
By James Miessler

Sponsors take an average of six years 
to adopt innovations intended to in-
crease trial efficiency, according to 

findings from a new global survey. Now, 
an industry that moved at unprecedented 
speed to adapt to the COVID-19 pandem-
ic is looking to leverage that experience 
and identify ways to shorten the six-year 
innovation cycle.

A new study by the Tufts Center for the 
Study of Drug Development (CSDD) as-
sessed the average length of time it takes 
companies to move through each step of 
the typical innovation adoption cycle —
planning/initiation, evaluation, adoption 
decision and full implementation — and 
concluded that while all four stages are 
necessary, there is room for improvement 
in each.

“The fundamental stages of innova-
tion adoption are rational and instru- 
mental in driving long-term cultural 
change and companywide engagement,” 
says CSDD Executive Director Ken  
Getz. The task companies face now is 

getting each phase’s main goals accom-
plished faster.

“The pandemic necessitated rapid 
adoption of virtual and remote solu-
tions, but the typical evaluation stage was 
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Sponsors, sites and academic institu-
tions generally agree that the clinical 
trials industry needs formalized ed-

ucation programs and requirements for 
trial professionals, especially in light of a 
new survey that shows large competency 
gaps in several core areas.

Clinical research is one of the only 
health professions that does not have an 
entry-level educational or professional cer-

tification requirement, according to Ste-
phen Sonstein, senior advisor of the Multi-
Regional Clinical Trials Center (MRCT) 
of Brigham and Women’s Hospital.

“A large percentage of clinical research 
professionals, whether they be physi-
cian investigators, study monitors, re-
search coordinators or data managers, 
are trained on the job,” Sonstein told 
The CenterWatch Monthly. “They may be 
skilled in their areas of responsibility,” he 
said, “but with little appreciation of the 

roles and content of others.” They may 
be experts in research design but have no 
awareness of regulations, for instance, or 
they may be well-versed in site manage-
ment but unfamiliar with scientific and 
research design principles.

And while FDA regulations require 
clinical trial personnel to have the train-
ing and experience to perform their jobs, 
the agency does not prescribe any specific 
course of education.

see Innovation Adoption on page 3

2      Regulatory Update 

6      Study Lead Opportunities

8      FDA Actions

In This Issue

Innovation Adoption Ability and Speed

Overall Large Mid-sized Smaller

Company ability to adopt innovations 
(percent rate ‘Excellent’ or ‘Good’) 67.8% 64.9% 76.3% 60.3%

Adoption speed relative to peer 
companies (percent rate ‘Much’ or 
‘Somewhat slower’)

60.8% 61.9% 54.3% 62.9%

Mean total estimated time in months 
from Planning/Initiation to Full 
Implementation

69.3 66.6 79.2 57.4

Source: Tufts Center for the Study of Drug Development
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Regulatory Update
Califf Calls Again for Use  
of RWE, Acceleration of  
Confirmatory Studies

Five months into his second go-round 
as FDA commissioner, Robert Califf once 
more stressed the importance of develop-
ing and employing a real-world evidence 
(RWE) system to support clinical re-
search, especially for confirmatory trials 
of accelerated approvals.

Speaking at a virtual event hosted  
by the Alliance for a Stronger FDA,  
Califf contended that an RWE-gathering  
system could be used to ensure confir-
matory studies for therapies granted ac-
celerated approval are conducted in a 
much timelier manner. During his Senate 
confirmation hearings, the agency chief 
advocated for such a system that would 
tap into valuable electronic health record 
(EHR) data.

“I think we do a really good job of de-
veloping medical products up through 
the early phases, and that system works 
well,” Califf said. But when it comes to 
determining the right doses of drugs and 
how to combine and compare medical 
products, “I’d say we’re doing a lousy job 
of generating that evidence.”

“And yet,” he continued, “everyone 
in the United States has an EHR packed 
full of data that could be used to do  
studies very inexpensively.” But data pri-
vacy concerns over use of such data have 

exceeded those of public health interests, 
he acknowledged.

