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By Charlie Passut

C ybersecurity in the clinical research 
world is “a little bit special,” one 
expert says, because sites must 

deal with confidentiality, data privacy and 
integrity, as well as the breach notification 
process imposed by regulators. And never 
has the threat to trial data been so high.

Interpol, the Department of Homeland 
Security and IBM are warning about the 
efforts cyber criminals are putting into 
stealing COVID-19 vaccine and treatment 
data. “There is chatter out there among 
the bad guys, saying they were going to 
start getting really aggressive about going 
after healthcare,” says Melissa Markey, an 
attorney with Hall, Render, Killian, Heath & 
Lyman. “Believe me, that includes re-

search, particularly around COVID-19 and 
especially in either treatment or vaccine 
development. Both of those are big targets 
right now.”

The Online Trust Alliance (OTA), an 
organization of various security firms, put to-
gether a list of core best practices that sites 
can use to develop a strategy for protecting 
trial participants’ personal information. The 
two most essential recommendations are 
to enforce effective password management 
policies and to follow the principle of least 
privilege, a concept the Department of 
Homeland Security’s Cybersecurity & Infra-
structure Security Agency defines as provid-
ing only the minimum necessary access for 
the shortest duration necessary.

Clinical Trials Need to Be on High Alert for 
Cybersecurity Threats

By Charlie Passut

The impact of COVID-19 will continue 
well into 2021, and sites and spon-
sors already are looking at how new 

methods, new collaborations and lessons 
learned during the pandemic can be ap-
plied in the years ahead to reduce trial costs 
and timelines, increase participation and 
strengthen electronic solutions to make tri-
als more effective and efficient.  

The silver lining to the COVID crisis is that 
it kick-started moves that the industry has 
debated, but also coveted, for years. 

The pandemic didn’t cause new prob-
lems as much as it exacerbated decades-
old issues, says Megan Trost, vice president 
for study startup and administration at 
WCG Clinical. Because of the urgent need 

for new vaccines and treatment, sites and 
sponsors have been forced to find ways to 
accelerate startup and smooth out budget 
issues, she says.

The result, Trost said, is a reduction in the 
number of business days needed for con-
tracting activities, such as budget develop-
ment and negotiations, contract negotia-
tions and review, and coverage analysis. 
She cited WCG data that shows budget 
negotiations for COVID-19 trials, compared 
to nonCOVID-19 trials, had been reduced by 
32.3 days, meaning they were conducted 
4.5 times faster. Contract negotiations and 
coverage analysis took 23.9 and 7.1 fewer 
business days and were conducted 2.8 and 
5.9 times faster, respectively.

2020 was Rough, But Ushers in Changes Long 
Sought by Trials Industry 
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The following summary of CenterWatch’s

2019 Global Site Relationship Survey presents 

sites’ views on the sponsors they work with. 

The December issue of The CenterWatch 

Monthly will report sites’ opinions on CROs.

 

CenterWatch survey, but sites say they need 

to see more progress in almost all aspects of 

their working relationship.

More than 4,000 sites responding to 

CenterWatch’s 2019 Global Site Relationship 

Survey rated their sponsors’ performance on 

40 key attributes, giving only about half of 

them high marks across the board and 

indicating there still is work to be done, 

especially in the areas of contracting and 

budgeting.

Sponsors have made some strides on the 

attributes sites deemed most important, 

primarily in the areas of project support and 

study monitoring, which contribute to the 

rise in sites’ overall satisfaction with sponsors 

in 2019. 

Sponsors’ average “excellent” rating rose 5 

percent overall from 2017 — up to 53 

percent in 2019 from 48 percent — reflecting 

slight improvements in attributes such as 

organization and preparation, having easily 

accessible staff and providing good overall 

protocol design. 

Most-Valued Sponsor Attributes
The following top 10 attributes sites 

ranked as “very important” in 2019 re-
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recent years, according to a new
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COVID-19 Update  

COVID-19 Drug Research 
Roundup

COVID-19 Vaccines:
Pfizer/BioNTech’s BNT162b2 vaccine 

received a much-anticipated Emergency Use 
Authorization (EUA) from the FDA on Friday 
after an agency advisory committee gave 
the thumbs up on Thursday. BNT162b2 is 
the first COVID-19 vaccine authorized in the 
U.S., following authorization by Canada, the 
UK, Bahrain and Saudi Arabia.

Data from a pooled analysis of phase 3 
trials show AstraZeneca’s and the Univer-
sity of Oxford’s COVID-19 vaccine AZD1222 
is 70.4 percent effective for at least 14 days 
after the second injection. This compares 
with previously reported data showing a 90 
percent efficacy with a one-and-a-half-dose 
regimen and a 62 percent efficacy with a 
two-dose regimen. In Kenya, a phase 1 trial 
to test the safety of the vaccine is under way.

In another effort, AstraZeneca has 
said it will partner with Russia’s Gamaleya 
Institute, makers of the controversial 
Sputnik V vaccine, to determine whether a 
combination of the two companies’ drugs 
can increase efficacy. The plan calls for 
giving an initial dose of one vaccine and 
following it up with a booster dose of the 
other, which researchers think will help 
avoid vector-immunity. 

India has reportedly rejected AstraZen-
eca’s COVID-19 vaccine with claims that the 
vaccine candidate had inadequate safety 
and efficacy data to support its approval. In 
contrast, regulators in the UK say they plan 
to review all of the company’s vaccine data 
to identify an appropriate dosing regimen. 

In a major setback, Sanofi and Glaxo-
SmithKline announced they would delay 
joint development of their adjuvanted 
COVID-19 vaccine after it failed in testing 
among adults older than 49. The collabora-
tors had hoped to begin phase 3 clinical 
trials this month but are now planning to 
begin a phase 2b study of a revised vaccine 
in February.

A COVID-19 vaccine candidate developed 
by the Beijing Institute of Biological Prod-
ucts, a subsidiary of China’s Sinopharm, 
is reportedly 86 percent effective against 
COVID-19 infection. There were no serious 
safety concerns associated with the vaccine.

