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Weekly

By Mike Ingram

This is the second in a four-part 
CenterWatch Weekly series on the 
principles and best practices of setting 

investigator compensation levels that are 
both fair and compliant with federal laws. 
This week, we look at various methodologies 
for determining compensation.

There are several different method-
ologies, broadly speaking, for calculating 
principal investigator (PI) compensation, but 
within each one there is also room to cus-
tomize certain elements to fit the particular 
needs of your organization. 

Some methodologies rely on a more 
or less fixed fee, while others attempt to 
calculate the actual time and effort put into 
research activities by the PI, either estimat-

ing that time and effort in advance or chart-
ing it in real time as the study progresses. 
There are some obvious pros and cons to 
each approach. 
The Research Salary Model

One method for paying a PI is to have 
compensation built into his or her salary. 
This model used to be the most common 
method for compensating study PIs, but 
it has fallen out of favor in recent years, 
according to Geoffrey Schick, director of site 
strategy partnerships at WCG. It often works 
best, he says, for large academic medical 
centers or organizations with relatively deep 
pockets for research. 

There are advantages to this model, 
however. One is its relative ease. Once a 

Methods for Calculating PI Compensation: 
Pros and Cons

By James Miessler

P atients have spoken: Flexibility, in-
cluding the option of in-person visits, 
is still vital to their willingness to take 

part in trials even after the pandemic made 
remote and virtual approaches the norm, a 
global survey has found.

Specifically, 44 percent were semi-willing 
and 38 percent were very willing to do all 
study visits at the clinic itself and see staff 
exclusively in-person, according to Shalome 
Sine, project manager of research services 
for the Center for Information and Study on 
Clinical Research Participation (CISCRP), who 
presented the survey findings last week at 
MAGI’s Clinical Research Conference.

Forty-four percent were somewhat willing 
and 37 percent were very willing to take part 

in a hybrid trial model in which some study 
visits are done at home, some are in the clinic 
and some interactions take place remotely. 
For trials in which a nurse comes to the home 
for all visits and study staff communicates 
only by video call, 41 percent of patients 
were somewhat willing and 36 percent were 
very willing to participate. And for trials in 
which all health data are self-collected at 
home and the only study team communica-
tion is by video conference, 40 percent were 
somewhat willing and 34 percent were very 
willing to take part, the lowest levels of will-
ingness on the list, the survey found.

“The way I interpret this is … highlight-
ing the importance of options. Every clinical 
trial participant is different and has different 
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Industry Briefs  

FDA Offers Advice on 
Standardizing Real-World 
Data for IND Submissions

The FDA has acknowledged the challeng-
es sponsors face in standardizing study data 
taken from real-world data (RWD) sources 
and issued draft guidance to help sponsors 
make adjustments.

These hurdles include the variety 
of RWD sources and their inconsistent 
formats; the differences in source data 
obtained regionally and globally using 
different standards, exchange formats 
and terminologies to represent the same 
or similar data elements; the variety of 
methods and algorithms used to make 
datasets meant to aggregate data; and the 
many elements of healthcare data that can 
impact overall data quality.

Sponsors are required to use the data for-
mats and standards outlined in the agency’s 
Study Data Guidance and Data Standards 
Catalog when submitting study data derived 
from RWD in investigational new drug (IND) 
applications. 

Because of this, the agency advises 
sponsors to refer to the Study Data Technical 
Conformance Guide, which outlines how to 
submit standardized study data that meet 
agency expectations.

In addition, when conforming RWD 
to agency-supported data standards, 
sponsors should consider the data 
transformations, conversions or map-
pings that may be needed to produce 
adequate study datasets. To aid them in 
this, the guidance provides sponsors with 

considerations to make when mapping 
and transforming RWD.

Importantly, sponsors are encouraged 
to communicate with the FDA early on 
if they plan to include study data taken 
from RWD sources in an applicable sub-
mission. If so, they should describe the 
approaches they intend to use to convert 
the data to supported data standards in 
the protocol, data management plan and/
or final study reports. 

The FDA said it intends to release further 
guidance on the subject and/or update the 
catalog with standards for study data taken 
from RWD sources.

Read the full guidance here: https://bit.ly 
/3C3LXQF.

