
By James Miessler

T he language in clinical trial agree-
ments (CTA) must be very specific 
to avoid legal problems during the 

trial, but certain terms have the poten-
tial, if not handled correctly, to derail 
the negotiation process before the trial 
gets off the ground.

Site and sponsor representatives pre-
sented their take on language regarding 
payments, unauthorized research, con-
fidentiality and site policy/procedure 
adherence at the WCG MAGI Clinical 
Research Conference in Las Vegas held 
on Oct. 16-19.

Returning Payments to the Sponsor

Sites may firmly hold their ground 
when a contract stipulates returning pay-
ments to the sponsor for work not already 
performed should the site materially 

breach the CTA, according to Merck’s  Jes-
sica Weidman, associate director of clini-
cal operations, global site agreements lead, 
North America, and translational phar-
macology agreements management.

Aside from a few gray areas, spon-
sors are only allowed to pay for work 
performed in accordance with the pro-
tocol within fair market value, Weid-
man explained. A contract may include 
language requiring that sites return ad-
vanced, excess payments to the sponsor 
if the contract is terminated — and this 
can be a major point of hesitancy for 
sites from an administrative perspec-
tive.

“Sometimes that’s a sticking point — 
some sites administratively see that as a 
difficult concept,” she said. “Now they 
have to go back, figure out what we paid 
that’s a little bit above and beyond any 
work they’ve already performed and 
[figure out] how they return it to us.”

Weidman advises sites and sponsors 
to negotiate together on payments for 
actual work performed according to the 
protocol for situations in which a site 
has materially breached the contract. 
To sponsors, “work performed in accor-
dance with the protocol” means valid 
data that can be submitted to a regu-
latory agency. In the case of nonvalid 
data, which could be a result of site neg-
ligence, sponsors usually don’t feel they 
should be on the hook to pay, she says.

Leanne Tran, principal for JD MD 
Solutions and managing research coun-
sel/head of the Health Law, Innovation 
and Policy Lab at Sinai Health System’s 
Lunenfeld-Tanenbaum Research Insti-
tute in Toronto, noted that noncancella-
ble commitments already paid for by the 
site, such as archival storage fees and the 
maintenance of source documents, will 
usually be covered by the sponsor. Most 
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T he word “innovation” is almost syn-
onymous with the word “change,” 
but the former has a positive feel 

while the latter can have a negative conno-
tation for risk-averse individuals and orga-
nizations alike. With the clinical research 
industry being both highly risk-averse and 
in need of innovation, sites and sponsors 

can benefit from establishing strategies to 
take the sting out of change.

In a report issued earlier this year, the 
Tufts Center for the Study of Drug Devel-
opment (CSDD) estimated that it takes an 
average of 69 months — nearly six years 
— for clinical researchers to adopt inno-
vations that support clinical trials execu-
tion (The CenterWatch Monthly, Aug. 2). 
Companies spend almost 14 months just 

planning or initiating an innovation and 
another 16 months evaluating its viability 
and impact, CSDD found. And beyond 
that, it takes an additional 16 months to 
decide whether to move forward with full 
adoption of an innovation and 23 more 
months to complete implementation.

“The timeframe to go through each 
stage of the process varies by company 
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Regulatory Update
FDA Extends Comment  
Period on Proposed IRB,  
Informed Consent Rules

In response to requests for more time 
to weigh in on a pair of long-awaited pro-
posed rules on IRB review and informed 
consent requirements, the FDA has ex-
tended the comment period to Dec. 28.

The proposed rules would line up the 
FDA’s IRB and informed consent require-
ments with the Common Rule’s provisions 
and are intended to cut down on administra-
tive burden for sponsors, investigators and 
IRBs by making IRB reviews more consistent 
across government- and privately funded re-
search. They were finally published in Octo-
ber after years of delay (CenterWatch, Oct. 3).

“The requests conveyed concern that 
the current 60-day comment period does 
not allow sufficient time to develop a 
meaningful or thoughtful response to the 
proposed rules,” an FDA spokesperson 
told CenterWatch. “The agency believes 
that a 30-day extension allows adequate 
time for interested persons to submit 
comments without significantly delaying 
rulemaking on these important issues.”

Read the notice here: https://bit.
ly/3G4QLKr.

FDA Recommends Umbrella 
Trials for Early Study of Multiple 
Cell/Gene Therapies

Multiple versions of a cell or gene thera-
py may be studied under a certain type of 
umbrella trial in which the products being 
studied are for a single disease, the FDA 
says in a new final guidance.

