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Trial Innovation Beyond the COVID-19 Pandemic

As of Sept. 1, 2020, ClinicalTrials.gov lists 

284 clinical trials as suspended. Not 

all of those trials are suspended for 

COVID-19, some are holdovers on financial is-

sues, R&D problems, etc. And while upwards 

of 1,200 trials were suspended at the peak, ac-

cording to GlobalData (https://bit.ly/2QNLHPK), 

67% of healthcare experts plan to use decen-

tralized clinical trials in the near future due to 

COVID-19. To address the walk back to clinical 

trials, Applied Clinical Trials is planning a virtual event mid-November that 

will highlight the successes that clinical trials experienced during this time, 

and open dialogue for the continued innovation within the industry. 

Solutions to enhance patient participation
According to press releases and reports of the time, solutions to ensure 

that participants could continue to stay in clinical trials safely were on the 

rise. In this article from our June issue (https://bit.ly/2YVTxeH), we noted 

that the “newer methods” of patient-centric clinical trials trend toward 

home study visits, telemedicine, and remote patient monitoring, have 

been happening over the past few years, but uptake was slow. We know 

the numbers for low patient enrollment: Tufts Center for the Study of Drug 

Development found no significant differences in the mean number of 

patients enrolled per site or by therapeutic area in 2019 versus 2012. The 

study also showed that late-development studies had a higher average 

drop-out rate in 2019 (19.1%) than in 2012 (15.3%). 

During the pandemic, service providers offering safe patient access 

and decentralized model enablement, found increased interest in their 

business. Darcy Forman, vice president of clinical operations for Science 

37, a provider of virtual clinical trials, commented at the time, “We have 

been unbelievably busy with this pandemic as sponsors are wanting to 

transition to a virtual model. It’s really accelerating, and they are finally 

pushing through their hesitancy.” Science 37 recently partnered with ERT 

(https://bit.ly/3hSgLdd) to implement their cardiac safety, respiratory, and 

imaging solutions to capture data from participants in decentralized trials. 

In this interview (https://bit.ly/3gQ12Ke), Michelle Longmire, MD, co-

founder and CEO of Medable, reported increased business across the 

board. She said, “…everyone from existing partners to totally new 

partners were calling us around the clock looking for help. We created a 

workstream for rapid validation and qualification of individual studies, as 

well as partners, so that we could deploy technology quickly. What was 

never thought possible before was suddenly turned around in a matter of 

days to a week. We literally turned months-long timelines into days—and 

this was key, as was the ability to deploy technologies with necessary 

processes around patient data privacy, security, and data quality.”

That sense of urgency and can-do attitude is what our event will high-

light. We are currently recruiting speakers to share their experiences in the 

following topic areas: the patient participation piece; the New Clinical Trial 

and how sites and sponsors transitioned to address the barriers of COVID; 

and Ensuring Data Quality and eSource Implementation—again another 

“old is new again” strategy to gain forward momentum in the clinical trial 

discourse. We look forward to sharing your ideas during this forum.

LISA HENDERSON
Editor-in-Chief
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WASHINGTON REPORT

INNOVATIVE CLINICAL 
TRIAL DESIGNS EMERGE 
FROM PANDEMIC
Pressure to quickly and efficiently develop 
and test potential treatments for COVID-19 
has led sponsors and research organiza-
tions to implement new strategies for de-
termining product safety and efficacy in a 
broad range of patients. Collaboration is a 
leading theme as multiple biopharma com-
panies look to study candidates in master 
protocols designed to compare several test 
therapies at the same time. More decentral-
ized trials and adaptive studies and greater 
use of real-world data (RWD) and real-world 
evidence (RWE) are shaping protocols and 
revising patient recruitment and enrollment 
practices. 

One approach is for clinical studies to 
identify and enroll more high-risk patients 
in order to accelerate data collection on 
product effectiveness. Eli Lilly, for example, 
made waves recently with its plan to test 
an experimental neutralizing antibody in 

nursing homes where residents and staff 
have been exposed to the virus (see https://
bit.ly/2R4wZ7p). The aim is to see if the test 
drug (LY-CoV55), developed by AbCellera, 
can block the spread of infection among 
these highly vulnerable individuals. The plan 
is to enroll 2,400 patients in a Phase III study 
in collaboration with the National Institute 
of Allergy and Infectious Diseases (NIAID) 
and utilizing its COVID-19 Prevention Net-
work. Because long-term care facilities lack 
the infrastructure to conduct clinical trials, 
Lilly assembled a customized fleet of rec-
reational vehicles with lab equipment and 
research personnel able to provide intrave-
nous infusion of the test drug to patients at 
selected sites. 