FDA: Device Trials that Use 
Leftover, De-Identified Human 
Specimens Need IRB Review

The FDA has published a letter to in-
dustry reminding sponsors that IRBs must 
review all diagnostic device trials involving 
human participants, even ones that use 
leftover, de-identified human specimens.

Specifically, data used to support 
investigational device exemptions, market-
ing applications and submissions to the 
agency, including in vitro diagnostic (IVD) 
technical or analytical studies that use hu-
man specimens, are required to undergo 
IRB review.

In its letter, the agency cited its 2006 
guidance on the subject, which explains 
that while the agency will use enforce-
ment discretion on requirements for in-

formed consent under certain situations, 
even those exempted trials still require 
IRB reviews.

“The FDA issued the guidance to help 
reduce obstacles for IVD device devel-
opment and to facilitate development 
consistent with GCP and clinical trials. 
However, the guidance expressly states 
that for those clinical investigations in 
which we intend to exercise enforcement 
discretion for informed consent, the 
requirement for IRB review … remains,” 
the agency said.

Read the guidance here: https://bit.ly/3v 
ygFz2.

Read FDA’s letter to industry here: https:// 
bit.ly/3B3oY76.

EC Details What to Include in 
Protocol Synopses Submitted 
with Trial Applications

The European Commission (EC) has 
issued an updated Q&A outlining what 
information sponsors should provide in the 
protocol synopses they must submit with 
their clinical trial applications under the 
upcoming Clinical Trials Regulation (CTR) set 
for launch in January 2022.

The synopsis, which should be two pages 
long at most, should be understandable to 
the average person and can be included 
within the protocol itself or attached as a 
separate document if it’s submitted in differ-
ent languages. 

The Q&A explains that the EC expects a 
synopsis to include:

continues on next page »
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	} The EU trial number and full title of 
the trial;

	} Rationale (the background and hy-
pothesis of the trial);

	} Objective (the main and secondary 
objectives of the trial);

	} Main and secondary trial endpoints 
(a description of the primary and 
secondary trial endpoints and when 
they are assessed);

	} Trial design (the design and expected 
duration of the trial for individual 
subjects);

	} Trial population (a description of the 
trial population that indicates the main 
inclusion criteria being used, as well 

as the exclusion criteria in place to 
protect subjects);

	} Interventions (a description of the 
interventions and treatment duration, 
as well as background treatment, if 
applicable); and

	} Ethical considerations for the trial 
(including expected benefit, burdens 
and risks to trial participants).

It also includes a new Q&A section 
clarifying how sponsors should report their 
anticipated submission date for annual 
safety reports (ASRs). 

Further updates of the Q&A, which is 
still in draft form, will be issued, the com-
mission noted. 

Read the full revised Q&A here: https://
bit.ly/3E6ScEf.

UK Teams Up with 
International Registry to 
Automatically Register Trials

The UK’s Health Research Authority has 
unveiled a partnership to register trials 
automatically on ISRCTN, a registry based in 
the UK. 

The partnership will focus on new drugs 
and will eventually include other types of 
clinical trials as well. The registry currently 
contains 18,181 completed trials, 2,411 
ongoing trials, 656 stopped trials and five 
suspended trials.

REGISTER

What will regulators look for going forward into 2022? Are virtual 
inspections here to stay?  Will they return to in-person or become a 
combination of virtual and in-person?

At the 16th Annual FDA Inspections vSummit, you’ll gain insights 
and tips to help plan for upcoming virtual or in-person inspections. 
With the expertise of FDA officials and seasoned professionals, this 
summit will tackle complex inspection issues head-on — providing 
details that will ease the stress of determining your next steps.

Tuesday, Nov. 16 – Wednesday, Nov. 17, 2021

Learn more at www.fdanews.com/fdainspectionssummit

 

16TH ANNUAL 

FDA INSPECTIONS vSUMMIT
Keynote Speaker

Elizabeth Miller, Pharm.D.
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Office of Regulatory Affairs
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things going on in their busy lives. Giving 
them flexibility of options, or at least differ-
ent clinical trial models, can really help to 
impact the way that people stay in clinical 
trials and their ability to remain enrolled for 
the full duration of the study,” said Sine.