The UK is planning to conduct pilot trials 
that will investigate a regimen consist-
ing of two different COVID-19 vaccines 
to determine whether a “mix-and-match” 
vaccination strategy offers better protec-
tion against infection with SARS-CoV-2. The 
studies, which will investigate the use of 
AstraZeneca’s AZD1222 and Pfizer/BioN-
Tech’s BNT162b2, are expected to begin in 
January, pending approval of the AstraZen-
eca candidate.

Moderna has started a phase 2/3 study 
of its COVID-19 vaccine in adolescents 
younger than 18 and older than 12 years 
of age. The trial is being conducted with 
the Biomedical Advanced Research and 
Development Authority and will recruit up 
to 3,000 participants in the U.S. Endpoints 
include safety and reactogenicity. The 
company says it will seek to publicize 
data from the trial before the start of the 
2021-2022 school year. The new trial from 
Moderna follows the company’s recent an-
nouncement that its two-dose COVID-19 
vaccine was associated with a 95 percent 
efficacy rate in adults.

Johnson & Johnson has cut enroll-
ment from 60,000 to 40,000 for its global 
phase 3 ENSEMBLE 1 trial evaluating CO-
VID-19 vaccine candidate JNJ-78436735 as 
a single-dose regimen. The company made 

the decision based on how widespread 
the virus has become, with the drugmaker 
concluding that a smaller trial makes the 
most sense since more participants will 
contract the disease.

Gennova Biopharmaceuticals has 
been granted conditional permission by the 
Drugs Controller General of India to conduct 
a phase 1/2 trial of mRNA COVID-19 vaccine 
candidate HGCO19.

Inovio has said it has dosed the first 
participant in the phase 2 portion of the 
company’s phase 2/3 trial of COVID-19 
vaccine candidate INO-4800. The company 
plans to enroll 400 adults across 17 U.S. sites 
to evaluate the candidate’s safety, tolerabil-
ity and immunogenicity when delivered as 
a two-dose regimen. Inovio reached a deal 
with Japan’s Kaneka for the manufacture of 
INO-4800, which the company says will help 
them produce “hundreds of millions” of vac-
cine doses for global distribution. Thermo 
Fisher Scientific also struck a deal with Inovio 
in September to manufacture more than 
100 million doses annually. Additional distri-
bution deals have been made with Richter-
Helm BioLogics and Ology Bioservices.

A phase 1 study from China’s Clover Bi-
opharmaceuticals showed that the com-
pany’s COVID-19 S Trimer vaccine candidate 
generated strong immune responses in 150 
adult and elderly participants. The random-
ized study evaluated the candidate’s safety, 
reactogenicity and immunogenicity when 
combined with an adjuvant from Glaxo-
SmithKline or Dynavax Technologies. 

continues on next page »
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COVID-19 Update     (continued from page 2)

According to Clover, antibodies were in-
duced in 100 percent of study participants. 
Clover currently plans to run a global phase 
2/3 study using the GlaxoSmithKline adju-
vant system and is preparing for a separate 
pivotal trial studying its vaccine candidate 
with Dynavax’s adjuvant.

COVID-19 Therapies:
A clinical trial conducted by the Inter-

national Center for Diarrheal Disease 
Research in Bangladesh has found that anti-
parasitic agent ivermectin was significantly 
better than a combination regimen consist-
ing of ivermectin and doxycycline for treating 
COVID-19. In the study, 77 percent of patients 
with COVID-19 who received ivermectin 
monotherapy for five days experienced viral 
clearance after 14 days compared with 61 
percent of patients in the combination group 
and 39 percent of patients in the placebo 
arm. Around 18 percent of patients treated 

with ivermectin alone experienced viral clear-
ance by the third day compared with only 3 
percent of patients who received ivermectin 
plus doxycycline and a placebo. At seven 
days, 50 percent of patients treated with only 
ivermectin had viral clearance vs. 30 percent 
of patients in the combination therapy arm 
and 13 percent in the placebo group.

UnitedHealth and Eli Lilly have teamed 
up to launch a pragmatic study of COVID-19 
antibody treatment bamlanivimab (LY-
CoV555), a therapy which had previously 
received an EUA from the FDA. Researchers 
will examine the safety and efficacy of the 
treatment in a diverse patient population. 
The trial plans to enroll up to half a million 
participants in the UnitedHealthcare Medi-
care Advantage plan, including individuals 
at high risk of COVID-19, and at least 5,000 of 
the participants will receive bamlanivimab 
in real-life settings.

Questions remain regarding a CO-
VID-19 combination treatment regimen 
comprising Eli Lilly’s rheumatoid arthritis 
drug Olumiant (baricitinib) and Gilead 
Sciences’ antiviral Veklury (remdesivir) 
after it received an EUA Nov. 19. While the 
combination treatment was deemed ef-
fective for reducing recovery time among 
patients with severe COVID-19 in the 
phase 3 ACTT-2 trial, it was also associated 
with serious side effects. The National In-
stitutes of Health has recently announced 
that another study will be conducted with 
the dual-treatment approach at the end 
of November in hospitalized patients with 
COVID-19. This trial will compare barici-
tinib with remdesivir vs. remdesivir with 
dexamethasone. Additionally, Lilly is con-
ducting a separate study of baricitinib with 
dexamethasone in hospitalized patients 
with COVID-19.
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Google Launches Research 
App to Connect Volunteers to 
Virtual Clinical Trials
Google has developed and launched a 
new app for Android phones that offers 
users recruitment in a list of open trials 
and the ability to go through the con-
sent process in about one minute or less.

The app’s first project will be a 
100,000-participant trial Harvard 
Medical School and Boston Children’s 
Hospital are conducting for research into 
influenza and COVID-19, among other 
respiratory infections.

Once users have signed on to a trial 
through the app, they can complete in-app 
surveys or allow the app to collect their 
data from a sensor device.

Users also will be able to track and 
report on their symptoms, preventive 
measures they’ve taken during the 
trial as well as medical information 
they’ve received from test results. 
Participant data will be encrypted, and 
advertisers will not have access to the 
data, Google says.