Another strategy involves studying asymp-
tomatic adults in households with an infected 
individual to determine if the test drug can 
prevent the spread of infection to healthy 
individuals. NIAID is jointly conducting a 

Phase III trial with Regeneron Pharmaceutical 
that will enroll 2,000 adults in such homes 
to study whether its investigational REGN-
COV-2 double monoclonal antibody (mAb) 
combination therapy can block contagion 
compared to placebo based on assessment 
of results one month following administra-
tion (see https://bit.ly/33bfUhv). 

The Lilly/AbCellera mAb also is being 
tested in hospitalized COVID patients as 
part of a larger randomized controlled trial 
(RCT) organized by NIAID and other research 
entities. Based on a master protocol, the 
study is designed to test multiple mAb treat-
ments, with flexibility to enroll additional pa-
tients later in the trial and shift study partici-
pants to another therapy that shows more 
promise. Initial participants are randomly 
assigned to receive a test drug or placebo 
and then assessed for symptom change 
after five days. These findings will determine 
whether investigators should administer the 
drug to larger patient cohorts and to more 
seriously ill individuals. 

Biopharma companies are collaborating 
to support platform trials able to test mul-
tiple therapies. For example, the COVID R&D 
Alliance involving 20 biopharma companies  
announced in early August the launch of 
the I-SPY COVID platform trial to test three 
drugs from Amgen, AbbVie, and Takeda on 
seriously ill, hospitalized individuals (https://
bit.ly/339Wz0bf). The aim is to determine 
if these anti-inflammatory treatments can 
provide relief by impacting the immune sys-
tem of such individuals, as measured in 
their need for respiratory support. The trial 
utilizes Quantum Leap Healthcare Collabora-
tive’s adaptive platform trial design, which 
aims to minimize the number of study par-
ticipants and time required to obtain data 
by assessing multiple therapies at the same 
time. In utilizing features of adaptive trials, 
the sponsors agree to drop those drugs that 
don’t show effectiveness and to add new 
test products that show some promise, as 

has been applied to research on new can-
cer therapies. 

Drive for minority participants
Another goal for the research community 
is to use innovative research strategies to 
enroll more diverse racial and ethnic popu-
lations in clinical trials for COVID-19 treat-
ments and vaccines. Although FDA has 
issued guidance and emphasized the impor-
tance of such efforts for years, minority par-
ticipation in clinical trials has remained low. 
At the same time, national tracking data 
indicates that hospitalization rates for black 
and Latino groups are nearly five times that 
of whites. Main factors for these disparities 
is that minorities show a higher prevalence 
of debilitating health conditions (obesity, 
heart disease, diabetes), poor healthcare, 
and greater exposure to contamination 
through jobs and crowded living conditions. 

Researchers are working to overcome 
decades of mistrust in government health 
institutions through community outreach 
efforts. Sponsors seek to locate clinical 
trial test sites in neighborhoods with high 
minority populations and are working with 
local church groups and community or-
ganizations to overcome fear of medical 
institutions. 

Underlying these research efforts is a 
growing recognition of the importance of 
testing new therapies in large, random-
ized, placebo-controlled, double-blind 
clinical trials as necessary for determining 
whether an experimental medicine has any 
real impact on preventing or treating infec-
tion by the COVID-19 virus (see https://bit.
ly/3id8bWL).

Data disproving effectiveness claims for 
some highly touted drugs have focused 
attention on the need for sound, well-con-
trolled studies that may confirm effective-
ness, but perhaps only in certain patients 
with less serious disease, or that treatment 
may lead to serious side effects for others.

— Jill Wechsler

Biopharmaceutical organizations are 
collaborating to support platform trials 
able to test multiple therapies.
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EU REPORT

EU PLANNING TO RESPOND 
TO DRUG INNOVATION WITH 
SMARTER REGULATION BY 2025
Alongside its multiple short-term responses 
to the current COVID-19 crisis, Europe is 
aiming to improve its medium-term planning 
for citizens’ health—with better regulation 
of drug innovation as one of the principal 
target areas. “The importance of recognizing 
innovation throughout the product lifecycle 
is acknowledged,” says the official agenda of 
the “European medicines agencies network 
strategy to 2025.” It could prove to be good 
news for clinical trial professionals who have 
struggled with under-resourced and some-
times under-skilled authorities in discussions 
of new approaches to medicines develop-
ment. The agenda aims to “enable and lever-
age research and innovation in regulatory 
science.”

Drug innovation priorities
Regulators across 30 states, as well as the 
European Medicines Agency (EMA), are co-
operating with one another in this network 
that has set wide-ranging aims for the future. 
Top of its priorities for drug innovation is 
to “catalyze the integration of science and 
technology in medicines development” so 
as to ensure regulatory competences that 
can “support innovators in various phases 
of medicines development.” The agenda 
recommends specific support for develop-
ments in precision medicine, biomarkers, 
and ‘omics, and translation of advanced 
therapy medicinal products into patient 
treatments. There should be enhanced con-
vergence of national decisions on classi-
fication of innovations, and alignment of 
national scientific advice, as well as invest-
ment in the European PRIME scheme for 
encouraging innovation. 