While patients appreciate and are inter-
ested in virtual and remote components that 
can make participation more convenient, 
some are worried that these approaches of 
the future will supplant the classic in-person 
model, according to Ken Getz, founder of 
CISCRP. Face-to-face interaction in trials is 
in fact still very important to some patients 
despite the leaps and bounds industry 
has made in using technology to remotely 
conduct studies, the survey found.

“We get very, very excited about virtual 
and remote support, and patients are telling 
us that these are important options for them, 
but they also have concerns about [if they will] 
replace some of the more personal interac-
tions that they might have with study staff,” 
Getz said during the Greenphire Patient Con-
venience Summit last week. “Patients are re-
ally looking for a balance between impersonal 
and personal, or high-tech and high-touch.”

CISCRP’s biannual global survey ques-
tioned 5,505 trial participants and 6,288 
people who had never participated to gauge 
what it takes for them to enroll and stay in 
a trial. The survey’s findings offer important 
insights on the effect the pandemic has had 
on patients’ expectations and perceptions of 
clinical research.

Notably, respondents who had participat-
ed in trials named a number of trial elements 
as difficult far more often than those sur-
veyed in 2019. Traveling to the study site was 
named as somewhat or very burdensome 
by nearly half (44 percent) of respondents 
compared to just 29 percent two years prior. 
Similarly, 42 percent of respondents said that 
having to go through diagnostic tests like 
x-rays and MRIs was demanding, double the 
percentage seen in the 2019 survey. And 40 
percent of this year’s respondents found the 

length of study visits draining, nearly twice 
the amount in the last survey.

Other activities were named burdensome 
by double or more the percentage seen in 
2019: Lab work (38 percent compared to 17 
percent), taking the study drug (37 percent 
to 15 percent) and completing health ques-
tionnaires (32 percent to 18 percent) were all 
named as somewhat or very burdensome by 
participants to a much greater degree.

Respondents also shared approaches 
that they felt would have made their trial ex-
periences less disruptive. Virtual study visits 
were named by 38 percent of respondents, 
as well as shorter travel distances to the 
study visit (32 percent) and home visits (31 
percent). Respondents also felt that prepaid 
debit cards for study-related expenses (27 
percent) and travel assistance (24 percent) 
would have been helpful.

Those who never participated in a trial 
were asked how important it was for them 
to know certain information prior to enroll-
ing. Potential risks and benefits (77 percent) 
took the top spot, followed by the purpose 
of the clinical trial (71 percent); information 
about the drug being studied (68 percent); 
the types of medical procedures required 
(67 percent); and how patient confidentiality 
would be protected (62 percent).

A little more than half of respondents 
said they would want to learn about data 
from earlier phase studies on the drug, if they 
would receive a summary of study results 
after participation, the potential costs and 
reimbursements, and the length of partici-
pation before enrolling. Half said the actual 
location of the site was important for them to 
know before they’d decide to sign up or not.

Patients also ranked factors they felt 
were most likely to keep them in the trial 
until its completion. The No. 1 retention 
factor for respondents was seeing/feeling 
benefit from the drug. This was followed 
by (2) regular updates on research prog-
ress, (3) study visits with flexible times, (4) 
reimbursement for out-of-pocket costs 
and (5) the option of doing at-home study 
visits instead of in the clinic.

They also named (6) a larger amount of 
compensation at the trial’s end, (7) small 
amounts of compensation per study visit, (8) 
study visits lasting no longer than an hour, (9) 
transportation to and from the clinic and (10) 
childcare as things most likely to keep them 
enrolled through the length of the trial.

The top motivators for participating in 
a trial were in line with the findings from 
CISCRP’s 2019 survey, with 39 percent of 
those who had participated in a trial citing 
the advancement of science and the treat-
ment of their disease/condition as a reason 
they enrolled. Thirty-one percent said they 
sought to help others who may have their 
disease/condition while 30 percent enrolled 
for the monetary compensation. Obtaining 
education about treatment and improving 
their health and obtaining better treatment 
for a disease/condition was named by 25 
percent of respondents, while 24 percent 
said they were influenced by the informa-
tion they received about the study.

There was a small decrease in willingness 
to participate in a clinical trial from 2019. 
Polling all respondents, the survey found 
that only 30 percent indicated they were 
very willing to enroll in a trial compared to 
34 percent two years prior. On the other 
hand, 47 percent said they were somewhat 
willing to participate, slightly higher than 
2019’s 45 percent. 