Umbrella trials can make the develop-
ment of these products more flexible and 
efficient, the guidance says, by evaluating 
multiple versions at the same time and help-
ing narrow the list of potential candidates.

“Comparisons can be facilitated by ran-
domization between the study arms, if 
feasible,” the FDA advises. “Additionally, 
this trial design may facilitate sharing of 
the control group, potentially facilitat-
ing investigator participation and subject 
enrollment, and may simplify study man-
agement relative to conducting a separate 
clinical trial for each product version.”

But because the product versions being 
studied will significantly differ from each 
other, the agency advises that sponsors 
submit each candidate in separate inves-
tigational new drug applications (IND) 
that cross-reference each other.

The guidance provides details on how to 
submit information for these multiple INDs 
and file updates as the trial progresses, ac-
knowledging that the structure and organi-
zation of multiple INDs for a single umbrella 
trial can be confusing. It explains how to add 
arms to the trial, submit protocol revisions 
and chemistry, manufacturing and controls 
(CMC) and pharmacology/toxicology infor-
mation, and respond to clinical holds. It also 
covers IND safety reporting, and comple-
tion of the trial and its arms.

The guidance also includes an appen-
dix containing multiple examples of dif-
ferent versions of cell and gene therapies 
that could be combined in umbrella trials 
and those that could not.

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

FDA Releases Draft Guidance on 
Assessing Growth, Puberty in 
Pediatric Trials

Trials of drugs for pediatric use should 
train clinical investigators and trial staff to 
measure and evaluate the drug’s potential 
impact on participants’ physical growth 
and sexual development, according to re-
cent FDA draft guidance.

The recently published 10-page draft 
guidance recommends that trial proto-
cols include procedures for determining 
a participant’s age, obtaining growth 
measurements, instrument calibration 
and evaluation of pubertal development.

“Pediatric clinical trials should include 
accurate, serial measurements and record-
ings of growth parameters if an investiga-
tional drug has the potential to affect growth 
or pubertal development,” continued the 
guidance, noting that usually “growth is as-
sessed using measurements of weight and 
linear growth (length and height), and when 
appropriate, head circumference.”

In addition, said the guidance, sponsors 
should record growth measurements for a 
“minimum trial duration” of 12 months or 
discuss alternative trial durations with the 
necessary FDA review division.

The guidance also recommended keep-
ing pediatric participants who stop treat-
ment within the trial to collect growth 
measurements that may be needed to en-
sure the reliability and interpretability of 
analyses and results.

Trial sponsors should use a sexual ma-
turity rating to evaluate and document pu-
bertal development at baseline and during 
“regular intervals based on the potential 
safety concerns associated with the drug 
and the pubertal development stage of the 
pediatric participant,” the agency said.

The guidance focuses on data to sup-
port a drug’s safety and does not address 
the use of growth or pubertal development 
data on efficacy in growth disorders, the 
agency said, adding that sponsors should 
discuss how to establish efficacy with the 
appropriate FDA review division.

Comments on the draft guidance 
should be submitted by Jan. 1, 2023.

Read the draft guidance here: https://
bit.ly/3gZfPrQ.

see Regulatory Update on page 3
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ICH Publishes M11 Guidelines 
on Designing Standardized Trial 
Protocols

With a goal of facilitating the seamless 
exchange of clinical trial protocols, the 
International Council for Harmonization 
(ICH) has published draft recommenda-
tions for their structure and content.

The ICH M11 draft guideline provides 
general protocol design principles for spon-
sors, investigators, IRBs, regulatory agencies 
and other stakeholders through a template 
that promotes “consistency and efficiency in 
the development, amendment, review, con-
duct and closeout of a clinical trial and the 
exchange of protocol information.” The tem-
plate was designed based on five principles:
	● Building common core content;

	● Serving the needs of stakeholders;

	● Defining content for electronic ex-
change;

	● Designing for content reuse; and

	● Maintaining flexibility.
Per the guideline, ICH advises design-

ing protocols with an eye for minimizing 
repetition and including essential infor-
mation for trial conduct at the top. Simi-
larly, the M11 guideline recommends that 
sponsors include trial-specific informa-
tion in the main body of the protocol and 
reference/general details in an appendix 
section.

In addition to the template, the M11 
guideline comes with a comprehensive 
technical specification document that 
goes in depth on the information that 
should be included for the various com-
ponents of a protocol.

Access the M11 guidelines here: https://
bit.ly/3TOKzua.

Access the M11 template here: https://
bit.ly/3Neq088.