The app also will give users a broad 
view of how their participation has affect-
ed research by showing them a breakdown 
of the data they have contributed person-
ally and how their personal demographic 
group is being represented within the trial. 
Users also will have access to published 
study results. 

The Google Health Studies app is avail-
able for free download from the Google 
Play app store.

CenterWatch Founder Steps 
Up to Head Center for the 
Study of Drug Development
After 16 years with the Tufts Center for 
the Study of Drug Development (CSDD), 
Deputy Director Ken Getz will be taking 
the reins from retiring Director Kenneth 
Kaitin effective Jan. 1.

Getz, who founded CenterWatch 
(now WCG CenterWatch) in 1994, is an 
internationally recognized expert on 
drug development and clinical research 
trends and an associate professor at 
Tufts University. As CSDD’s deputy direc-
tor he has been responsible for leading 
all of the center’s grant-funded research.

He also is board chair of the Center 
for Information and Study on Clinical 
Research Participation, a Boston-based 
nonprofit he founded to educate the 
public, patients, medical/research com-
munities, the media and policymakers 
about clinical research.

In addition to writing numerous 
peer-reviewed journal articles, Getz is 
the author of The Gift of Participation: 
A Guide to Making Informed Decisions 
About Volunteering for a Clinical Trial.

Kaitin will continue his association 
with CSDD as a senior fellow.

Pandemic-Related Lockdowns 
Slowing Resumption 
of Clinical Trials in the UK 
and U.S.
Data and analytics company GlobalData 
has found that the number of resumed 
trials in the UK and the U.S. has in-
creased from 797 in October to 841 
in November, which represents the 
smallest increase since July. 

The data firm suggests pandemic-
related lockdowns in the UK and some 
states in the U.S. are slowing the re-
sumption of clinical trials.

GlobalData said 78.6 percent of trials 
started in mid-November are currently 
recruiting participants.

Out of the trials that began in 
November, 8.9 percent of trials have 
completed recruitment but are ongoing, 
and 0.7 percent have not yet started to 
recruit participants. Ongoing recruiting 
trials decreased from 82.4 percent in Oc-

tober to 78.6 percent in November while 
completed trials increased from only 
6.8 percent in October to 8.1 percent 
in November.

ConcertAI to Award Three 
$50K Grants in 2021 
to Support Diverse 
Trial Designs
ConcertAI, a real-world evidence (RWE) 
consortium, said it plans to award three 
$50,000 individual grants in 2021 to sup-
port development of more racially and 
ethnically diverse clinical trial designs in 
the fight against cancer.

Warren Whyte, vice president for 
strategic partnerships and customer suc-
cess, said ConcertAI plans to expand the 
grant program in future years. The grants 
are part of the consortium’s Engaging 
Research to Achieve Cancer Care Equal-
ity (ERACE) initiative, which it launched 
in September. ConcertAI said ERACE is 
focused on building the most compre-
hensive cancer registry based on race and 
ethnicity in the U.S.

Under each ERACE Research Award, 
researchers will be tasked with examin-
ing the potential differences in cancer 
treatment patterns and outcomes. Other 
areas of focus under the program include 
clinical practice, genomics, safety and 
other variables, taking into consideration 
existing disparities among cancer pa-
tients, especially among racial and ethnic 
groups typically underrepresented in 
clinical trials. ConcertAI hopes to use the 
data to develop a strategy to eliminate 
disparities in healthcare along racial and 
ethnic lines.

The deadline to submit letters of 
intent for the grants is Jan. 15. ConcertAI 
said it will not consider clinical research 
or projects evaluating the comparative 
effectiveness of therapies or diagnostic 
agents for the grant program.
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This feature highlights changes in clinical 
trial organizations’ personnel.

Alpha Source Group
Allan Klotsche, former CEO of National 
Business Furniture, has been named CEO 
of Alpha Source Group. Klotsche served as 
a member of Alpha’s board from 2015 until 
July 2020.

Ascentage Pharma 
Ascentage Pharma has tapped Gang Zhu as 
the company’s new chief commercial officer. 
Previously, Zhu served as general manager 
of Celgene China.

Avadel Pharmaceuticals 
Avadel Pharmaceuticals has named Jen-
nifer Gudeman vice president of medical 
and clinical affairs. Gudeman previously 
served as vice president of medical affairs 
at AMAG Pharmaceuticals.

AVITA Therapeutics
Kathy McGee has assumed the role of chief 
operating officer at AVITA Therapeutics. 
Formerly, McGee served as president of CnA 
Consulting Group.

C4X Discovery Holdings
Clive Dix, CEO of C4XD, has assumed the 
role of interim CEO of the UK Vaccine Task 
Force, where he will lead the development 
of a COVID-19 vaccine.

Cannex Scientific
Rebecca Bagley has been named CEO of 
Cannex Scientific. Prior to this appoint-
ment, Bagley served as vice chancellor for 
economic partnerships at the University 
of Pittsburgh.

Cellares 
Cellares has named Einav Kraft the com-
pany’s new vice president of quality. Most 
recently, Kraft was the site head of quality 
for Miltenyi Biotec. 

Chiesi USA
Chiesi USA has appointed Jon Zwinski 
to be general manager and CEO of the 
company. Zwinski was most recently 
the senior vice president of sales and 
head of the cardiovascular business unit 
at Chiesi.

Congenica 
Congenica has hired Muthu Meyyappan as 
the company’s new chief commercial officer. 
Meyyappan was previously the chief com-
mercial officer at Variantyx.

CureVac
Antony Blanc has assumed the roles of 
chief business officer and chief commer-
cial officer of CureVac. Blanc’s previous 
role included vice president and global 
integration lead for GlaxoSmithKline’s 
vaccines unit.

Dewpoint Therapeutics
Kara Carter has been named senior 
vice president of discovery biology at 
Dewpoint Therapeutics. Carter joins 
Dewpoint from Evotec, where she 
served as executive vice president of 
infectious diseases.

Enanta Pharmaceuticals 
Tara Kieffer has been appointed senior 
vice president of new product strategy and 
development at Enanta Pharmaceuticals. 
Kieffer previously served as vice president 
of external innovation and business devel-
opment at Vertex Pharmaceuticals.