Of respondents who participated in 
trials and those who had never joined one, 
19 percent said the pandemic had made 
them more hesitant to sign up. Forty-three 
percent of those who never participated said 
they were more likely to enroll due to the 
pandemic, while 29 percent of trial partici-
pants said they were more willing. More 
than half (52 percent) of trial participants 
said it had no impact on their willingness 
compared to 38 percent of respondents who 
had never joined a trial.

The study has not yet been released in 
full and will be published in early November, 
a CISCRP spokesperson told CenterWatch 
Weekly. The center will hold a webinar on 
Oct. 27 to review the survey data in-depth.

CISCRP Survey
(continued from page 1)
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fixed rate is determined, it requires no addi-
tional calculations. It can also help prioritize 
research and set clear expectations around 
how much of a physician’s time should be 
spent on research-related activities.

Schick provides the following example: 
A physician on staff at a large teaching 
hospital connected to a university may have 
$60,000 of her annual salary earmarked 
for teaching undergraduate and graduate 
classes, another $100,000 tied to her clinical 
work with the hospital’s patients and an-
other $25,000 designated for research. 

“We don’t tend to see this as much any-
more, but that’s the old model,” Schick says. 
“The physician would negotiate a research 
salary and any additional studies beyond 
that initial expectation would be factored 
into the next year’s salary negotiations.” 

But the research salary method can be a 
risky proposition, he says. If the volume of 
work for the PI decreases, the organization 
could end up paying too much on a per-
hour basis. Conversely, if the volume of the 
PI’s work goes up, the physician may feel that 
he or she is not being compensated enough. 
The site would also need to do some work 
to show that the rate of pay was within a fair 
market value range. So, even if you wouldn’t 
be required to do as much upfront work 
to calculate a pay rate, you may have to do 
more work on the back end to justify it — 
and to document that justification.
The Percentage-of-Study-Budget Model

The percentage-of-study-budget 
method is essentially what it sounds like: PI 
reimbursement is calculated as a percentage 
of the final study budget. One advantage 
of this model is that, like the research salary 
model, compensation for the PI is easy to 
calculate. Unlike the research salary model, 
however, risk is being shared by the PI and 
the site since the payment will always be 
in proportion to the overall study budget. 
Also, like the research salary method, the 
percentage-based model requires very little 
in the way of administrative tracking.

One risk of this model, however, is that 
even though it’s tied to the overall study 
budget, the amount paid could still be 
disproportionate, in one direction or the 
other, to the actual work done by the PI in 
a given study. It can also get complicated in 
a study with multiple sub-investigators or 
with multiple protocol amendments due to 
the timing of when patients enroll. And if 
the study’s original PI has to be replaced, it 
can become problematic since expenses are 
often front-loaded and the original PI could 
have already received the bulk of the pay 
allotted for the full study.
Models Based on Time and Effort

For sites that are willing to do the work of 
tracking a PI’s time and effort, an hourly rate 
can be calculated that will set investigator 
compensation based on either estimated or 
actual work.

For a payment method using estimated 
time and effort, that work would be mapped 
out before the study begins. For instance, 
you may know that a necessary physical 
exam for a study should take about 30 min-
utes per patient or that the informed consent 
process should take roughly an hour. These 
estimates can be tallied up and presented 
in detail to the PI prior to the study. This 
method requires less paperwork from the PI 
than an accounting of actual time and effort, 
and it shows that real thought was put into 
reimbursement by the research team. 

In a model based on actual time and 
effort, the PI would fill out documenta-
tion of the actual work performed during 
the trial, logging procedures and clinical 
services as well as administrative work. One 
advantage to this model is that it’s perhaps 
the most compliant from a regulatory and 
legal standpoint. So long as you can show 
that the agreed-upon hourly rate is based 
on fair market value, then the rest of the 
reimbursement model will be meticulously 
documented. On the other hand, the PI may 
bristle at the additional work required of 
real-time documentation, although tem-
plates provided by the site can ease some of 
that burden.

With the actual-time-and-effort model, 
a robust tracking mechanism is needed to 
make sure payments are made properly. 
There are also some inherent limits to a pure-
ly hourly rate of compensation. Some work, 
after all, is more difficult and those degrees of 
difficulty may also vary quite a bit from one 
study to another. On the plus side, having a 
PI document his or her work accurately can 
provide the site with really useful data that 
can be applied to future study budgeting. 