Califf also addressed issues with the 
FDA’s accelerated approval pathway, 
which has come under heavy scrutiny 
following the controversial clearance of 
Biogen’s Alzheimer’s drug Aduhelm (adu-
canumab) in June 2021. More and more of 
the agency’s approvals are accelerated, 
he pointed out, and with only early data 
to evaluate, it’s reasonably likely that a 
drug’s benefits will appear to outweigh 
the risks because it hasn’t yet been proven 
by postmarket confirmatory studies. And 
the agency’s approach to conducting con-
firmatory studies is “simply inadequate.”

“I think it was a signal to the very broad 
community when the initial statement 
was that it would take nine years to do 
the follow-up study on Aduhelm,” he said. 
“People said, ‘wait a minute, that doesn’t 
sound like a timeframe that’s reasonable.’” 

FDA Stresses Need for  
Progressive Approach to Drug 
Development Regulation

Faced with an evolving clinical re-
search and drug development landscape 
that was accelerated dramatically by CO-
VID-19, the FDA’s Office of New Drugs 
(OND) will continue to take a progressive, 
adaptive approach to drug regulation go-
ing forward and explore innovative trial 
designs, according to its yearly report.

“In this rapidly evolving landscape of 
drug development, drug regulation can-
not be static, but also must progress to 
assure that we can apply our statutes and 
regulations to novel issues and challeng-
es,” said Peter Stein, director of OND, 
in the report. “OND staff, working with 
many other CDER offices, must keep up 
with the evolving science and find ways 
that novel challenges in drug regulation 
can be addressed.”

The report shares instances in which 
the office worked with stakeholders  
in 2021 to promote innovation in trial 
design. For example, several meet-
ings on its Complex Innovative Trial  
Design program ultimately delivered 
guidance on trial designs for seri-
ous diseases, such as systemic lupus  
erythematosus. These designs included 
master protocols and platform trials, 
innovative approaches that can hasten 
trial operations, identify and disqualify 
multiple candidates and significantly cut 
down costs.

Long-term, OND said its goals are to 
approve more drugs for unmet needs, 
expand drug approvals to more indica-
tions/patient populations and get more 
drugs with favorable risk-benefit profiles 
to market.

Read the full report here: www.
fdanews.com/06-27-22-Officeof New-
Drugs2021AnnualReport.pdf

see Regulatory Update on page 3
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bypassed,” Getz told The CenterWatch 
Monthly. Companies are now backtrack-
ing to that stage to evaluate decentralized 
trial (DCT) methods and other innova-
tions they implemented, he said. 

The goal of the CSDD study, which sur-
veyed 621 drug companies, “was to map 
a common innovation adoption process 
and to identify typical causes of delay 
and inefficiency,” Getz said. “Companies 
encounter many of the same challenges,” 

he said, but their approach to those chal-
lenges vary widely.

Some companies use centralized inno-
vation groups, for instance, while others 
employ more active pilot programs and 
assess innovations using better metrics, 
he said. Although two-thirds of the sur-
vey respondents said they believe their 
companies are excellent or good at adopt-
ing innovations, 60 percent felt their 
competitors were somewhat or much 
faster at adopting them.

Researchers asked survey respondents 
about their experiences with such trial 

advancements as electronic data capture 
systems, electronic clinical/patient-re-
ported outcome assessments, interactive 
voice response systems and clinical trial 
management systems. 

What they found was that, from plan-
ning to portfolio-wide implementation, 
adoption of such methods took an average 
of 69 months, a cycle time similar to other 
research-intensive industries over the past 
two decades, Getz noted. More surprising 
were the roadblocks respondents cited in 
the individual stages of adoption.

Innovation Adoption
continued from page 1

see Innovation Adoption on page 4

Regulatory Update
continued from page 2

FDA Reminds Sponsors: Develop 
Trial-Specific Eligibility Criteria

To improve trial diversity, sponsors 
should move away from eligibility crite-
ria templates and draw up criteria specific 
to each trial, the FDA reminded industry 
last month.