Entrada Therapeutics
Entrada Therapeutics has appointed Nerissa 
Kreher to the role of chief medical officer. 
Formerly, Kreher was global head of clinical 
and medical affairs at Zafgen. Also, Kory 
Wentworth has been named chief financial 
officer of Entrada. Wentworth was previous-
ly the vice president and principal account-
ing officer at bluebird bio. 

Gannex
Ascletis subsidiary Gannex has signed on 
Melissa Palmer as its new chief medi-
cal officer. In her previous role at Takeda, 
Palmer led the company’s liver disease 
clinical development.

Global Blood Therapeutics
Global Blood Therapeutics has hired Kim 
Smith-Whitley, formerly the clinical director 
of hematology and director of the Compre-
hensive Sickle Cell Center at Children’s Hos-
pital of Philadelphia, to lead Global Blood’s 
R&D programs.

Kronos Bio 
Kronos Bio has named Pasit Phiasivongsa 
senior vice president of pharmaceutical de-
velopment. Recently, Phiasivongsa served as 
senior vice president of technical operations 
at Sanofi’s Principia Biopharma.

Marizyme
Marizyme has hired Steven Brooks, 
former interventional cardiologist at the 
University of Maryland Medical Center, 
as the company’s new executive vice 
president of medical and regulatory af-
fairs and its chief medical officer. Donald 
Very has also been brought on as Mari-
zyme’s new executive vice president of 
R&D. Very was most recently senior vice 
president of Mosaigen.

Nuformix
Anne Brindley has been appointed CEO 
of drug repurposing specialist company 
Nuformix. Previously, Brindley served as CEO 
of Advent Pharmaceuticals.

Oncorus 
Steve Harbin has been named chief operat-
ing officer and chief of staff of Oncorus. 
Before he joined Oncorus, Harbin served as 
a consultant to several early-stage biotech 
companies in the Boston area.
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Oyster Point Pharma 
Oyster Point Pharma has appointed Mar-
ian Macsai to the role of chief medical 
officer and Eric Carlson to the role of chief 
scientific officer. Macsai most recently 
served as chief of the division of ophthal-
mology for NorthShore University Health 
System, and Carlson was previously the 
chief scientific officer and executive vice 
president at Akorn Pharmaceuticals.

Pipeline Therapeutics
Pipeline Therapeutics has named Julie 
Iwashita the company’s vice president of 
clinical operations. Iwashita comes to Pipe-
line after most recently serving in the same 
role at Cirius Therapeutics.

Protara Therapeutics
Protara Therapeutics has promoted Jacque-
line Zummo, the company’s co-founder 

and senior vice president of research and 
development operations, to the role of chief 
scientific operations officer. 

Qualigen Therapeutics 
Amy Broidrick has been named execu-
tive vice president and chief strategy 
officer of Qualigen Therapeutics. Broidrick 
was most recently the senior vice presi-
dent and head of corporate development 
at Viking Therapeutics.

Samsung Biologics 
Formerly executive vice president of 
Samsung Biologics, John Rim has been ap-
pointed president and CEO of the company.

SeraNovo 
Michiel Van Speybroeck has been hired 
as SeraNovo’s new chief development 
officer. Van Speybroeck’s most recent role 

was as the corporate technology officer 
at Ardena.

Shape Therapeutics 
Gary Fortin, former head of business 
strategy and operations at bluebird bio, 
has been appointed chief operating officer 
of Shape Therapeutics.

SIFI
Ophthalmic company SIFI has appointed 
Jelle Kleijn to the role of global head of 
acanthamoeba keratitis. Kleijn was most 
recently the medical affairs lead in oncology 
and hematology for Amgen.

Slayback Pharma 
Sumitra Pillai has been appointed head 
of R&D at Slayback Pharma. Most recently, 
Pillai was vice president of R&D at Dr. 
Reddy’s Laboratories.

Learn more at www.centerwatch.com/cratrainer

The CRA Trainer
An Interactive Companion to 
The CRA’s Guide  to Monitoring 
Clinical Research.

The CRA Trainer is a new elearning 
companion to The CRA’s Guide that offers 
practical exercises, mini-quizzes and real-
world scenarios to help guide the trainee 
through the lessons presented in the book 
and apply them on their daily job.

https://www.centerwatch.com/products/439?hittrk=CWW
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Many studies were completely negoti-
ated and fully executed within 24 hours 
from receipt of documents. “This requires 
all parties having a vested interest in speed,” 
Trost said. 

WCG data show that of 225 nonCOVID-19 
trials that began during the first nine months 
of 2020, half had their start date delayed at 
least once, and studies were delayed overall 
an average of 6.07 months. WCG also found 
that 25 percent of studies that were launched 
in April were for COVID-19 research. That 
figure dipped slightly to 23 percent in May 
and 14 percent in June. Fifteen percent of 
studies that began in October, the most 
recent month with available data, were for 
COVID-19 studies. New studies in oncology, 
cardiovascular and central nervous system 
research all posted large declines in 2020.

As a result, sites have been more recep-
tive to staff augmentation to make up for 
staffing shortages and furloughs, Trost 
said, while pushing to address bandwidth 
issues and to start nonCOVID-19 trials, 
especially in oncology. 

Mike Cioffi, a senior vice president for 
clinical solutions and strategic partner-
ships at WCG, said the pandemic “quickly 
made our industry pivot from traditional 
ways of thinking to challenging ourselves 
to be innovative and provide new solu-
tions to the problems we’re now facing.” 
That includes the use of remote clinical 
research coordinators at sites which, ac-
cording to WCG data, increased from 15 
percent of trials before the pandemic to 
61 percent during. “We’ve seen enrollment 
increase as much as 46 percent in some of 
the trials and look to see this continue into 
2021,” Cioffi said.  

Trial staffing also is on the cusp of 
change, agreed Jonathan Zung, WCG 
president for sponsor and CRO programs. 
“I believe we’re going to see more spon-
sors providing additional clinical research 

coordinator resources to sites to assist them 
with activities, such as patient engagement 
and retention, as well as data entry, given 
the furloughs and layoffs that have oc-
curred in research sites and the ones that are 
continuing to occur,” he said. He also expects 
to see more home nurse visits for tasks like 
blood collection and the administration of 
trial medications. 