According to Schick, the time-and-effort 
model fits better with some study tasks than 
with others. An hourly rate can be great 
for compensating for administrative work: 
meetings, reviewing reports or participating 
in conference calls, for instance. A model 
that captures the actual work done, in 
particular, can be a good way to make sure 
administrative work is fairly compensated. 
Often, tasks like reviewing inclusion and 
exclusion criteria for a study or review-
ing patient medical profiles will fall to the 
study coordinator rather than the PI. But for 
smaller sites without much administrative 
support, that work can often land on the 
shoulders of the investigator. In other cases, 
an investigator might step in to do some of 
that work in a way that wasn’t planned. “If 
that’s the case, we want to make sure we’re 
capturing the time and effort the investiga-
tor is spending there and be able to move 
some of the dollars paid by the sponsor to 
compensate that work,” Schick says.

On the other hand, the time-and-effort 
model can be more difficult for patient in-
teractions and clinical work, Schick says. “It’s 
just not nearly as conducive to that, since 
time isn’t always the most reliable marker of 
how much a given procedure or patient visit 
is worth monetarily.”
The Research RVU Method

Another model for investigator com-
pensation hinges on what’s known as 
relative value units, or RVUs. At its most 
basic, the idea is that a number of RVUs 
could be assigned to a given task based on a 
combination of factors: for example, degree 

Calculating PI Compensation
(continued from page 1)

see Calculating PI Compensation on page 6 »
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of difficulty, time and effort required to 
complete the task, and training or expertise 
required to perform the task. That number 
would then be multiplied by a standard 
coefficient and the result would be the reim-
bursement the PI would receive for the task.

This model has its roots in the Medicare 
program, which uses an RVU methodology 
to set reimbursement levels for covered 
procedures and services. Medicare assigns a 
current procedural terminology (CPT) code 
for all costs it will cover. A similar process is 
used by private insurers.

For PI compensation, RVUs would work 
in a similar way and are particularly useful 
for setting reimbursement for clinical ser-
vices, “basically, anything with a CPT code,” 
Schick says. 

In the table, items highlighted in blue are 
those that are generally research-specific and 
paid for by research funds. The rows in yellow 
represent services that are performed as 
standard of care. The gray and pink items are 
administrative tasks that a PI may at times be 

asked to perform. The chart also differentiates 
based on the complexity of a research study, 
with different RVU levels — and thus differ-
ent levels of compensation — for a phase 2, 
phase 3 and phase 4 study. “For device trials, 
those obviously don’t fit quite so neatly into 
those phases, but you could create correla-
tives based on the nature of the device study,” 
Schick suggests. A postmarket approval study, 
for instance, would generally align with a 
phase 4 trial for a pharmaceutical product.

The RVU model tends to work best, Schick 
says, to compensate for clinical services. 
“Whether it’s a blood draw, an office visit, the 
interpretation of an EKG or imaging scans: 
anything that’s associated with a CPT code. 
Because those are going to generate revenue 
based on a fee schedule that goes along with 
the code.” That revenue is then translated into 
research compensation. For some sites, that 
will be a monthly payment, Schick says, while 
other sites may choose to pay quarterly. 

Within that RVU model, there’s still the 
question of how to set compensation to 
ensure it’s in the range of fair market value 
so that it doesn’t run afoul of any of the per-

tinent laws or regulations. Schick offers a few 
suggestions for setting that reimbursement 
level. One is to look at your peers in the in-
dustry, he says. “If you are looking at medical 
procedures or clinical services and trying to 
identify what your fair market value should 
be in terms of what you’re negotiating with 
a PI, your budget for industry sponsors, as 
well as what’s being paid out as part of your 
investigator compensation, you can look for 
opportunities to benchmark with your peers.”

Schick also suggests that clinical sites aim 
for RVU levels that are somewhere between 
Medicare reimbursement and the full charge 
for a given procedure or service within their 
own billing systems. “When I talk to sites 
about fair market value for medical proce-
dures, I tell them [they] don’t want to be 
lower than Medicare, since nearly everyone 
is struggling at the margins with Medicare,” 
he says. “And you definitely don’t want to 
be above whatever the full charge is in your 
chargemaster. But anything between that I 
would argue is fair game since the payment 
levels from your commercial payers will vary 
quite a bit.”