“Inclusion and exclusion criteria are 
commonly accepted over time without 
clinical or scientific justification — for 
example, older patients and pediatric 
patients are often excluded from trials 
without any clear scientific or medical 
rationale,” said Jamie Gamerman, regu-
latory counsel for the Office of Medical 
Policy in the Center for Drug Evaluation 
and Research.

At the agency’s Regulatory Education 
for Industry Annual Conference in July, 
Gamerman referred to the November 
2020 guidance on enhancing diversity  
in clinical trials, which recommends 
sponsors cut out excessively restrictive 
criteria where they can. For example,  
she said, criteria can be broadened when 
moving from phase 2, which tends to 
be more restrictive, to phase 3. In addi-
tion, the guidance recommends sponsors  
justify all age restrictions and include 

pediatric and geriatric patients when  
appropriate.

The final guidance very briefly men-
tions a “plan of inclusion of clinically rel-
evant populations” that the FDA strongly 
advises sponsors develop no later than 
the conclusion of the phase 2 meeting. 
This concept was detailed in the agency’s 
latest draft guidance on improving trial 
diversity, which offers recommendations 
for crafting an inclusion plan. While the 
draft guidance would not mandate such 
plans, the FDA has said it will “evaluate 
the race and ethnicity diversity plan as 
an important part of the sponsor’s devel-
opment program” when reviewing new 
drug approval applications. 

EMA Gears Up for Raw Data  
Review Pilot Program

The European Medicines Agency 
(EMA) is inviting sponsors to apply for 
participation in a pilot program that will 
assess the benefits of submitting and as-
sessing “raw data” during reviews by the 
Committee for Medicinal Products for 
Human Use (CHMP).

CHMP’s current review process pri-
marily involves the assessment of data 
in clinical summaries and information 
in trial reports, which come in a format 

that “does not directly allow disaggrega-
tion or any other form of further analy-
sis,” the EMA said. But for some regula-
tory procedures, it may be beneficial to 
have access to raw data — individual, 
electronically formatted patient data 
from trials that is directly available for 
reanalysis, additional analysis and visu-
alization — during a CHMP review, the 
agency said.

“Access to raw [data] can assist regula-
tors in understanding the submitted evi-
dence and therefore inform the regula-
tory decisions on the benefit-risk balance 
of the product,” the EMA said in a docu-
ment outlining the pilot. The agency not-
ed that it reflected on previous reviews 
involving raw data and found a num-
ber of benefits, including an improved 
understanding of study results that in-
formed approvals, fewer questions for 
applicants and optimized inspections.

The pilot program will kick off in Sep-
tember, when participants in the pro-
gram will be allowed to submit raw data 
as part of their initial marketing autho-
rization applications and postauthoriza-
tion applications. The pilot will run for 
up to two years and take approximately 
10 applications. 

To apply for the pilot, email rawdatapi-
lot@ema.europa.eu.

mailto:rawdatapilot%40ema.europa.eu?subject=
mailto:rawdatapilot%40ema.europa.eu?subject=
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The planning and initiation stage is 
significantly mired down by weak sup-
port from senior management, difficulty 
reaching cross-functional agreement, 
limited encouragement to initiate and a 
lack of regulatory transparency, CSDD 
found. This initial step takes sponsors 
almost 14 months on average, though 
this stage also sees the greatest variation 
amongst companies. Mid-size compa-
nies took the longest (17.1 months), while 
small- and large-size companies were 
quicker with similar times of 11.7 and 12 
months, respectively.

The evaluation stage takes companies 
15.7 months on average, CSDD found, 
with difficulty comparing providers, lim-
ited cross-functional coordination, poor 
pilot program designs and, again, limited 
incentives to initiate contributing to slow 
times and inefficiency. Mid-size compa-
nies again took the longest (19.1 months 
on average), whereas large companies 

took 14.6 months and small companies 
took 12.1 months.

