 
getting physicians to participate because 
they face not only time constraints, but also 
a gap in understanding access to research. 
The industry could do a much better job at 
linking research to healthcare.

Karlsberg says sites could use iPads to 
present information on trials as an op-
portunity for patients or in addition to 
visit intake forms as they sit in the wait-
ing room or as part of follow-up to their 
doctor visit. This could be a viable way of 
making sites less reliant on investigators 
to bring up clinical research to the patient.

There’s also a need to align the benefits 
of clinical trials that physicians share 
with patients with what patients actually 
want to hear, she says, to ensure they’re 
“speaking the same language.” 

“Patients want to hear what motivates 
them to participate — opportunity to be 
treated by experts, treatment at no cost, 
additional care through the clinic staff, 
learning more about [their] own health. 
The investigators are motivated by con-
tributing to the advancement of medicine 
or studying a really interesting mecha-
nism of action,” Karlsberg says. 

That divide needs to be bridged with 
more patient-oriented language. “We 
need to make sure the messaging is some-
thing they’re going to perceive. There’s a 
proximity bias — patients are motivated 
by things that affect them in the here and 
now, not as much by things that affect 
others down the road.”

Educating physicians on unconscious 
biases and training them on effective 
ways to get patients more interested in 
trials should be done in a positive way, 
she advises. The latter could be done, for 
example, through role-play scenarios, 
videos and meetings with peers. At the 
end of the day, they are fundamentally 
scientific people; they will need to see 
data that these tactics help sites enroll 
and learn what their most successful 
peers are doing, she says.

There’s also another resource that isn’t 
used nearly enough — referrals from 
physicians not actively participating in 
trials to investigators working on trials. 
It’s not clear at this point how to wield 
this tactic more effectively to reach more 
patients, but it should be looked into, 
Karlsberg advises.

The problem, she believes, is that there 
are issues that keep these referrals unde-
rutilized. For one, some physicians may 
fear that providing these referrals will 
cause them to lose patients and revenue 
to a trial or academic medical center. An 
innovative solution may be to somehow 
incentivize community physicians to re-
fer patients to investigators they know 
well without making them feel like the 
patient will leave their practice, she says.

Sites should build relationships with 
practices that see potential trial par-
ticipants, advises Pat Larrabee, founder 
and president of investigator site Roch-
ester Clinical Research. Rochester Clini-
cal helps physician practices offer trial 
opportunities and connect patients to 
them, going as far as creating an entire 
division that works specifically on this.

Larrabee says her staff goes to the of-
fices of physicians who haven’t been in-
volved in research (but are interested) to 
help them prescreen their patients and 
match them to available trials. The com-
pany’s research nurse can then follow 
up with more detailed information. If 
the practice identifies a willing patient, 
they will search their electronic medical 
record (EMR) database, pull up the pa-
tient’s records and help the patient con-
nect with trial contacts to discuss next 
steps.

Western Washington Medical Group 
(WWMG), a multispecialty medical 
practice, and Innovo Research, a net-
work of medical groups, have taken in-
novative action to increase awareness 
and participation, particularly among 

see Principal Investigators on page 6
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those who don’t fit most trials. Because 
most people won’t meet the complicated 
inclusion criteria for clinical trials, it’s 
important to provide options that enable 
them to participate in research in some 
capacity.

Stephanie Abbott, director of clini-
cal research for WWMG, explains that 
they offer biospecimen research stud-
ies, which involve a blood draw for 
something simple, like gout, and enroll 
several hundred patients — sometimes 
hundreds per month — into these stud-
ies. This offers opportunities to learn 
firsthand how clinical research works, 
contribute to advancing medicine and 
understand the importance of partici-
pation, she says. In addition, high-risk 
patients can often participate in these 
trials. Simple studies are an excellent 
way to introduce patients to clinical re-
search, offer greater opportunities for 
participation and increase awareness, 
Abbott says.

Larrabee agrees simpler studies can be 
effective at motivating other patients to 

look into trials. Her company frequently 
works on simple device trials that check 
a point-of-care blood test. Patients sim-
ply come in, have their blood drawn and 
tested, and walk away with $50.