Access the M11 technical specifications 
here: https://bit.ly/3TXkQj0.

EMA Explains How to Participate 
in Its Raw Data Pilot Program

The European Medicines Agency (EMA) 
has answered a multitude of questions from 
sponsors on its raw data pilot, a program 
aimed at understanding if submitting and 
assessing raw data will improve the agen-
cy’s review of drug applications.

Currently, the agency’s review body, the 
Committee for Medicinal Products for Hu-
man Use (CHMP), mainly assesses data 
in clinical summaries and information in 
trial reports, which come in a format that 
do not directly allow disaggregation of data 
or any other form of further analysis. The 
EMA believes that it may help to have ac-
cess to raw data — individual electronic 
participant data that are directly available 
for reanalysis, additional analysis and visu-
alization during the committee’s reviews.

The Q&A document, which spans 34 
questions in total, is split into four sections:
	● General questions (such as the reasons 
behind the pilot, its start and end 

date, its scope and how findings will 
be shared with the public);

	● Terms of participation (such as how to 
submit inquiries about the pilot, how 
to express interest, withdrawal policy 
and how to communicate during 
participation);

	● The data package to be submitted 
(such as whether data packages with 
other regulators can be used, the 
scope of data packages, mandatory 
and optional files to include, and the 
impact of issues with data standards/
formats and missing files); and

	● Technical questions on submitting raw 
data (such as how to submit datasets to 
EMA, the maximum size of the data 
package allowed and how to submit addi-
tional data or data from multiple trials).

Data packages should, at a minimum, 
contain: the signed participation letter; 
deidentified datasets from the relevant 
trials; data definition files in CDISC 
Define-XML format; the analysis data re-
viewer’s guide and study data reviewer’s 
guide; software programs for the creation 
of Analysis Data Model sets; and software 
programs related to the primary and sec-
ondary efficacy analyses, including pro-
grams used to generate figures and tables.

The EMA says it will accept data pack-
ages prepared for other regulators, includ-
ing the FDA and Health Canada, as long 
as they contain the required contents.

Access the Q&A document here: 
https://bit.ly/3Wss2FR.
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sponsors won’t expect payment for these 
kinds of commitments to be returned, 
including IRB fees and startup costs, ac-
cording to Weidman.

“Unauthorized Research”

Another potential dealbreaker for sites 
— and a contractual concern Tran recently 
encountered — involves a sponsor gaining 
rights to results of “unauthorized research” 
conducted by sites and their principal in-
vestigators (PI).

Provisions that give sponsors owner-
ship of unauthorized research, defined 
in this case as “research performed by 
PI and institution not specified in the 
scope of work or work performed not in 
accordance with the protocol,” could al-
low the sponsor to benefit from research 
that hasn’t been reviewed or approved 
by an IRB, which would be considered 
research misconduct. In addition to 
potentially being unethical, this would 
have been a material breach of the CTA 
and a provision at odds with site institu-
tional policy, she said.

Because of this, her site held firm and 
decided that if the sponsor wasn’t open 
to changing the language to something 
both parties found reasonable, they 
would be unable to do business together.

Thankfully, they were able to hash it 
out, Tran said. In the end, they reworked 
the clause to simply say the institution 
and PI agree not to perform any re-
search not specified in the protocol us-
ing the sponsor’s support.

Following Site Policies  
and Procedures

Sponsors, too, can balk at contractual 
language, such as clauses that require 

them to adhere to a site’s policies and 
procedures. This sort of language can 
be a dealbreaker for sponsors, especially 
when the policies and forms are located 
on the site’s website, because policies can 
and do change over time, said Weidman.

“It’s definitely onerous for a sponsor, 
because we don’t have the manpower to 
sit around and monitor a site’s website 
at all times to see whether or not these 
policies have changed,” she said. “Also, 
without knowing what we agree to as a 
sponsor, how do you know if you can 
continue to agree to something that has 
changed? The sponsors really need an 
opportunity to review these policies and 
site forms.”

Merck has been successful in nego-
tiating to receive PDFs of site policies/
forms, review them and negotiate as 
needed, and attach them as exhibits to 
the CTA — but not all sites are agree-
able to this. For those that aren’t, Merck 
has added language to site policies — 
and the CTA directly when sites’ poli-
cies are nonnegotiable — to mandate 
that the site alerts them to any changes 
that occur after the CTA is agreed upon. 
Further, the language should state that 
the sponsor won’t be locked in to any 
changes in site policy until they’ve had 
the chance to review and agree to them, 
she advised.