A quarter of the innovation adoption 
process is tied up in deciding whether to 
move forward with full implementation, 
the study found, taking sponsors 16.9 
months on average overall and mid-size 
sponsors the longest again at 19.3 months. 
Larger companies also moved more slow-
ly through this step (16.6 months), while 
smaller companies see faster times (12.9 
months) on average.

The longest step, by far, is full imple-
mentation, the last stage of the process, 
taking sponsors 23 months — almost 
two years — on average. Here, large-  
and mid-size companies saw similar 
times (23.4 and 23.7 months, respec-
tively), while smaller companies moved  
a bit faster (20.7 months). Companies 
named weak senior management sup-
port, a lack of continuity in adoption 
investment, weak change management 
planning and a lack of alignment on 
incentives as the key sources of delays  
and inefficiencies.

In general, the latter half of the four-
step process — deciding to adopt an inno-
vation and implementing it, both of which 
require multifunctional coordination and 
support — was seen as the hardest part of 
the journey. “Companies indicated that it 
is extremely hard to convince, motivate 
and coordinate a fragmented community 
of siloed professionals in a risk-averse, 
SOP-rich, heavily regulated operating en-
vironment,” Getz noted.

As CSDD continues to watch industry 
efforts to bring innovations on board, 
Getz said the center hopes to eventually 
document case examples and best practic-
es that successfully and sustainably speed 
up the process.

For now, there are two primary fol-
low-up questions CSDD hopes can be 
answered: can the typical six-year dura-
tion be accelerated and delaying factors 
addressed, and is there a way to push for 
faster, more coordinated industrywide 
adoption of particular innovations?

Access the full CSDD report here: 
https://bit.ly/3RjRFpO.

Innovation Adoption
continued from page 3

Sonstein and a team of researchers 
from MRCT’s Joint Task Force for Clini-
cal Trial Competency (JTF) and Harvard 
University conducted a global survey of 
research professionals’ attitudes toward 
job competency, asking them to rank 
themselves on a scale of one to 10 on their 
mastery of the eight domains of the Core 
Competency Framework, an industry-
recognized standard for research capa-
bilities and skill development first pub-
lished in 2014.

The study authors concluded that re-
gardless of role, education level and expe-
rience, respondents signaled that scientific 
concepts/research design, investigational 
product design/regulation and data man-

agement/informatics need more extensive 
coverage in training curricula, both in  
pre-professional and continuing profes-
sional education.

“Our study demonstrated that only 35.7 
percent of the clinical research workforce 
had participated in training or course-
work in the previous two years,” Sonstein 
said. “Those that did participate most 
commonly trained in areas where higher 
levels of self-reported competency were 
seen, such as good clinical practice (GCP) 
and ethical and safety considerations.” 

Other domains in the competency 
framework include:
	● Ethical and participant safety consid-
erations;

	● Clinical study operations and GCP 
principles;

	● Study and site management;

	● Leadership and professionalism; and
	● Communications and teamwork.

Nothing much has changed, the re-
searchers pointed out in a report pub-
lished in Therapeutic Innovation & Regu-
latory Science. A JTF survey in 2016 study 
also found that clinical research profes-
sionals are least confident in their abilities 
around scientific concepts and research 
design, and investigational product devel-
opment and regulation. Now, it also ap-
pears that critical parts of the workforce 
“lack some confidence in skills associated 
with data management and informatics” 
as well, the study authors wrote.

“Given the rapid evolution of infor-
matics and data management, a deeper 
understanding of such a critical compo-

see Research Training on page 5
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nent of the clinical research process is 
necessary for all research professionals,” 
Sonstein said.

Overall, clinical research coordinators/
study nurses were the most doubtful of 
their abilities in these categories, ranking 
themselves 6.4 on scientific concepts and 
research design, 6.1 on investigational 
product development and regulation, and 
7.1 on data management and informatics. 
CRAs/monitors also ranked themselves 
fairly low: 6.9 on scientific concepts and 
research design, and 7.3 on both investi-
gational product development and regu-
lation, and data management.

In addition, respondents from private 
sites (137) ranked themselves lowest of 
all site types — including academic in-
stitutions, pharma/biotech companies 
and CROs — when it came to scientific 
concepts and research design, scoring 6.5  
on average.