Calculating PI Compensation
(continued from page 5)

Sample RVU-Based Fee Schedule

Source: WCG

Phase 2 Phase 3 Phase 4
Hours Pay Hours Pay Hours Pay

Not Standard of Care (no RVUs)
Screening Visit 2 $200.00 1.5 $150.00 1 $100.00 
Office Visit 1 $100.00 0.75 $75.00 0.5 $50.00 
Hospital Encounter 1 $100.00 0.75 $75.00 0.5 $50.00 
Research Coordinator Visit (Pl only) 0.25 $25.00 0.25 $25.00 0.25 $25.00 
Surgery/Procedures (plus CMS* rate) 2 $200.00 1.5 $150.00 1 $100.00 
Standard of Care (in addition to RVUs)       
Screening Visit 1 $100.00 0.75 $75.00 0.5 $50.00 
Office Visit 0.5 $50.00 0.375 $37.50 0.25 $25.00 
Hospital Encounter 0.5 $50.00 0.375 $37.50 0.25 $25.00 
Research Coordinator Visit (Pl only) 0.25 $25.00 0.25 $25.00 0.25 $25.00 
Surgery/Procedures (plus CMS* rate) 1 $100.00 0.75 $75.00 0.5 $50.00 
Study  Administration (no RVUs)       
Study Site Initiation Visit Completed (Pl only) 4 $400.00 4 $400.00 2 $200.00 
Training Completed 2 $200.00 2 $200.00 0.5 $50.00 
Study Closeout (Pl only) 4 $400.00 4 $400.00 2 $200.00 
Phone Call (no RVUs) 0.25 $32.50 0.25 $32.50 0.25 $25.00 

    *Centers for Medicare and Medicaid Services
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Join the KMR Group  
Vaccines R&D and  
Clinical Benchmarking Study

The premier source of benchmarking data for vaccines, the 2020 KMR Group Study features the 
world’s leading global vaccines developers and provides them access to overall development KPIs 
and trial-specific metrics. 

By participating in the study, you will gain access to:  

 • Critical information on vaccine investments and productivity
 • Vaccine success rates and variation by disease
 • Portfolio and trial cycle times by Phase and key processes
 • …and more.

Join the other biopharmaceutical companies who have already taken advantage of this intelligence.  

To learn more about this valuable resource, visit: kmrgroup.com/vaccines.

kmrgroup.com

Gain Competitive Advantage  
Through Comparative Performance Assessment

http://pubads.g.doubleclick.net/gampad/clk?id=5461637167&iu=/20574322/C-CWW_PDF_ALL
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status
Trials Authorized
First Wave 
BioPharma

FW-ICI-AC Grade 1 and Grade 2 colitis and diarrhea in 
oncology patients receiving treatment with 
immune checkpoint inhibitors

IND approved by the FDA for a phase 
2a trial

Plus Therapeutics Rhenium-186 
NanoLiposome (186RNL)

Leptomeningeal metastases IND approved by the FDA

Processa 
Pharmaceuticals

PCS12852 Moderate-to-severe gastroparesis IND approved by the FDA for a phase 
2a trial

VectivBio Holding apraglutide Steroid-refractory acute graft vs. host disease IND approved by the FDA
Xilio Therapeutics XTX202 Solid tumors IND approved by the FDA
I-Mab efineptakin alfa Advanced solid tumors IND approved by China’s regulatory 

authority for a phase 2 trial
Akeso AK120 Moderate-to-severe asthma Approval for a phase 2 trial granted 

by China’s regulatory authority
Moleculin Biotech WP1122 Treatment of COVID-19 Approval for a phase 1a trial granted 

by the UK’s regulatory authority
Trials Initiated
Apeiron Biologics Inhaled APN01 SARS-CoV-2 Initiation of phase 1 trial
Blade Therapeutics cudetaxestat Idiopathic pulmonary fibrosis Initiation of phase 1 trial
Homology Medicines HMI-203 Mucopolysaccharidosis type II or Hunter 

syndrome
Initiation of phase 1 trial

continues on next page »

Learn more at www.centerwatch.com/pitrainer

The PI Trainer
An Interactive Companion to 
The PI’s Guide to Conducting
Clinical Research