In addition, Rochester Clinical fol-
lows up at the end of these trials with 
surveys questioning participants on 
their experience, their willingness to do 
it again and other research areas of in-
terest. Larrabee has seen this motivate 
participants to recommend other trials 
to family members, for example, or sign 
up for another trial themselves.

“They see what consent is like, and 
they’re like, ‘oh, this is kind of fun,’” she 
said. “If you have a positive experience 
for a fairly simple trial at large volume 
… you’ve exposed a whole new group of 
people to research as a care option.”

WWMG also uses EMRs to send cli-
nicians flags for patients that might be 
candidates for certain trials, Abbott 
says. These flags show up when the clini-
cian opens the patient’s EMR and makes 
it simpler for them to recommend trials. 
The clinician can then, looking at a list 
of studies provided to them, see what 
specific trial the patient has been flagged 

for and quick information about it, and 
can easily send in the research coordina-
tor or arrange coordinator follow-up for 
the patient. For example, a patient need-
ing a diagnostic colonoscopy might be 
flagged for a biospecimen study involv-
ing the same exam.

Karlsberg feels that it’s an excellent 
time to use the momentum of the pan-
demic — whose COVID-19 vaccine trials 
had the eyes of the world upon them — to 
bring more patients into clinical research. 
This entails not just relying on physicians 
to recommend trials in the right way but 
also delivering information about trials 
to patients through mediums they trust.

“We need to create more human con-
nections. I think that starts with getting 
more physicians comfortable bringing 
up trials as a viable alternative to stan-
dard-of-care,” she says. “That means 
we remove their unconscious bias, and 
it means empowering patients with in-
formation where they trust it — in their 
communities, with their friends, at their 
churches, through social media — so we 
can get more patients into the top of the 
funnel. Then we can have better conver-
sations with patients.”

Principal Investigators
continued from page 5
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Study Lead Opportunities

see Study Lead Opportunities on page  8

CenterWatch analyzes data in its drug intelligence database to provide advance notice of clinical trials expected to enter the next phase  
of clinical development soon. Contact information is provided for follow-up. Sponsors/CROs: to list an upcoming trial here, contact  
Leslie Ramsey, 703.538.7661, lramsey@wcgclinical.com.

Company name Drug name Indication

phase 1

Maze Therapeutics MZE001 Pompe disease

Enanta Pharmaceuticals EDP-235 COVID-19

Sumitovant Biopharma

Sumitomo Dainippon Pharma

KSP-1007 Carbapenem-resistant bacterial infections

EpicentRx RRx-001 Recurrent or progressive malignant solid and central 
nervous system tumors in children

Innovent Biologics IBI325 Advanced solid tumors

Kahr Bio DSP107 Acute myeloid leukemia and myelodysplastic  
syndrome

ProJenX PRO-101 Amyotrophic lateral sclerosis

Pionyr Immunotherapeutics PY314 Solid tumors

Confo Therapeutics CFTX-1554 Neuropathic pain

Digestome Therapeutics DGX-001 Schizophrenia and Parkinson’s disease

MiNK Therapeutics AgenT-797 Solid tumors

Emergent BioSolutions Stabilized isoamyl nitrite Acute cyanide poisoning

Entheon Biomedical N, N-dimethyltryptamine Addiction disorders

Gan & Lee Pharmaceuticals GZR18 Type 2 diabetes

Immunomic Therapeutics ITI-3000 DNA vaccine Merkel cell carcinoma 

Moderna mRNA-1574 vaccine HIV

Inversago Pharma INV-202 Metabolic syndrome

phase 1/2

ZielBio ZB131 Solid tumors

Arrowhead Pharmaceuticals ARO-C3 Complement to various mediated diseases

Edison Oncology Orotecan (irinotecan HCI oral solution) Recurrent pediatric solid tumors

Vaxcyte VAX-24 Invasive pneumococcal disease and  
pneumonia in adults
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see Study Lead Opportunities on page 9