Beyond the three domains identified 
in the survey, there may be a need for 
greater training in general; most respon-
dents said they haven’t taken academic 
courses or continuing education training 
in the past two years.

For the 174 respondents who said they 

had completed additional education, 
training in ethical and safety consider-
ations (46 percent) and clinical study op-
erations/GCP (57 percent) were the most 
prevalent — and these domains saw the 
highest self-reported competency level 
across the board. 

Conversely, less than one-third of re-
spondents received education and train-
ing on data management and informat-
ics, investigational product development 
and regulation, communication and 
teamwork, and scientific concepts and 
research design. It’s unclear what impact 
the COVID-19 pandemic may have had 
on the frequency of professional training.

Unsurprisingly, the study also found 
that respondents holding professional 
certifications (274) — specifically from 
the Association for Clinical Research 
Professionals (ACRP), the Society of 
Clinical Research Professionals (SoCRA) 
or both — rated themselves higher in 
every competency category compared to 
noncertified respondents (306).

While there’s been a shift among spon-
sors, CROs and sites alike toward requir-
ing professional certification for new 
hires, this isn’t yet the standard, the re-
searchers wrote. 

Jimmy Bechtel, vice president of site 
engagement for the Society of Clinical 

Research Sites, does acknowledge that 
certification can give research personnel 
an edge over noncertified staff members.

“We do understand and recognize  
the value that a certified research staff 
member can bring over someone who 
is not,” Bechtel said. “It’s like hiring 
someone with a high school diploma vs.  
a bachelor’s or associate’s degree. A cer-
tain level of skill, understanding and  
professional advancement comes with 
that degree.”

“Clinical research-specific certifica-
tions are not a must-have for research 
staff, but certainly are an indication of an 
individual seeking elevation of knowledge 
and commitment,” Elizabeth Weeks-
Rowe, principal CRA at PPD, added.

“However, it is not a universal industry 
requirement, nor does it automatically 
guarantee higher pay or more consider-
ation for jobs,” Weeks-Rowe noted.

“Our hope,” said MRCT’s Sonstein, “is 
that future studies will show that educa-
tion and professional certification lead to 
lower costs and higher quality results for 
clinical trials. In turn, that demonstra-
tion will lead to broader recognition of 
the need for education, training and pro-
fessional certification.”

Access the study here: https://bit.
ly/3RXZHoB.

Research Training
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Study Lead Opportunities

see Study Lead Opportunities on page  7

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

BioCorRx Pharmaceuticals BICX104 implantable biodegradable  
naltrexone pellet

Opioid use disorder

Codiak BioSciences exoASO-STAT6 Advanced hepatocellular carcinoma, liver metastases 
from primary gastric cancer and colorectal cancer

Molecular Targeting Technologies EBTATE (177Lu-DOTA-EB-TATE) Advanced, well-differentiated neuroendocrine tumors

Biomica BMC128 plus Opdivo Non-small cell lung cancer, melanoma or renal cell 
carcinoma

Bio-Thera Solutions BAT8006 Advanced solid tumors

Endevica Bio TCMCB07 Cachexia

Moderna Therapeutics mRNA-1215 
Nipah virus vaccine

Nipah virus

Propanc Biopharma PRP (trypsinogen and chymotrypsinogen) Advanced cancer

Pulmatrix PUR3100 Acute migraine

Verve Therapeutics VERVE-101 Heterozygous familial hypercholesterolemia

phase 1b

FluGen Intranasal M2SR flu vaccine co-administered  
with high-dose vaccine

Influenza 

ADC Therapeutics Zynlonta with other anticancer agents Relapsed or refractory B-cell non-Hodgkin lymphoma

phase 1/2

Disc Medicine DISC-0974 Myelofibrosis patients with severe anemia

Receptor Life Sciences RLS103 Acute anxiety within social anxiety disorder

Arrowhead Pharmaceuticals ARO-MUC5AC Moderate-to-severe asthma

Arrowhead Pharmaceuticals ARO-RAGE Mild-to-moderate asthma

Enlivex Therapeutics Allocetra with chemotherapy Peritoneal metastases arising from solid cancer