In addition to ways to augment trial 
staff, the pandemic has shown the need for 
restructuring traditional roles, according 
to Melissa Bomben, a senior vice president 
of clinical solutions and strategic partner-
ships at WCG. Instead of clinical research 
personnel handling such disparate tasks as 
data analysis, regulatory compliance and 
research documentation, roles are becom-
ing more specialized. 

“The trend toward specialist vs. general-
ist skillsets is accelerating in response to the 
increasing complexity of clinical research 
conduct and significant changes in prac-
tice in the pandemic era,” Bomben said. 
“Augmentation of clinical trial site resources 
with specialists has alleviated burden on cli-
nicians, increased access to clinical trials for 
patients, and improved site performance.”

But, noted David Russell, director of site 
strategy for WCG PFS Clinical, not all sites 
that experienced layoffs and furloughs have 
regained that staff, and their trials continue 
to lag. “Due to these changes, we saw a tre-
mendous decline in enrollment for numer-
ous trials and the ability to start new studies 
diminished,” Russell said.

Reduced revenue during the pandemic 
has made it difficult to bring back trial staff, 
he said. “What I’ve seen is that many of the 
positions not being brought back are admin-
istrative in nature.” And the lack of staff in 
these areas, which include data entry, legal 
clinical trial agreement review, coverage 
analysis, budget and contract negotiations, 
and sponsor billing, is “beginning to put 
research sites in danger of noncompliance, 
not collecting the funds they are owed and 

not negotiating for all the funds needed to 
be properly reimbursed for the expenses 
involved in a study,” Russell said.

The pandemic also has caused a change 
in the way drug safety monitoring boards 
(DSMB) operate, said WCG’s Chief Scientific 
Officer Jonathan Seltzer, putting more pres-
sure on them to respond quickly.

“The pandemic has forced the DSMBs to 
be far more responsive, faster-acting and 
more comfortable with alternative clinical 
trial scenarios,” he said. “These COVID-19 
trials, unlike those trials for more established 
diseases, require a more rapid evaluation 
of whether or not a given therapy shows 
promise,” he said. “This has put additional 
types of pressures on DSMBs, which in the 
past met every three months, in general, to 
review data.”

Lori Abrams, executive director for 
patient advocacy and diversity at WCG, 
sees in the pandemic an opportunity for 
the clinical trials industry to ask whether 
it invested in “reasonable and fair” access 
to prevent, mitigate and treat COVID-19 in 
underserved communities. “Regardless of 
whether minorities and [the] underserved 
are at a higher risk or not, it’s another op-
portunity to take a look at ourselves in the 
industry and decide if we’re doing enough 
to bring awareness and accessibility to our 
clinical trials,” she said. “I think it’s a time 
where we can get together with those 
who had challenges enrolling COVID-19 
patients and see what worked and what 
didn’t work, and what we should try 
together differently.” 

According to Abrams, several sponsors 
“have initiatives with large amounts of 
money to diversify both patients and clinical 
investigators. As sponsors see success in 
increasing their diverse populations, they 
may begin to realize that they can execute 
on budget and still make their timelines 
while adding new sites and new geographic 
locations to their repertoire. 

Ushers in Changes
(continued from page 1)

see Ushers in Changes on page 9 »
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“As you go into the more sensitive 
information, you limit the access you can 
get in there,” Peter Sullivan, principal for the 
Sullivan Group, said in explaining so-called 
least-privileged user access. “That then limits 
the number of people who could get in 
there and open up a portal.” He said OTA also 
recommended that sites regularly attempt to 
hack into their own systems, require authen-
tication for all incoming and outgoing email, 
and continuously monitor, in real time, the 
security of their systems and firewalls.

Sullivan said the complexities of trials — 
which include wearables, servers and medi-
cal devices — provide so-called touchpoints 
for hackers to seize trial participants’ private 
information and other trial data. But he 
warned that hackers won’t stop at sites.

“They could travel down the internet 
to the CRO, the sponsor and their systems,” 
Sullivan said. “They would have touchpoints 
where the backups are connected. And if 
you’re connected to the FDA or any other 
vendor, those could potentially be a portal 
for this information.”

“One of the biggest [security challenges] 
that we’re seeing right now is when you go 
into any environment and you get access to 
Wi-Fi,” Sullivan said. “In our office, we have two 
Wi-Fis — a standard Wi-Fi for our clients that 
come in, and a corporate Wi-Fi that is bifur-
cated from our main systems.” Sullivan said an 
expert hacker could come to his office and po-
tentially jump from one network to the other, 
“but we have IT people monitoring that to try 
and shut that down as quickly as possible.” 

OTA’s recommended best practices, in 
terms of infrastructure security, includes 
implementing the Always On Secure Socket 
Layer (AOSSL) protocol to help ensure data 
exchanged between a wireless device and a 
website is encrypted. The organization said 
using Extended Validation Certificates (EVSSL) 
will help distinguish between legitimate 
websites and those being run by hackers.

OTA also recommended implementing 
Certificate Authority Authorization (CAA) to 
avoid issuance of unauthorized certificates 
for websites, and to deploy bot detection 
and mitigation to help prevent brute force 
attacks, which experts say could damage 
one out of every eight encrypted files — a 
devastating prospect for sponsors (Center-
Watch Weekly, Dec. 7, 2020).

In terms of best practices for response 
readiness in case of a cyberattack, OTA 
recommends that sites perform a com-
plete risk assessment of their operational 
processes and review their data stewardship 
practices. It also recommends establishing, 
and then confirming, relationships with data 
protection authorities, law enforcement and 
incident service providers. 

“We’ve handled breaches before where, 
because of the nature of the breach we also 
have data integrity issues that require regu-
latory responses going to study sponsors, 
IRBs and the FDA,” Markey said. “When you’re 
dealing with the response, you’re going to 
need assistance that understands the entire 
scope of the regulatory framework. You’re 
also going to need a forensics firm that 
understands some of the unique software 
that we use in clinical research.”