Company name Drug name Indication

phase 1/2 continued 

Genprex Reqorsa plus Tagrisso Nonsmall-cell lung cancer

Intellia Therapeutics NTLA-5001 Acute myeloid leukemia

Bold Therapeutics BOLD-100 Advanced gastrointestinal cancers

Denali Therapeutics DNL593 Frontotemporal dementia-granulin

Freeline Therapeutics FLT180a Hemophilia B

Palleon Pharmaceuticals E-602 Advanced cancers

Wugen WU-CART-007 Relapsed or refractory T-cell acute lymphoblastic 
leukemia/lymphoma

phase 2

Rakuten

Shimadzu

ASP-1929 Head and neck squamous-cell carcinoma  
or cutaneous squamous-cell carcinoma

Evelo Biosciences EDP1815 Atopic dermatitis

MyMD Pharmaceuticals MYMD-1 Delaying aging

Actuate Therapeutics Elraglusib plus retifanlimab Advanced pancreatic cancer

Aramis Biosciences A197 Dry eye disease

CatalYm CTL-002 (visugromab) Solid tumors

Kazia Therapeutics Paxalisib Glioblastoma

Kintor Pharmaceutical KX-826 (pyrilutamide) Male androgenetic alopecia

Lynk Pharmaceuticals LNK01001 Atopic dermatitis

Aldeyra Therapeutics ADX-2191 Retinitis pigmentosa

Ascentage Pharma Lisaftoclax (APG-2575) Relapsed/refractory chronic lymphocytic  
leukemia/small lymphocytic lymphoma

Glaukos iLink therapy Keratoconus

phase 2a

Xalud Therapeutics XT-150 Facet-joint osteoarthritis pain

ENA Respiratory INNA-051 Viral respiratory infections

phase 2b

Noema Pharma NOE-101 Trigeminal neuralgia
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http://en.lynkpharma.com
http://aldeyra.com
http://ascentagepharma.com
http://glaukos.com
http://xaludthera.com
http://enarespiratory.com
http://noemapharma.com


Study Lead Opportunities continued from page 8
Company name Drug name Indication

phase 2/3

Laurent Pharmaceuticals  LAU-7b Moderate-to-severe COVID-19 in hospitalized patients

Valbiotis TOTUM•854 High blood pressure

Biohaven Pharmaceuticals Nurtec ODT (rimegepant) Chronic rhinosinusitis with or without nasal polyps

Moderna mRNA-1345 Respiratory syncytial virus 

ALX Oncology

Eli Lilly

Evorpacept plus ramucirumab HER2-positive gastric cancer or gastroesophageal 
junction cancer

Seelos Therapeutics SLS-005 Amyotrophic lateral sclerosis 

Pfizer Paxlovid COVID-19 in nonhospitalized pediatric patients at risk 
of progression to severe disease

phase 3

Cytokinetics Aficamten Symptomatic obstructive hypertrophic  
cardiomyopathy 

Orpha Labs ORL-101 Leukocyte adhesion deficiency type 2

Lyra Therapeutics LYR-210 Chronic rhinosinusitis

NewAmsterdam Pharma Obicetrapib Atherosclerotic cardiovascular disease

Equillium Itolizumab Acute graft vs. host disease

KalVista Pharmaceuticals KVD900 Hereditary angioedema 

Take your career to the next level 
with real-world guidance and the 
latest best practices

 

 

Best Practices for 
Clinical Trial Site  
Management
Vol. 2

LEARN MORE:  www.centerwatch.com/bp2      sales@centerwatch.com      617.948.5100
Order your copy today!

If “increasing complexity” in your role as a research 
professional is an understatement, Best Practices for 
Clinical Trial Site Management, Vol. 2 is for you.
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FDA Actions