This new visual, interactive online course 
will enable you to meet — and exceed — 
the increasing demands of the PI role 
and expedite your career trajectory along 
with earning 3.0 education units.

https://firstwavebio.com/
https://firstwavebio.com/
https://www.plustherapeutics.com/
https://processapharmaceuticals.com/
https://processapharmaceuticals.com/
https://vectivbio.com/
https://xiliotx.com/
https://i-mabbiopharma.com/en/
https://akesobio.com/en/
https://www.moleculin.com/
https://www.apeiron-biologics.com/
https://www.blademed.com/
https://homologymedicines.com/
https://www.centerwatch.com/products/542?hittrk=CWW
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Drug & Device Pipeline News     (continued from page 8)

JobWatch

Research Center Profiles

Company Drug/Device Medical Condition Status
Iterion Therapeutics Tegavivint Acute myeloid leukemia Initiation of phase 1 trial
Synthetic Biologics SYN-020 Intestinal disorders Initiation of phase 1 trial
Ono Pharmaceutical ONO-4685 Relapsed or refractory T-cell lymphoma Initiation of phase 1b trial
Tizona Therapeutics TTX-080 Advanced refractory or resistant solid tumor Initiation of phase 1b trial
Vyne Therapeutics FMX114 Mild-to-moderate atopic dermatitis Initiation of phase 1b/2a trial
Active Biotech

NeoTX Therapeutics

naptumomab estafenatox Advanced nonsmall-cell lung cancer Initiation of phase 2a trial

Oryzon Genomics vafidemstat Borderline personality disorder Initiation of phase 2b trial
Paratek 
Pharmaceuticals

Nuzyra (omadacycline) Nontuberculous mycobacterial pulmonary 
disease caused by mycobacterium abscessus 
complex 

Initiation of phase 2b trial

Ultragenyx 
Pharmaceuticals

UX701 Wilson disease Initiation of phase 3 trial

Approvals
Adamis Pharma ZIMHI (high-dose naloxone) Opioid overdose Approved by the FDA for new 

formulation
Genentech/Roche Tecentriq (atezolizumab) Adjuvant treatment for PD-L1≥1-expressing 

stage II-IIIA nonsmall-cell lung cancer 
Approved by the FDA for expanded 
indication

Gilead Biktarvy HIV treatment in virologically suppressed 
children weighing at least 14 kg 

Approved by the FDA for expanded 
indication

Oyster Point Pharma Tyrvaya (varenicline solution) 
nasal spray 0.03 mg 

Dry eye disease Approved by the FDA

Regeneron Dupixent (dupilumab) Patients age six to 11 years with moderate-to-
severe asthma

Approved by the FDA for expanded 
indication

Seqirus Flucelvax Quadrivalent Influenza vaccine in patients as young as six 
months

Approved by the FDA for expanded 
indication

Kerecis Omega3 SurgiBind Implantable fish skin graft for use in plastic 
and reconstructive surgery

Approved by the FDA

mailto:customerservice%40centerwatch.com?subject=
mailto:bbelton%40wcgclinical.com?subject=
mailto:jmiessler%40wcgclinical.com?subject=
mailto:russ.titsch%40centerwatch.com?subject=
https://www.centerwatch.com
https://www.centerwatch.com/jobwatch/
https://www.centerwatch.com/jobwatch/
https://www.centerwatch.com/directories/1103-research-center-profiles
https://www.centerwatch.com/directories/1103-research-center-profiles
https://www.centerwatch.com/jobwatch/
https://www.centerwatch.com/directories/1103-research-center-profiles
https://iteriontherapeutics.com/
https://www.syntheticbiologics.com/
https://www.ono-usa.com/
https://www.tizonatx.com/
https://vynetherapeutics.com/
https://www.activebiotech.com/en/
http://neotx.com/
https://oryzon.com/en
https://www.paratekpharma.com/
https://www.paratekpharma.com/
https://www.ultragenyx.com/
https://www.ultragenyx.com/
https://www.adamispharmaceuticals.com/
https://www.gene.com/
https://www.roche.com/
https://www.gilead.com/
https://oysterpointrx.com/
https://www.regeneron.com/
https://www.seqirus.com/
https://www.kerecis.com/
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