“Having a really good forensics team — 
one that really understands what they’re do-
ing, knows how to do a good investigation, 
will find all of those little footsteps through 
the network and all of those little traps 
that the criminal bad guys left behind — is 
absolutely critical.”

Echoing Markey, the OTA suggested using 
forensics services to determine how a cyber-
attack occurred and if any additional vulner-
abilities were present. Employees should also 
be trained in better password practices and in 
how to identify social engineering and other 
online scams. Markey also said sites should 
make sure that their systems’ and devices’ 
security patches are up to date.

Sullivan — who advises sites, sponsors, 
CROs, IRBs, clinical service companies and 

their affiliated vendors — said the trials 
industry is justified in fearing that hackers 
could penetrate a clinical site’s systems and 
steal PHI to identify trial participants, or 
worse. Such breaches could, by extension, 
be devastating to sponsors, who would not 
only be vulnerable to fines by regulators, 
but also lawsuits from investors if their drug 
timelines are interrupted.

All entities in the clinical trials space 
should consider the monitoring of their 
systems a 24/7/365 obligation. “Technology 
is moving very quickly, but we sometimes 
forget that we don’t have all of the correct 
software or controls in place because we are 
moving health information via wireless or 
the internet,” he said.

While there are no general privacy or 
data protection laws at the federal level in 
the U.S., to date, four states — California, 
Maine, Nevada and Vermont — have en-
acted their own laws to protect consumer 
information. Markey said clinical trial sites 
should “keep in mind that a lot of times 
these laws don’t look like, on first blush, 
to apply to clinical trials — but they end 
up applying to clinical trials because we 
are dealing with data in different ways 
now, especially since the COVID-19 pan-
demic hit.

“We are using electronic collection of 
data in different ways now, and we’re using 
websites. So, some of these [state] website 
rules now do apply in clinical trial settings, 
and we have a lot more enforcement agen-
cies looking at research and trying to make 
sure that we’re doing the right thing for 
privacy and security activities in the research 
space,” Markey said.

EU and European Economic Area (EEA) 
citizens who participate in clinical trials 
are protected by the General Data Protec-
tion Regulation (GDPR), which took effect 
in 2018. The law gives trial participants 
control of their personal data and covers 
the import and export of such data outside 

Cybersecurity Threats
(continued from page 1)

see Cybersecurity Threats on page 9 »
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“Diversifying the clinical trials and achiev-
ing equity, however, will not be resolved by 
a few sponsors or sites changing how they 
work. Rather, it requires industry as a whole 
to move in the same direction,” she said. 
“Community outreach, education, creating 
centers of excellence, including the voice of 
the diverse patients in drug development, 
and increasing partnerships with local 
physicians are not all-inclusive, but they are 
a good start.” 

The use of clinical trial technology 
also has received a much-needed boost 
during the pandemic, which “has demon-
strated to sponsors and investigators that 
remote solutions are not only viable, but 
quite well suited for clinical research,” said 
Zung. The use of e-technology, telehealth, 
remote visits and artificial intelligence 

across the clinical trial space “are here 
to stay,” he said. “This is going to have a 
profound impact on the design of trials 
going forward.” 

Technology has helped the industry 
overcome one of the biggest challenges 
faced during the pandemic: conducting in-
formed consent procedures when trial staff 
can’t meet with participants in person. “The 
events of 2020 caused research sponsors 
and sites to quickly adapt to the reality that 
physical access to potential research sub-
jects would be limited,” said David Borasky, 
WCG’s vice president of IRB compliance.

Telemedicine platforms, electronic 
informed consent applications and e-
signature software have allowed informed 
consent activities, including obtaining con-
sent for changes in research, to continue 
even when researchers and participants 
could not be in the same room, Borasky 

said, and the benefits of this approach 
make it a viable option for the future. 
“Remote informed consent reduces the 
research burden on potential participants 
without compromising the integrity of 
the consent process while maintaining 
compliance with all regulatory and ethical 
requirements,” he said.

Looking ahead to 2021, Zung said that 
while COVID-19 vaccines are on the horizon, 
surges of the disease will likely continue in 
the new year. “It’s going to be critical to focus 
on trial planning and execution, knowing 
the constraints that are in place due to the 
pandemic,” he said. “On the trial planning 
side, it will be important to ensure that 
appropriate efforts are placed on identify-
ing and selecting those sites that have the 
necessary resources and capabilities in place 
to support conventional and hybrid trials 
under COVID-19 constraints.”

Ushers in Changes
(continued from page 7)

the EU and EEA. Aurea Flores, director for 
research quality, regulatory and compliance 
with HonorHealth Research and Innovation 
Institute, told the conference that despite 
the UK’s decision to leave the EU, it still plans 
to comply with the GDPR.

Sullivan said he recommends that his 
clients carry cyber liability insurance, 
some of which could provide $1 million 
in coverage or more. Such coverage could 
provide funding for loss of profit, forensic 
and legal services. Markey concurred, 
adding that insurance premiums are 
much lower than the cost of recovering 

from a cyberattack. “If you get the right 
policy, that can actually give you a better 
return on investment than if you go out 
and grab whatever policy is out there,” 
she said.

“Basically, just continue to test, respond 
and develop a plan,” Sullivan said. It’s not a 
question of if, but when, the hack occurs.”

Cybersecurity Threats
(continued from page 8)

Your site can’t afford to walk away from 
hundreds of thousands of dollars of  
uncollected revenue.

Billing Sponsors for Site 
Expenses
How to Budget, Handle and Track Payments

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

Billing Sponsors for Site Expenses: How to Budget, Handle and Track Payments 
presents best practices for billing, collecting and auditing payments to help 
close gaps that funding can slip through. You’ll get advice on setting up a 
water-tight system, auditing your finances regularly to look for lost cash and 
making sure your contract with the sponsor covers every little cost you’ll incur 
in conducting a trial.
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Designed to Make  
Every Second of your  
Enrollment Period  
Count.