Company name Drug name Indication FDA action

AffaMed Therapeutics AM712 Retinal vascular diseases IND approved 

Citius Pharmaceuticals Halo-Lido Hemorrhoids IND approved 

Kairos Pharma ENV105 Prostate cancer IND approved 

Lexeo Therapeutics LX2006 Friedreich’s ataxia cardiomyopathy IND approved 

Noema Pharma NOE-101 Trigeminal neuralgia IND approved 

Kato Pharmaceuticals Resolv ER Vitreomacular attachment IND approved 

4D Pharma MRx0005 and MRx0029 Parkinson’s disease IND approved 

Armata Pharmaceuticals AP-PA02 Noncystic fibrosis bronchiectasis IND approved 

Aquestive Therapeutics AQST-109 Severe allergic reactions IND approved 

RedCloud Bio H002 EGFR-positive nonsmall-cell lung cancer IND approved 

Sorrento Therapeutics STI-9199 (Covishield) COVID-19 IND approved 

Aravax PVX108 Peanut allergy IND approved 

Inventiva Lanifibranor  
plus empagliflozin

Type 2 diabetes and noncirrhotic  
nonalcoholic steatohepatitis (NASH) 

IND approved 

Amolyt Pharma AZP-3601 Hypoparathyroidism IND approved 

Kairos Pharma KROS 201 Glioblastoma IND approved 

Ossium Health OSSM-001 Perianal fistulizing Crohn’s disease IND approved 

Pharmazz Centhaquine COVID-19 patients with acute  
respiratory distress syndrome

IND approved 

Sonnet BioTherapeutics SON-1010 Advanced solid tumors IND approved 

Insightec Exablate Neuro ultrasound 
system

Nonsmall-cell lung cancer  
and brain cancer

IDE approved 

Adagene ADG126 plus  
pembrolizumab

Solid tumors Approval for a phase  
1b/2 trial granted 

Valbiotis TOTUM•854 Hypertension Approval for two phase  
2/3 trials granted 

Neurocentria NRCT-101SR Adults with ADHD Approval for a phase  
2b/3 trial granted 

Sirnaomics  STP707 Primary sclerosing cholangitis Safe-to-proceed letter issued 

Corium Adlarity (donepezil 
transdermal patch)

Alzheimer’s dementia Approved 

Agios Pyrukynd (mitapivat) Hemolytic anemia in adults with pyruvate 
kinase deficiency

Approved 

see FDA Actions on page  11

The following is a sampling of FDA regulatory actions taken during the previous month, compiled from CenterWatch and third-party sources, 
including the FDA and company press releases. For more information on FDA approvals, visit centerwatch.com/fda-approved-drugs. 
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FDA Actions continued from page 10
Company name Drug name Indication FDA action

CTI BioPharma Vonjo (pacritinib) Myelofibrosis and thrombocytopenia Accelerated approval granted

Legend Biotech Carvykti (ciltacabtagene 
autoleucel)

Relapsed or refractory multiple myeloma Approved 

Kaléo Naloxone auto-injector Exposure to ultrapotent weaponized opioids Approved 

AbbVie Rinvoq (upadacitinib) Moderately-to-severely active  
ulcerative colitis

Approved for new indication

AstraZeneca 

Merck

Lynparza (olaparib) BRCA-mutated, HER2-negative  
high-risk early breast cancer

Approved for expanded indication

Lupin Pharmaceuticals Solosec (secnidazole) Bacterial vaginosis and trichomoniasis  
in adolescent females

Approved for expanded indication 

Boehringer Ingelheim Jardiance (empagliflozin) All types of heart failure Approved for expanded indication

Bristol Myers Squibb Opdivo (nivolumab) Nonsmall-cell lung cancer in the  
neoadjuvant setting

Approved for expanded indication

Abbott CardioMEMS HF system Early-stage heart failure Approved 

Medtronic InterStim X Bladder and bowel control Approved 

Shoulder Innovations InSet stemless humeral system Shoulder surgery Approved 
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Burdened by ‘Just in Case’ Safety Reports? 
Free Up Time, Energy and Resources

 
 

Assessing Adverse
Event Causality  
A Guide for Investigators and Sites

Safety Reporting  
Overload in  
Clinical Trials 
FDA and Site Perspectives on  
Overreporting of Adverse Events

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

What recourse do sites have if a sponsor is inundating them 
with unnecessary reports? Can they set limits on what reports 
they will review without running afoul of the FDA or their IRBs? 
Can they get sponsors to compensate them for the extra 
workload? Safety Reporting Overload in Clinical Trials answers 
all of these questions and more.
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