Regulators should also be facilitating the 
implementation of novel manufacturing 
technologies as part of their move to build 
up their expertise in a way that allows for 
rapid evolution of the regulatory system.

The agenda carefully steers clear of di-
rect involvement in the controversial areas 
of drug pricing, which remains as much a 
national no-go area for Europe as ever. But 
it does go so far as to foresee a European 
model for coordinated horizon-scanning 
and priority-setting “that fulfils the needs 
of regulators, health technology assess-

ment (HTA) bodies, and payers.” Similarly, 
another of the specific goals—collaborative 
evidence generation—is envisioned not just 
to improve the scientific quality of evalua-
tions, but also to ensure generation of “evi-
dence useful to all actors in the lifecycle of 
medicines, including HTAs and pricing and 
reimbursement authorities.”

Greater attention to collaborative evi-
dence generation is also promised, to pro-
mote innovation in clinical trials and the 
development of an improved regulatory 
framework for emerging clinical data gen-
eration. This should be assisted by closer 
collaboration among groups involved with 
scientific advice and regulatory guidance, 
and a training curriculum for regulators on 
clinical trials. The results should be greater 
leverage of non-clinical models and opti-
mized capabilities in modeling, simulation, 
and extrapolation, as well as investment in 
initiatives for special populations, and the 
conduct of environmental risk assessments 
in line with the latest scientific knowledge.

A further priority of the agenda is to offer 
a direct response to the widening range of 
technologies involved in drug innovation. It is 
vital, says the agenda, to “enhance collabo-
ration with medical device experts, notified 
bodies, and academic groups”. As it explains, 

“innovations may require novel manufactur-
ing and delivery approaches, including nano-
technology, 3D printing, decentralized in-situ 
manufacturing, and greater use of medi-
cal device/medicinal product combinations 
and related diagnostics.” So there should be 
partnerships with academia to undertake 
fundamental research in strategic areas of 
regulatory science, and closer collabora-
tion between academia and the network’s 
scientists, as well as with medical device 
authorities.

The simmering issue of antimicrobial re-
sistance has been given new heat by the 
demonstrable damage done to lives and 
economies by the coronavirus pandemic, 
and features prominently in the agenda, too. 
The recommendations are to foster develop-
ment of new antimicrobials, including new 
antibacterials, and organize agreed regula-
tory pathways for phages and other innova-
tive products. Pull incentives for new and 
old antibacterial agents should be defined, 
along with the value of new antibacterial 
agents, to inform new business models on 

which stakeholders can cooperate in pursuit 
of global antibiotic innovation. Dialogue with 
developers of new antibacterial agents and 
alternatives to traditional antimicrobials is 
the way ahead, suggests the agenda. The 
regulatory context requires change, it says: 
improvements are needed in regulatory pre-
paredness for emerging health threats, and 
regulatory activities to increase prepared-
ness should be defined in inter-epidemics 
periods. The framework for investigation of 
medicines during emergencies is also con-
sidered to be in need of revision.

Data, collaboration, and accessibility
Data infrastructure also receives attention 
in the agenda, with recommendations for 
analytics, digital tools, and digital transfor-
mation. The objectives include enabling ac-
cess to standardized healthcare data and 
creating a platform to access and analyze 
data from across the European Union. This 
will need a framework for data quality and 
representativeness, and at the same time 
collaboration should be increased with in-
ternational initiatives on big data, with a 
view to building European capability in this 
field and integrating European data from 
sources as diverse as electronic health re-
cords, registries, and devices. And scientific 
and regulatory processes should be trans-
formed to make fuller use of digital tools 
and analytics.

As with so much current thinking in Eu-
ropean circles on healthcare provision, the 
agenda focuses on the merits of collabora-
tion. The bodies involved in this network 

“have access to the knowledge of thousands 
of experts in multiple scientific and thera-
peutic fields and must work closely with 
stakeholder groups, including patients and 
healthcare and veterinary professionals, 
HTA bodies and payers, and the pharmaceu-
tical industry and global regulators,” says 
the agenda. Even without the coronavirus 
crisis, the world of medicines is changing 
so fast that corresponding regulatory re-
sponses are necessary, it says. 

“Developments in basic science, in medi-
cine, in information technology, and data 
analytics in particular, continue to pour 
forth at an astonishing rate,” the agenda 
says, and the network “must have the ca-
pacity and knowledge to regulate new types 
of medicine, making them available to pa-

https://www.appliedclinicaltrialsonline.com/
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EU REPORT

EU MAKES MORE VACCINE 
DEALS AS QUESTIONS 
MOUNT OVER TERMS

The European Commission concluded ex-
ploratory talks on Aug. 24 over the purchase 
of a fifth potential vaccine against COVID-19, 
following similar outline deals over the last 
fortnight with Sanofi-GlaxoSmithKline, John-
son & Johnson, CureVac, and the signature 
of a more definitive agreement on advance 
purchase with AstraZeneca.