Neurona Therapeutics NRTX-1001 Adults with drug-resistant focal epilepsy 

Clinilabs Drug Development CYB003 Major depressive disorder

SunHo BioPharmaceutical IAP0971 Locally advanced or metastatic malignant tumors

SunHo BioPharmaceutical IAE0972 Locally advanced or metastatic malignant tumors

 Copyright © 2022 by WCG CenterWatch  |  CenterWatch Monthly August 2022   7
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http://www.sunho-bio.com
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Study Lead Opportunities continued from page 6

Company name Drug name Indication

phase 2a

CannaLean Biotechs Cannabidiol (CBD) Hyperlipidemia

phase 2

AlzeCure Pharma ACD440 Peripheral neuropathic pain

Celldex Therapeutics Barzolvolimab Chronic inducible urticaria

Cognition Therapeutics CT1812 Lewy body dementia

NovoCure Tumor treating fields plus Keytruda  
(pembrolizumab)

Non-small cell lung cancer that expresses PD-L1

Achieve Life Sciences Cytisinicline Smoking cessation and nicotine addiction

Alterity Therapeutics ATH434  Multiple system atrophy

BioRestorative Therapies BRTX-100 Chronic lumbar disc disease

Calithera Biosciences CB-228 (sapanisertib) Relapsed/refractory NRF2-mutated squamous non-
small cell lung cancer 

Clairvoyant Therapeutics Psilocybin Alcohol use disorder

Kiora Pharmaceuticals KIO-201 topical eye drops Persistent corneal epithelial defect

Edgewise Therapeutics EDG-5506 Becker muscular dystrophy

phase 2/3

Global Blood Therapeutics GBT021601 (GBT601) Sickle cell disease

Tetra Therapeutics BPN14770 (zatolmilast) Fragile X syndrome

Radius Health RAD011 Prader-Willi syndrome

phase 3

Exelixis XL092 plus atezolizumab Metastatic colorectal cancer

Timber Pharmaceuticals TMB-001 Congenital ichthyosis

SCYNEXIS Oral ibrexafungerp Complicated vulvovaginal candidiasis

Acer Therapeutics Edsivo (celiprolol) COL3A1-positive vascular Ehlers-Danlos syndrome 

Corcept Therapeutics Relacorilant plus nab-paclitaxel Platinum-resistant ovarian cancer

Oculis OCS-01 Inflammation and pain following cataract surgery

Palisade Bio LB1148 Return of bowel function in adults undergoing  
gastrointestinal surgery

Xenikos T-Guard Steroid-refractory acute graft-vs.-host disease

Biohaven Pharmaceuticals Taldefgrobep alfa Spinal muscle atrophy

https://www.cannaleanbio.com
https://www.alzecurepharma.com
https://www.celldex.com
https://www.cogrx.com
https://www.novocure.com
https://www.achievelifesciences.com
https://www.alteritytherapeutics.com
https://www.biorestorative.com
https://www.calithera.com
https://www.clairvoyantrx.com
https://www.kiorapharma.com
https://www.edgewisetx.com
https://www.gbt.com
https://www.tetratherapeutics.com
https://www.radiuspharm.com
https://www.exelixis.com
https://www.timberpharma.com
https://www.scynexis.com
https://www.acertx.com
https://www.corcept.com
https://www.oculis.com
https://www.palisadebio.com
https://www.xenikos.com
https://www.biohavenpharma.com