On the site side, some sites may wish 
to add language to the CTA stating that 
site staff will follow their internal poli-
cies/procedures while conducting the 
protocol. This may be fine, Weidman 
said, but language should be added, for 
instance, that “at this point in time of 
execution of the agreement, site policies 
and procedures do not conflict current-
ly with the protocol, and currently the 
employees can follow the protocol while 
following those policies” — but in the 
event of conflict, the CTA and protocol 
will govern.

Contract and  
Budget Confidentiality

With a recent upsurge in Freedom of 
Information Act (FOIA) requests aimed 
at U.S. sponsors, sites (public institu-
tions in particular) may be concerned 
when sponsors opt to mark CTAs and 
budgets confidential; this stipulation 
could be enough to deter a site from tak-
ing on a trial if sponsors refuse to budge, 
Weidman explained.

FOIA has both a federal statute and 
individual state-specific statutes; Merck 
looks to the state-level laws when sites 
request that the “confidential” stamp 
be removed from either the contract, 
the budget or both, and the state FOIA 
statute(s) in play feed into Merck’s will-
ingness to negotiate in this area.

In Merck’s case, the company is more 
likely to be okay with removing the con-
fidential stamp from the contract than 
from the budget, Weidman says, be-
cause budgets may contain proprietary 
information, especially oncology bud-
gets, that are highly specific. 

When sites cannot live with the confi-
dential stamp on a trial’s budget, Merck 
said it has successfully resolved dis-
agreements by looking at the site’s FOIA 
policy and pulling language specific to 
that policy directly into the CTA itself. 
The most pivotal things sponsors are 
likely to seek in negotiations on FOIA 
policy are notices of any FOIA requests 
and the ability to censor information 
they consider to be confidential.

“As a sponsor … we want to make sure 
that [sites] are obligated to give us notice 
of any FOIA requests, and we want the 
ability to redact confidential informa-
tion,” she said. “If there is a FOIA re-
quest and they notify us, let us look at 
the budget again, let us redact maybe 
three lines we see as confidential, and 
then you can release that budget.”

Crucial CTA Clauses
continued from page 1
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Change Management
continued from page 1

size, but overall, respondents report the 
later stages of the process — deciding to 
adopt the change and implementing it — 
are the most difficult,” CSDD noted. 

“Many other professions demonstrate 
a much higher degree of adaptability and 
willingness to adopt new technologies 
and new approaches to getting things 
done,” Jenna Rouse, chief experience of-
ficer at the clinical trials software firm 
Pro-ficiency, wrote earlier this year. “And 
the clinical research industry likewise 
demonstrated during the pandemic that 
it is capable of making swift, agile chang-
es to cope with unusual circumstances.”

For clinical research, it’s important 
that improvement procedures be both 
process-based, focused on how people 
work, and data-based, looking at how 
data must move among participants. But 
improvement efforts should mostly focus 
on improvement of the procedures that 
projects follow, not the projects them-
selves, advised Elliott Liu of iSixSigma.

There is a common tendency within 
the industry to manage the process first 
and then consider its effects on people. 
This is particularly evident when an orga-
nization faces firm deadlines for applying 
a new technology, such as a clinical trial 
management system that reorders exist-
ing workflows as part of a larger change 
process, Pam Weppler, a process and 
change program leader at Rho, a global 
CRO, told Clinical Researcher.

Staff must fully understand what a 
change means to them personally, es-
pecially when change management 
programs redefine risk management or 
make other radical adjustments in an 
organization, Weppler added. Clinician 
engagement has proven crucial to suc-
cessful, sustained change in the general 
healthcare industry; this is likely true for 
the clinical research niche as well.

“Change is naturally challenging for 
humans, particularly when it is rapid and 
ongoing,” Harrison et al. said. “Those di-
rectly and indirectly affected by change 
are more likely to commit to and embrace 
change when they contribute to the deci-
sion-making about the change and under-
stand why and how the change is going to 
improve patient and/or staff experiences 
or the healthcare environment.”

But successful change management 
may mean reducing hierarchy to ensure 
stakeholder input, wrote Katherine Igoe 
of the Harvard T.H. Chan School of Pub-
lic Health. That might mean including 
physicians and medical assistants in solu-
tion development and “having both per-
spectives matter equally in the context of 
problem-solving.”

“Adept organizations give people room 
to adjust by starting early and introduc-
ing the impact gradually when possible,” 
Igoe added, though she noted that gradu-
al implementation isn’t always an option.