The new contract envisioned under the 
outline deal with Moderna covers an initial 
purchase of 80 million doses plus an option 
to purchase up to a further 80 million—on 
the assumption that the vaccine is shown 
to be safe and effective. It would allow all 
European Union countries to purchase the 
vaccine for their own use, as well as to do-
nate to lower and middle-income countries 
or redirect to European countries.

US-based Moderna’s vaccine is based on 
messenger RNA, transferring the instruc-
tions which direct cells in the body to make 
proteins, including proteins that may pre-
vent or fight disease. Ursula von der Leyen, 
President of the European Commission, said, 

“We invest in companies using diverse tech-
nologies to increase our chances to have 
vaccines that are safe and effective.” Stella 
Kyriakides, commissioner for health and 
food safety, added that a diversified port-
folio of vaccines is “a necessity to ensure 
eventual success and protect our citizens 
against coronavirus.” Any eventual advance 

purchase agreement for a vaccine would be 
financed through emergency instruments 
that the EU has created as part of its coro-
navirus recovery strategy.

The Commission is continuing talks with 
other companies on behalf of all 27 member 
states, after Germany, France, Italy, and the 
Netherlands dropped their four-country pro-
curement alliance to join the EU approach. 
The group has asked the Commission to take 
over and finalize the contract the four were 
discussing with AstraZeneca and has com-
mitted to the principle of not carrying out 
parallel negotiations.

Meanwhile, questions continue to emerge 
over access to the vaccines, and over the 
terms of the agreements under negotiations. 
In addition to the long-running debate over 
whether purchases by rich countries will 
leave poorer countries unable to acquire 
stocks, and over how the EU will meet its 
declarations of access for all, individual EU 
member states are now pondering how to 
distribute their stocks when they become 
available. No consensus has yet emerged 
on whether to prioritize health workers, the 
elderly, other vulnerable sections of the pop-
ulation, or those in employment. In many 
countries, this discussion is further com-
plicated by the issue of securing sufficient 
population coverage in the face of rising 
vaccine hesitancy, and whether vaccination 
should be made mandatory, conditional, or 
remain voluntary.

The allegations from many health ac-
tivists of drug industry profiteering from 

blank checks in emergency procurement 
programs has also been given a new twist 
by controversy over AstraZeneca’s reported 
request for protection from liability in the 
event of late-discovered side effects of its 
vaccine. Thierry Vansweevelt, professor of 
medical law at the University of Antwerp, 
was quoted in Belgian media as calling 
the request “very exceptional” and even 

“slightly shocking,” in light of existing EU 
regulations on companies’ liability for what 
they put on the market. Yannis Natsis of 
the European Public Health Alliance, who is 
also a member of the management board of 
the European Medicines Agency (EMA), has 
accused companies of “pushing for unprec-
edented liability exemption for COVID-19 
vaccines.” He wants the Commission to de-
fine who will be held legally responsible if 
things go wrong, and who will pay.

Ruud Dobber, a member of AstraZeneca’s 
senior executive team, told Reuters in July 
that such requests were normal in the cir-
cumstances. The company could “simply 
not take the risk” of being faced with liability 
claims if “in four years the vaccine is show-
ing side effects,” according to the report. His 
point was echoed by Kaisa Immonen of the 
European Patients Forum, who commented, 

“Is this not an essential for vaccine confi-
dence?” If the usual standard of safety and 
quality apply as for any vaccine, “why the 
need for exemptions?” she went on.

— Peter O’Donnell

tients with unmet needs while continuing to 
ensure that any risks are outweighed overall 
by the benefits.” 

The broad scope of this agenda—which 
is itself intended to reinforce and comple-
ment the EMA’s regulatory strategy for 
2025, released last year—also covers is-
sues that have risen to recent prominence 
in European medicines policy, and notably 
the availability and accessibility of drugs, 
responding to treatment shortages by tack-
ling supply chain challenges, and ensuring 
a degree of sustainability of the network, as 
well as its operational excellence.

The strategy that is set out is, says the 
agenda, going to be aligned with the broader 

“pharmaceutical strategy for Europe” cur-
rently being developed by the European 
Commission, and will also take into account 

the Commission priorities for health outlined 
by Commission President Ursula von der 
Leyen when she took office last November—
which amounted to a compromise between 
promoting industrial innovation and patient 
access to medicines. Inevitably, the experi-
ence of the pandemic will play into the plan-
ning—as will the EU’s specific health plans 
announced in recent months, including its 
new “EU4Health” health program and the 
so-called “rescEU” program to build a stra-
tegic European reserve of critical medicines 
and to encourage production of active phar-
maceutical ingredients in Europe.