FDA Actions

Company name Drug name Indication FDA action

Acepodia ACE1831 Non-Hodgkin lymphoma IND approved 

Ellipses Pharma EP0031 RET-altered cancers IND approved 

Fusion Pharmaceuticals FPI-2059 Solid tumors IND approved 

Nuvectis Pharma NXP800 Cancer IND approved 

Ascentage Pharma APG-5918 Solid tumors, hematologic malignancies IND approved 

Cybin CYB003 Major depressive disorder IND approved 

Harbour Biomed HBM7008 Solid tumors IND approved 

Nurix Therapeutics NX-1607 Solid tumors IND approved 

Schrödinger SGR-1505 Relapsed or refractory B-cell lymphoma IND approved 

Titan Pharmaceuticals Subdermal formulation of 
nalmefene

Prevention of relapse following opioid 
detoxification in adults with opioid use 
disorder 

IND approved 

Prestige Biopharma PBP1510 (ulenistamab) Pancreatic cancer IND approved 

SCG Cell Therapy SCG101 Hepatitis B virus-related liver cancer IND approved 

Ceruvia Lifesciences Synthetic psilocybin (SYNP-101) Obsessive-compulsive disorder IND approved for phase 2 trial

Daewoong 
Pharmaceutical

DWN12088 Idiopathic pulmonary fibrosis IND approved for phase 2 trial

Soligenix SGX302 (synthetic hypericin) Mild-to-moderate psoriasis IND approved for phase 2a trial

Noema Pharma Gemlapodect (NOE-105) Childhood-onset fluency disorder IND approved for phase 2b trial
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see FDA Actions on page 9

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 9

Company name Drug name Indication FDA action

Annovis Bio Buntanetap Early Parkinson’s disease Study May Proceed letter issued 
for phase 3 trial

Nyxoah Genio system Moderate-to-severe obstructive sleep apnea 
and complete concentric collapse of the soft 
palate

IDE approved 

Insightec Exablate prostate system Prostate cancer IDE approved 

Envoy Medical Acclaim cochlear implant Hearing loss IDE approved 

SoniVie Therapeutic Intra-Vascular 
Ultrasound System (TIVUS)

Hypertensive disorders IDE approved 

Beyond Air LungFit PH Neonates with hypoxic respiratory failure Approved 

Horizon Therapeutics Krystexxa (pegloticase) 
injection co-administered with 
methotrexate

Uncontrolled gout Approved for expanded indication

Bristol Myers Squibb Breyanzi (lisocabtagene 
maraleucel)

Relapsed or refractory large B-cell lymphoma 
after one line of therapy

Approved for expanded indication

Merck Vaxneuvance pneumococcal 
15-valent conjugate vaccine

Invasive pneumococcal disease in infants and 
children

Approved for expanded indication

AbbVie Skyrizi (risankizumab-rzaa) Moderately-to-severely active Crohn's disease 
in adults

Approved for new indication

Novartis Tafinlar (dabrafenib) and 
Mekinist (trametinib) 

Unresectable or metastatic solid tumors with 
BRAF V600E mutation in patients 6 years and 
older

Approved for new indication

Rhythm Pharmaceuticals Imcivree (setmelanotide) Bardet-Biedl syndrome Approved for new indication

Novavax COVID-19 Vaccine COVID-19 Emergency Use Authorization 

Pfizer

BioNTech

COVID-19 vaccine COVID-19 in patients age 12 through 15 Approved for expanded age 
indication
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To learn more about this hybrid conference,
visit www.magiworld.org/EventInfo?EVT=52

A meeting that matters ... more than ever
Obtain practical tips and professional contacts that will pay for the conference 
in a matter of days. At the last MAGI conference, participants gathered an 
average of 10 practical tips to implement in their own organizations. 

If you are a clinical research novice or veteran — with a study sponsor — 
research site or CRO — in a corporate, academic or other organization — you 
will find a coherent and comprehensive program that focuses on your current 
needs for applicable information. 

With more than 70 sessions over four days, the WCG MAGI Clinical Research 
Conference emphasizes practical tips based on real-life examples, with lots 
of interaction.

Gain insights you can 
implement immediately.

Build your network with 
high-value contacts.

Get more value for your 
time and investment.

REGISTER NOW
October 16-19, 2022  
Planet Hollywood Las Vegas Resort & Casino

Clinical Research Conference 
2022 West

https://wcg.swoogo.com/MAGI-West?ref=CWM