During changes related to a clinical trial 
program consolidation at Rho, for instance, 
company leaders introduced the change by 
hanging process maps on hallway walls. 
They invited internal stakeholders to write 
suggestions and concerns on them.

“The maps first appeared as a curiosity, 
attracting a few passersby who scanned a 
list of questions about the new process,” she 
said. “The crowds grew as people gathered 
to offer feedback, attracting others who 
wanted to express their opinions, too.”

Other participants are also important 
to change management. IT vendors, for 
instance, can help by providing technol-
ogy that supports seamless communi-
cation among all parties, thus allowing 
easier adaptation to change.

Key players on the team should include a 
change management leader who is knowl-
edgeable and passionate about the pro-
posed change, a member of the executive 
leadership team, employees who embrace 
the change and “super users,” or employees 

already comfortable with the technology or 
procedures involved in the change, the As-
sociation of Clinical Research Professionals 
wrote in a recent blog post.

These individuals should have a con-
crete understanding of the change and 
why it should occur. They also need to 
be willing to share this information with 
other employees and executives.

The second strategy is to obtain buy-in 
from the organization’s leadership. This 
means someone from upper management 
must be involved in every step of change 
implementation. These executives can set a 
positive tone for adoption of the change and 
keep the process moving forward as well as 
making sure that the necessary resources 
are available to implement the change.

And the final strategy is to engage all 
potential stakeholders, including research 
staff, patients and study sponsors. A stake-
holder should be considered any individ-
ual impacted by the change. If a change 
involves technology, for instance, any end 
users of that technology would be consid-
ered stakeholders. Having these people ac-
tively engaged in the change management 
process will help with early identification 
of potential stumbling blocks.

Outside help can also support the 
change management process. If a research 
organization aims to adopt new software, 
for instance, an experienced software ven-
dor can help evaluate the best options for 
that organization as part of the change 
management process. 

Jimmy Bechtel, vice president of site 
engagement at the Society for Clinical 
Research Sites (SCRS), stresses the impor-
tance of having a strong strategy for man-
aging change at the site level. In the view 
of SCRS, having a plan that standardizes 
the way changes are handled and carried 
out is essential considering the hurdles 
sites are facing today. In fact, it’s reached 
unprecedented levels of importance, he 
told The CenterWatch Monthly.

see Change Management on page 6
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“The landscape sites are navigating is 
more complicated now than it ever has 
been before. Challenges sites are facing 
with tech, workforce and trial complexity 
— it really isn’t any one in particular that is 
more difficult to manage than the others; 
it only goes to emphasize the importance 
of change management at the site level,” he 
said. “As things continue to be challeng-
ing, change management becomes more 
of an essential operational practice.”

For instance, having a plan for bolster-
ing a site’s workforce — hiring and retain-
ing staff — is particularly pressing right 
now, while having a strategy for imple-
menting new tech solutions that are fre-
quently imposed on sites in nearly every 
trial is virtually a must have today, he says.

In pursuing change management plans, 
sites should remember that they may not 
have the bandwidth or resources to put 
together a full-scale change management 
process like large organizations, which 
may have entire departments dedicated to 
that area. “Even just having a standardized 
approach to how changes are recognized, 
socialized, implemented and scaled will 
go a long way to assuring these changes 
are minimally disruptive. That is really the 
reason — to make change less disruptive 
and manageable,” he said.

Holding effective, sitewide discussions 
is key to figuring out what change man-
agement plan is necessary and realistic 
for any given site. Hold talks with every-
one who will be affected by changes, do 
your research and discern what aspects of 
change management are feasible and best 
for the site, its structure and its culture, 

then expand from there, he advises. It’s 
critical that this is discussed with every-
one and not confined to a site’s top brass.

“The conversation with the rest of the or-
ganization is a step sometimes overlooked 
by many. Leaders seem to think that they 
can make decisions in a vacuum without 
involving those that will be implementing 
this change and seeking their feedback. 
Doing this right will increase likelihoods of 
success and acceptability,” he said.

A strong change management plan, 
Bechtel says, includes components like 
gathering and analyzing all of the avail-
able information on a given change; in-
volving other leadership as needed; so-
cializing changes and analyzing them 
with the entire organization; implement-
ing the change into site workflow and 
operations; and scaling across the site as 
needed.