All of which may leave seasoned clinical 
trials professionals in Europe pondering a 
basic question: burdened with such a rich 
heritage and such noble aspirations, will the 
regulatory network actually get around to 

implementing anything more than a series 
of commitments that never turn into reality? 
Europe, like many other parts of the world, 
is profoundly shaken by COVID-19, and the 
response has been energetic in terms of 
plans and promises. But Europe has an un-
even track record in delivering on plans and 
promises, particularly when, as in this case, 
implementation depends heavily on national 
compliance. It might be wise accordingly to 
defer opening the champagne in clinical de-
velopment departments until the shape of 
change becomes clearer.

— Peter O’Donnell
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DECENTRALIZED TRIALS: 
OPENING NEW OPPORTUNITIES 
IN CLINICAL RESEARCH
The COVID-19 pandemic has shifted the clini-
cal trial industry toward decentralization. 
Many organizations and investigators are re-
alizing the benefits of implementing decen-
tralized clinical trial approaches, as they can 
collect high-quality data more efficiently, 
and the approach is widening the ability for 
researchers to collect different types of data 
that could be more competitive than tradi-
tional data-collection methodologies. 

In the following interview, Rasmus Ho-
greffe, former head of virtual Trials at LEO In-
novation Lab (an R&D innovation unit of LEO 
Pharma), and Morten Kirkegaard, head of 
clinical operations and co-founder at REDO-
neurosystems, discuss their experiences 
with decentralized clinical trials.

Moe Alsumidaie: Why is it 
important to transition into 
decentralized trials now?
Rasmus Hogreffe: The decentralized trial 
approach is hugely advantageous, as it en-
ables us to increase data quality in our elec-
trophysiologic clinical trials. This approach 

is in line with real-world settings, as we are 
capturing patient data where they are in 
their environment, without the interruption 
to their lives or the added stress of coming 
to the clinic, which introduces factors of 
variability and induces a bias in our clinical 
observations.

In a traditional clinical trial, there is an 
average of 20 visits where the participants 
need to be transported to the site to collect 
a blood sample, take an ECG, and measure 
various vital signs. Imagine if we could do, 
all or some of this, from the participants’ 
homes, using clinically validated devices.

Everything has been put on pause with 
COVID-19, and we are carefully assessing 
how to manage chronically ill patients to 

ensure patient safety, due to their increased 
risk of infection from COVID. We must con-
sider the risk of a pandemic going forward 
because when conducting a traditional clini-
cal trial, this current situation is critical to 
both patients and the produced data.

MA: Will clinical trials become 
entirely decentralized in the future?
Morten Kirkegaard: My vision is to bring 
the choice back to the participant. Some 
participants see great value with face-to-
face contact with healthcare professionals, 
whereas many participants don’t have the 
time to take part in clinical trials. I envision 
that 90-95% of all clinical trials will be in 
a hybrid design in the future, including a 
combination of virtual or decentralized visits, 
home visits, and site visits. This will enable 
us to collect better data while reducing sub-
ject burden.

MA: What impact will decentralization 
have on the clinical trials industry?
Hogreffe: I predict that decentralized trials 
will create an explosion of new studies, as 
decentralized clinical trial technologies will 
expand access to many smaller biophar-

maceutical companies and investigators 
who today are unable to afford to conduct 
research using the traditional method. Data 
shows that we could expect to see a three-
fold increase in the number of clinical trials 
over the next 10 years. In parallel with this 
growth, we will also experience a deficit in 
healthcare professionals involved in clinical 
research.

Kirkegaard: In my case, I am the lead prin-
cipal investigator at my institution, and we 
do not have the funding necessary to out-
source clinical trials. We are now evaluating 
moving forward with wearable devices in a 
practical approach instead of the traditional 
method, and that will allow me to improve 

research conduct efficiency, as I don’t have 
to be with the patient during study visits 
physically. Since our decentralized trial de-
sign is entirely automated, all we need to 
do is consent the subject, ship the device to 
subjects with an app containing instructions 
on study procedures, and we can monitor 
all the data from a central position.

One major challenge we face is a lack 
of clarity from regulatory agencies; in Den-
mark, for instance, the regulatory agency 
does not act in an advisory role. The agency 
supplies guidelines that investigators have 
to adhere to but does not advise on one’s 
mistakes. It would be helpful to have a stan-
dardized template from regulatory agencies 
to streamline processes and procedures 
that are accepted by these agencies.

Patients are now getting used to having 
their entire lives virtualized, and it is time 
for regulatory agencies to modernize the 
standardization of decentralized clinical trial 
conduct.

Hogreffe: Exactly. Remember, we are all 
focusing on the same mission—we want 
to develop better treatments faster for pa-
tients suffering from a disease. The pan-
demic has encouraged the biopharmaceu-
tical industry and regulatory agencies to 
rapidly and radically rethink the traditional 
drug development process. As the saying 
goes, hard times bring on the most signifi-
cant innovations, including the way we think, 
design, and conduct clinical trials.