Achieve enrollment timelines with a customized, end-to-end recruitment plan from WCG Patient Engagement services.  
Backed by proven methods, a knowledge base of industry site enrollment performance, and our on-the-ground site 
support, we partner with you to enable your sites to achieve recruitment milestones on or ahead of schedule. These 
e�ciencies could amount to you saving two months in patient screening time, or 4,838,400 seconds. 

wcgclinical.com
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Drug & Device Pipeline News    

Company Drug/Device Medical Condition Status Sponsor Contact
COVID-19 Trials and Actions
Sorrento 
Therapeutics

intravenous (IV) STI-
2020 (COVI-AMG)

healthy volunteers and outpatient 
COVID-19 patients with mild 
symptoms

IND approved by the FDA sorrentotherapeutics.com

Cyxone rabeximod patients with moderate Covid-19 regulatory authority granted 
in Poland to initiate phase 2 
trial

cyxone.com

Puretech LYT-100 
(deupirfenidone)

long COVID respiratory 
complications and related 
sequelae

initiation of phase 2 trial puretechhealth.com 

Senhwa Biosciences silmitasertib patients with moderate Covid-19 first patient enrolled in phase 
2 trial

senhwabiosciences.com

Inovio

Advaccine 
Biopharmaceuticals 
Suzhou

INO-4800 COVID-19 vaccine first patient dosed in phase 2 
trial in China

inovio.com

Inovio INO-4800 COVID-19 vaccine first patient dosed in phase 
2/3 trial

inovio.com

Moderna mRNA-1273 COVID-19 vaccine first adolescent patients 
dosed in phase 2/3 study

modernatx.com

NeuroRx 

Relief Therapeutics

RLF-100 (aviptadil) respiratory failure in patients with 
critical COVID-19

patient enrollment complete 
in phase 2b/3 trial

neurorxpharma.com

relieftherapeutics.com
Rheonix Rheonix COVID-19 

MDx Assay
detection of SARS-CoV-2 expanded Emergency Use 

Authorization (EUA) to 
include use of saliva as a 
sample

rheonix.com

LabCorp PIXEL home test kit for COVID-19 EUA granted by the FDA labcorp.com
Other Trials and Actions
Alligator Biosciences mitazalimab pancreatic cancer IND approved by the FDA alligatorbioscience.com
Antengene ATG-010 (selinexor) 

combined with 
R-GDP (SR-GDP)

relapsed/refractory diffuse large 
B-cell lymphoma

IND approved by China’s 
National Medical Products 
Administration 

antengene.com

Cerecor CERC-007 relapsed or refractory multiple 
myeloma

IND approved by the FDA cerecor.com

Eyenovia MicroLine 
(pilocarpine)

presbyopia IND approved by the FDA for 
a phase 3 trial

eyenovia.com

Altimmune ALT-801 nonalcoholic steatohepatitis first patients dosed in phase 
1 trial

altimmune.com

Cabaletta Bio DSG3-CAART mucosal-dominant pemphigus 
vulgaris

first patients dosed in phase 
1 trial

cabalettabio.com

Fusion 
Pharmaceuticals

[225Ac]-FPI-1434 
(FPI-1434)

advanced solid tumors first patient dosed in multi-
dose portion of phase 1 study

fusionpharma.com

Larimar 
Therapeutics

CTI-1601 Friedreich’s ataxia patient dosing complete in 
phase 1 trial

larimartx.com

Panbela 
Therapeutics

SBP-101 first-line treatment of patients 
with metastatic pancreatic ductal 
adenocarcinoma 

patient enrollment complete 
in phase 1 trial

panbela.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 11)

Company Drug/Device Medical Condition Status Sponsor Contact
Arcturus 
Therapeutics

ARCT-810 ornithine transcarbamylase 
deficiency

first patients dosed in phase 
1b trial

arcturusrx.com

Celldex CDX-0159 chronic inducible urticaria first patients dosed in phase 
1b trial

celldex.com

Arch Oncology AO-176 relapsed/refractory multiple 
myeloma

first patient dosed in phase 
1/2 trial

archoncology.com

OSE 
Immunotherapeutics

FR104 patients undergoing renal 
transplant

approval from French 
National Agency for 
Medicines and Health 
Products Safety and the 
French Central Ethics 
Committee for a phase 1/2 
trial

ose-immuno.com/en/

Spero Therapeutics SPR720 nontuberculous mycobacterial 
pulmonary disease

first patient dosed in phase 
2a trial

sperotherapeutics.com

CG Oncology CG0070 in 
combination 
with Keytruda 
(pembrolizumab)

patients with nonmuscle-invasive 
bladder cancer unresponsive to 
Bacillus Calmette-Guerin

first patient dosed in phase 
2 trial

cgoncology.com

CytoKinetics CK-3773274 (CK-
274)

hypertrophic cardiomyopathy first patient dosed in second 
cohort of phase 2 trial

cytokinetics.com

Magenta 
Therapeutics

MGTA-145 stem 
cell mobilization 
therapy

multiple myeloma initiation of phase 2 trial magentatx.com

Sojournix SJX-653 moderate to severe vasomotor 
symptoms due to menopause

phase 2 trial resumed after 
pause due to COVID-19

sojournixpharma.com

Bellus Health  BLU-5937 refractory chronic cough first patient dosed in phase 
2b trial

bellushealth.com

Monopar 
Therapeutics 

Validive prevention of 
chemoradiotherapy-induced 
severe oral mucositis in patients 
with oropharyngeal cancer

initiation of phase 2b/3 trial monopartx.com

Aldeyra 
Therapeutics

0.25% reproxalap 
ophthalmic solution

dry eye disease first patient enrolled in phase 
3 trial

aldeyra.com

Alnylam lumasiran advanced primary hyperoxaluria 
type 1

patient enrollment complete 
in phase 3 trial

alnylam.com

Arcutis 
Biotherapeutics 

roflumilast 0.3% 
cream

chronic plaque psoriasis last patient visit complete in 
both phase 3 trials

arcutis.com

Arena 
Pharmaceuticals

once-daily 
etrasimod

patients with moderately to 
severely active ulcerative colitis

patient enrollment complete 
in phase 3 trial

arenapharm.com 

Brickell Biotech sofpironium 
bromide gel, 15%

primary axillary hyperhidrosis first patient dosed in phase 
3 trial

brickellbio.com

Novaliq  CyclASol (0.1% 
cyclosporine A in 
EyeSol)

chronic dry eye disease first patient enrolled in phase 
3 trial

novaliq.com

Novocure Optune concurrent 
with radiation 
therapy

newly diagnosed glioblastoma first patient enrolled in phase 
3 trial

novocure.com

continues on next page »
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Drug & Device Pipeline News     (continued from page 12)