Change Management
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

DynamiCure DCBY02 Metastatic solid tumors

Equillium EQ102 Celiac disease

InflaRx INF904 Complement-mediated chronic diseases

Orum Therapeutics ORM-5029 HER2-expressing advanced solid tumors

Pfizer

BioNTech

Single dose mRNA-based  
combination vaccine 

Influenza and COVID-19

Sirnaomics STP705 Fat reduction in adults undergoing abdominoplasty

Verge Genomics VRG50635 Amyotrophic lateral sclerosis

phase 1b

Anixa Biosciences Breast cancer vaccine Breast cancer

Bio-Path Holdings BP1002 Refractory/relapsed acute myeloid leukemia 

Regulus Therapeutics RGLS8429 Autosomal dominant polycystic kidney disease

phase 1/2

Biomea Fusion BMF-219 Type 2 diabetes

Corvus Pharmaceuticals Ciforadenant plus ipilimumab and nivolumab Metastatic renal cell cancer

Monte Rosa Therapeutics MRT-2359 MYC-driven solid tumors, including lung cancer

Omega Therapeutics OTX-2002 Relapsed or refractory hepatocellular carcinoma and 
solid tumors with MYC oncogene overexpression

Teon Therapeutics TT-816 Advanced solid tumors

phase 2

Aphaia Pharma APH-012 Chronic weight management in people with obesity

Disc Medicine Bitopertin Erythropoietic protoporphyria in adults

Edgewise Therapeutics EDG-5506 Duchenne muscular dystrophy

Enanta Pharmaceuticals EDP-235 Treatment of nonhospitalized, symptomatic adults 
with mild-to-moderate COVID-19
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Study Lead Opportunities continued from page 7
Company name Drug name Indication

phase 2 continued

Neurocrine Biosciences NBI-1117568 Schizophrenia in adults

Q32 Bio

Horizon Therapeutics

ADX-914 Atopic dermatitis

Renovion ARINA-1 Noncystic fibrosis bronchiectasis

phase 2a

Bridge Biotherapeutics BBT-877 Idiopathic pulmonary fibrosis

Intercept Pharmaceuticals INT-787 Severe alcohol-associated hepatitis

phase 2b

MediPrint Ophthalmics LL-BMT1 drug-eluting contact lens Glaucoma

phase 2/3

Seelos Therapeutics SLS-005 (trehalose injection) Spinocerebellar ataxia type 3 

phase 3

Boehringer Ingelheim BI 1015550 Idiopathic pulmonary fibrosis

Codagenix CoviLiv COVID-19 vaccine COVID-19

Finch Therapeutics CP101 Recurrent C. difficile infection

MedinCell F14 (mdc-CWM) Pain after total knee replacement surgery

Xenon Pharmaceuticals XEN1101 Focal epilepsy in adults
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FDA Actions

Company name Drug name Indication FDA action

Cellevolve CE-VST01-JC Progressive multifocal leukoencephalopathy IND approved 

Cour Pharmaceuticals CNP-106 Myasthenia gravis IND approved 

Nihon Medi-Physics NMK89 Cancer diagnostic IND approved 

Antengene ATG-017 plus nivolumab Advanced solid tumors IND approved 

Aulos Bioscience AU-007 Advanced solid tumors IND approved 

Brexogen BRE-AD01 Atopic dermatitis IND approved 

Turnstone Biologics TIDAL-01 Advanced solid tumors IND approved 

Creative Medical 
Technology

AlloStem Type 1 diabetes IND approved 

Eccogene ECC5004 Type 2 diabetes IND approved 

Pacylex PCLX-001 Acute myeloid leukemia IND approved

ORYZON Genomics Iadademstat (ORY-1001) Relapsed/refractory high-grade 
neuroendocrine carcinomas

IND approved 

Alzamend Neuro ALZN002 Mild-to-moderate Alzheimer’s dementia Study May Proceed letter 

AbbVie Rinvoq (upadacitinib) Nonradiographic axial spondyloarthritis in 
adults

Approved for new indication

Gilead Vemlidy (tenofovir 
alafenamide)

Chronic hepatitis B in patients age 12 years 
and older with compensated liver disease

Approved for expanded age 
indication

Regeneron 
Pharmaceuticals

Libtayo (cemiplimab-rwlc) in 
combination with platinum-
based chemotherapy

Adults with advanced non-small cell lung 
cancer with no EGFR, ALK or ROS1 aberrations

Approved for expanded indication

AstraZeneca Imjudo (tremelimumab) plus 
Imfinzi (durvalumab) 

Unresectable hepatocellular carcinoma  
in adults

Approved 

Johnson & Johnson Tecvayli (teclistamab-cqyv) Relapsed or refractory multiple myeloma  
in adults

Approved 

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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