MA: What will happen to companies 
who don’t innovate and don’t 
move into decentralized trials?
Hogreffe: The same thing that happened to 
Blockbuster; they didn’t innovate and went 
bankrupt from surging online demand gob-
bled up by Netflix. That is a clear example 

One major challenge we face is a lack 
of clarity from regulatory agencies; in 
Denmark, for instance, the regulatory 
agency does not act in an advisory role. 

Morten Kirkegaard      Rasmus Hogreffe
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of a company that did not follow the market 
and missed out on digital transformation. 
We have also seen the destruction of many 
companies through the introduction of digi-
talization; Airbnb is disrupting the hotel in-
dustry, and Uber is shaking the taxi industry. 
The biopharmaceutical industry isn’t going 
to be any different and should use digital 
and technology where it makes sense.

Specifically, the biopharmaceutical indus-
try needs to think about being more cost 
and time-efficient in R&D. There is a definite 
advantage to adopting the decentralized 
approach. Companies who stick to the tra-
ditional way of conducting clinical studies 
will not have the same access to the type of 
data collected by digital solutions. That data 
will be the competitive advantage that will 
get a medical product approved by regula-
tory agencies, as well as gain payer cover-
age adoption.

MA: Will clinical trials become 
entirely decentralized in the future?
Kirkegaard: For us, the pandemic and its 
impact on patient fear, as well as govern-
ment shutdowns, was not something that 
any of us were expecting. As a startup bio-
pharmaceutical enterprise, we are still in the 
developmental phase of our medical prod-
ucts, and our timelines are critical. Right 
as we were planning to launch our study, 
COVID hit, and that caused significant de-
lays. The pandemic forced us to think about 
decentralization strategies when design-
ing new clinical trials, and the opportuni-
ties decentralization opens for us. While 
the pandemic harmed us, our new strategy 
moving toward decentralization is a win, as 
we thought about collecting data that we 
believe will make us more competitive, all 
while protecting subjects and site staff from 
pandemic related infections.

Hogreffe: From the COVID-19 pandemic, 
we have learned that we are agile. We can 
use digital tools to run decentralized clinical 
trials. Post-COVID, I do believe that we will 
see a significant shift in adopting the decen-
tralized approach. The pandemic has moved 
the authorities, sponsors, and healthcare 
professionals to think in a decentralized 
manner, and skepticism about the approach 
has been erased. That is a big plus for in-
novation in the industry. While it, unfortu-
nately, took a virus to start this dialogue, it 
is known that every crisis creates opportuni-
ties for growth and adaptation.

— Moe Alsumidaie, MBA, MSF, is a thought 
leader and expert in the application of busi-

ness analytics toward clinical trials, and
Editorial Advisory Board member for and

regular contributor to Applied Clinical Trials
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Prioritizing in the New Normal
Throughout the global COVID-19 pandemic, 
clinical research activity has morphed 
and changed through the shut down and 
eventual reopening of research sites and 
studies. During this webcast, experts will 
discuss how to prioritize in this “new nor-
mal”, whether that involves reopening sites, 
catching up on a backlog of work, or fully 
implementing remote capabilities. In addi-
tion, we plan to discuss some of the impor-
tant aspects of clinical trial management 
from a sponsor/CRO level and what mind-
set shifts may need to occur to proactively 
create study plans. A few areas of focus 
will include resuming activity for ongoing 
studies, planning upcoming studies, and 
adjusting budgets for sites and CRO teams.
https://bit.ly/2Fmv77i

Information Systems in Clinical Trials: 
Pragmatic Validation of EDC Systems
Computer System Validation is a key regu-
latory requirement and one which chal-
lenges the understanding and resources of 
many research organizations. Achieving the 
validated state means managing an ever-
changing environment of servers, operating 

systems, EDC software, security patches 
etc, some or all of which may be outside 
the direct control of the organization. And 
all this needs consideration before you 
have even started developing your study 
database. GCP expects a risk-proportionate 
approach, but how can this be approached 
pragmatically? During this webcast, ex-
perts will explore the scope of EDC system 
validation and offer practical ways of deal-
ing with change overload and surviving a 
visit from the inspectors.
https://bit.ly/2FtKnz6

The Future of Precision Medicine: 
How Biomarkers Have Influenced 
Clinical Trial Designs and Outcomes
Precision medicine has proven to be suc-
cessful in treating cancers as it is tailored 
to a patient’s specific needs. Because of 
this custom approach to treatment, how-
ever, planning a clinical trial for precision 
medicine is markedly more challeng-
ing than more conventional treatments, 
as it must consider patients’ variability in 
genes. As a result, biomarker use in preci-
sion medicine has been critical for defining 
patient segments, selecting trial locations, 
and measuring trial success.
https://bit.ly/35piOSM
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FDA’S ‘GOLD STANDARD’ 
CRITICAL FOR BIOPHARMA R&D
In the wake of developments that have un-
dermined public confidence in independent 
and science-based decision-making by 
FDA, industry leaders insist they will main-
tain high standards for clinical trials and 
regulatory submissions for new vaccines 
and therapeutics to combat COVID-19. Bio-
pharma companies have invested enormous 
resources in developing new pandemic 
therapies, but realize that Americans will 
reject new vaccines and treatments without 
strong confidence in the safety and efficacy 
of these products.