Company Drug/Device Medical Condition Status Sponsor Contact
Relmada 
Therapeutics

REL-1017 adjunctive treatment for major 
depressive disorder

first patient enrolled in phase 
3 trial

relmada.com

Ultragenyx UX701 Wilson disease Orphan Drug designation 
granted by the FDA

ultragenyx.com

United Therapeutics treprostinil idiopathic pulmonary fibrosis Orphan Drug designation 
granted by the FDA

unither.com

ReGelTec Hydrafil low back pain due to 
degenerative disc disease

Breakthrough Device 
designation granted by the 
FDA

regeltec.com

Turning Point 
Therapeutics

repotrectinib patients with ROS1-positive 
metastatic nonsmall-cell lung 
cancer who have not been treated 
with a ROS1 tyrosine kinase 
inhibitor

Breakthrough Therapy 
designation granted by the 
FDA

tptherapeutics.com

Advanced Bionics

Phonak

Marvel Cochlear 
Implant Platform 
and sound 
processor

adult and pediatric cochlear 
implant wearers

approved by the FDA advancedbionics.com

phonakpro.com

Biocryst Orladeyo 
(berotralstat) 

prophylaxis to prevent attacks of 
hereditary angioedema

approved by the FDA biocryst.com

Novo Nordisk Saxenda (liraglutide) 
injection 3 mg 

obesity in adolescents (12–17 
years) 

approved by the FDA for 
expanded indication

novonordisk-us.com

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

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

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

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

-
tional Coordinator of Health Informa-

Phar-
maceutical Outsourcing, patient involve-

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

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

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

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

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

However, a court case from the early 
-

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

Inadequate documentation in IRB 

during FDA inspections, the guidance 

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

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

Learning Objectives:

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

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

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

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

Learning Objectives:

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

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

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

4. Discuss the future of patient engagement in clinical 
trials.

 2  CE program information

 3  Regulatory update

 6  IRB meeting minutes

 16  CE post-test

In this issue:

see IRB liability on page 4

Exam for Continuing Education 

Research Practitioner 19.1, 3 Contact Hours

IRB liability and meeting minutes

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

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

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

individual liability in the case of 
harm of a research subject

b. Research institutions protect 
IRB members from liability

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

d. None of the above

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

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

attendance
c. Insu�cient or incomplete detail 

in minutes
d. All of the above

 Requirements for IRB meeting 

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

on minutes’ preparation and 
maintenance

c. A standardized minutes’ 
template

d. All of the above

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

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

 For studies involving children, 

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

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

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

Research Center Spotlight is a selection of clinical research centers who have Research Center Profile pages posted on CenterWatch.com. 
Included in their annual subscriptions, company profiles are randomly selected to appear in this section, providing added exposure for their 
expertise and services in conducting and managing clinical studies. 

To learn more about becoming a Research Center Profile page subscriber, contact Sales at 617.948.5100  or sales@centerwatch.com.

Bronx, NY
718.430.2500
ictr@einstein.yu.edu

Einstein-Montefiore advances clinical and translational research to 
accelerate the pace at which new discoveries become the treatments 
and therapies that benefit patients.

Hialeah, FL
305.828.3555
aileen@dhrtrials.com

Direct Helpers Research Center is a dedicated medical institute that 
combines a network of committed and experienced personnel to 
conduct an array of clinical research trials in phases 1 through 4.

Boston, MA
617.477.4868
bct@bostontrials.com

Boston Clinical Trials is an independent multispecialty women-
owned/operated clinical research center.

Escondido, CA
877.567.2627
info@amcrinstitute.com

AMCR has directed phase 1-4 endocrine and metabolic 
clinical trials for many of the world’s leading pharmaceu-
tical and biotech companies.We have special expertise in 
the evaluation of medical software, both embedded and stand-alone.

Lexington, KY
859.260.6456
Micheal.stephens@bhsi.com

Baptist Health Lexington is a 391-bed major medical research and 
education center committed to providing excellent healthcare, 
leading-edge technology and compassionate medical services to 
patients throughout Central and Eastern Kentucky.

New York, NY
800.783.2737
rucares@rockefeller.edu

The Rockefeller University Hospital is a key 
component of the Rockefeller University Center 
for Clinical and Translational Science, which is 
devoted to the research of human biology and disease.

Oklahoma City, OK
405.608.1281
Lcordell@okheart.com

OHHRF and its for-profit subsidiary, Oklahoma Cardiovascular 
Research Group, provide cardiovascular trial management services to 
pharma, medical device and biotech companies.

Salt Lake City, UT
801.560.1108
cminoughan@jbrutah.com

JBR Clinical Research has conducted clinical trials for more than three 
decades. We have experienced and client-focused teams that are 
dedicated to supporting the recruitment timelines and clinical needs.

Wichita, KS
316.689.6629
cthome@heartlandresearch.com

Heartland Research Associates, founded in 1991, consists of four sites, 
five medical directors and more than 60 staff conducting trials in all 
areas of multispecialty research.

Hollywood, FL
954.620.3340
sgutierrez@infinityclinicalresearch.com

Infinity Clinical Research is the research division of a consortium 
of single and multispecialty, multidisciplinary medical practices 
throughout Broward County, Florida.

Heartland Research Associates 

Infinity Clinical Research 

AMCR Institute 

Baptist Healthcare System 

Boston Clinical Trials 

The Rockefeller University Hospital 
Einstein-Montefiore Institute for Clinical 
and Translational Research            

JBR Clinical Research 

Direct Helpers Research Center Oklahoma Heart Hospital Research Foundation       
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