Last week, eight prominent biotech in-
dustry executives publicly emphasized the 
importance of rigorous clinical research and 
complete study data to support any autho-
rization or approval of a new COVID vaccine 
or treatment. Issued by the Biotechnology 

Innovation Organization (BIO), the letter also 
calls on FDA to maintain its “historic inde-
pendence as the gold-standard international 
regulatory body” to assure the public that its 
decisions reflect the “highest standards of 
scientific and medical integrity” (see: https://
bit.ly/3hqFh4l). Biotech leaders also urged 
politicians on both sides of the aisle to en-
sure that politics does not influence the de-
velopment and approval of new medicines.

At the same time, five pharma CEOs 
stated they would not seek early authoriza-
tion or approval of a new COVID treatment 
without a clear demonstration of product 
safety and efficacy from randomized clinical 
trials. During a virtual press conference or-
ganized by the Geneva-based International 
Federation of Pharmaceutical Manufactur-
ers and Associations (IFPMA) (see: https://
bit.ly/2ZHkuDB), Pfizer Chairman Albert 
Bouria stated that his company “will not cut 

corners” or take any action that would tar-
nish Pfizer’s scientific reputation. Eli Lilly will 
publish all data and “subject it to scientific 
scrutiny,” stated Chairman David Ricks, also 
IFPMA president. Merck Chairman Kenneth 
Frazier and others urged reliance on FDA 
advisory committees to gain added trans-
parency to approval decisions and to guard 
against political influence.

Most recently, the CEO’s of nine bio-
pharma companies currently developing 
COVID vaccines pledged to seek approval 
or emergency use authorization only after 
demonstrating product safety and efficacy 
through a Phase III clinical study that meets 
FDA requirements. The signers include As-
traZeneca, BioNTech, GlaxoSmithKline, John-
son & Johnson, Merck, Moderna, Novavax, 
Pfizer, and Sanofi (see: https://bit.ly/2Zspz2a).

Separately, Moncef Slaoui, the top vac-
cine scientist on the administration’s Opera-

tion Warp Speed initiative, publicly acknowl-
edged that there is “very, very low” chance 
of successful vaccine results by October, 
and that he would resign “immediately” if 
there is outside interference in the vaccine 
vetting process.

Hahn raises concerns
These statements aim to offset fears that 
FDA might soften its approval standards 
due to pressure from the White House to 
make available a COVID vaccine in October. 
FDA Commissioner Stephen Hahn recently 
said in an interview that a COVID-19 vaccine 
could be authorized for emergency use in 
some populations before the completion of 
Phase III studies. That followed questionable 
statements by Hahn supporting the Trump 
administration’s characterization of conva-
lescent plasma as a major advance in treat-
ing COVID patients. Continuing predictions 
from the White House about a vaccine being 

available in two months, and instructions 
from the Centers for Disease Control and 
Prevention (CDC) that state public health de-
partments should be prepared to distribute 
a vaccine by the end of October, heightened 
concerns that political pressure will lead to 
some kind of authorization of a new vaccine 
before the Nov. 3 election.

Hahn later tried to show his indepen-
dence by posting an apology for exaggerat-
ing efficacy claims for convalescent plasma. 
The Trump administration responded by 
dismissing health policy communications 
advisor Wayne Pines, evidently for encour-
aging Hahn’s plasma retraction. Hahn then 
removed top FDA press and external affairs 
staffers, who had been placed at the agency 
by administration officials and were seen as 
responsible for shaping Hahn’s enthusiasm 
for convalescent plasma.

The bottom line for FDA and for indus-
try is to protect the integrity of the drug 
approval process from outside political 
agendas as vaccine data moves through 
the pipeline. Manufacturers recognize that 
premature approval of any products would 
erode FDA’s coveted gold-standard reputa-
tion, an imprimatur that is critical to market 
acceptance of complex and costly therapies 
around the world. Biopharma companies 
have much to gain from producing and dis-
tributing effective treatments able to slow 
or halt the lethal COVID pandemic, but even 
more to lose in reputation as well as finan-
cial health from providing patients with sub-
potent or risky products.

— Jill Wechsler

Biopharma companies have invested 
enormous resources in developing new 
pandemic therapies, but realize that 
Americans will reject new vaccines and 
treatments without strong confidence in 
the safety and efficacy of these products. 

Stephen Hahn
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APPLYING PRE-PANDEMIC 
BENCHMARKS TO ASSESS 
FUTURE SPEED STRATEGIES

Study offers clues for installing 
rapid R&D tactics post-pandemic 

Ken Getz

The world is anxiously watching and rooting 
for the global drug development enterprise 
in anticipation of COVID-19 treatments and 
vaccines. Pharmaceutical and biotechnol-
ogy companies, in collaboration with regula-
tory and government agencies, have taken 
many steps to try to compress drug devel-
opment timelines. To name but a few: they 
have rapidly mobilized scientific and operat-
ing teams; entered into an unprecedented 
number and variety of co-development ar-
rangements; scaled-up manufacturing ca-
pabilities; and leveraged technology solu-
tions and advanced analytics to access and 
analyze data from animal and early human 
studies and from commercially available 
therapies treating other diseases.  

Regulatory agencies have issued emer-
gency use authorizations and offered re-
search sponsors guidance to assist pre-
paredness, ensure recruitment continuity, 
and embrace more virtual and remote ap-
proaches to conducting clinical trials.

Of the 400+ COVID-19 treatments and 
vaccines now in R&D, a rapidly increasing 
number are in human testing with several 
promising therapies in late-stage clinical 
trials. The successful development of safe 
and effective COVID-19 therapies within a 
forecasted 12-to-24-month time horizon is 
truly groundbreaking. Indeed, our research 
at the Tufts Center for the Study of Drug 
Development (Tufts CSDD) shows that such 
an acceleration represents a 400% speed 
improvement: historically, experimental im-
munological and anti-infectives take ap-
proximately eight years to develop from 
first-in-human clinical trials to FDA approval. 
Late-stage Phase III vaccine trials alone usu-
ally take around three years. 

Will R&D strategies and tactics designed 
to dramatically shorten timelines during the 
pandemic translate across development 
portfolios post-pandemic? This is a question 
that many sponsor companies are exploring 
and it couldn’t come at a better time.

The most recent Tufts CSDD bench-
marks—gathered at the end of 2019 just 
prior to the pandemic—show that while 
mean regulatory review times for U.S.-
approved drugs and biologics (referred to 
throughout this column as “drugs”) have 
declined by nearly two months during 2014 
and 2018, average clinical phase times have 
increased by nearly seven months during 
the same period. Clinical phase times for 
drugs targeting rare diseases are one of 
the few positive news items coming out of 
our recent analysis: orphan drugs now take 
more than nine months less time, on aver-
age, to complete clinical trials and receive 
regulatory approval compared with non-
orphan drugs.

The results of this recent study present 
useful baseline measures gathered just be-
fore the COVID-19 pandemic from which to 
assess post-pandemic strategies and tactics 
to accelerate development and approval 
timelines.

Clinical and regulatory 
phase durations
Tufts CSDD analyzed clinical development 
and regulatory approval phase times for all 
377 new drugs and biologics approved by 
the FDA’s Center for Drug Evaluation and 
Research (CDER) during 2008 to 2018. Clini-
cal trial durations and scope metrics were 
obtained from summaries of drug approvals 
available on the FDA website, from medi-
cal reviews, and from the ClinicalTrials.Gov 
website. Benchmarks were derived from 
several subgroup analyses, including by 
therapeutic area, whether an approved drug 
was originally with an orphan drug designa-
tion, and whether the drug was developed 
and approved by one of four expedited FDA 
review programs (e.g, accelerated approval, 
fast track, breakthrough designation, and 
priority review). 

This study was funded in part by an un-
restricted grant from the Biotechnology In-
novation Organization (BIO).

The average cycle time for all clinical test-
ing (clinical phase duration) from IND filing to 
FDA submission (shown in Figure 1 on facing 
page), for drugs approved during 2014 -2018 
is 89.8 months, an increase of 6.7 months, 
or 8.1%, compared to the earlier 2008-2013 
time period. Mean regulatory phase dura-
tion—from submission to FDA approval—

for all drugs approved between 2014 and 
2018 was 11.7 months, a decrease of 1.9 
months, or 14%, shorter than the earlier 
2008-2013 timeframe. Average total time to 
bring a successful drug through clinical test-
ing and into the market (i.e., from IND filing 
to regulatory approval) was 101.5 months—
approximately eight-and-a-half years. This 
represents an increase of 4.8 months, or 5%, 
between the two time periods, 2008-2013 
and 2014-2018.

Increases in the overall clinical phase du-
ration are due to growth in cycle times for 
individual clinical trials in each phase of 
development. Substantial growth in protocol 
design complexity has been a major contrib-
utor to phase-specific cycle time increases. 
Phase I clinical trials have increased more 
than 7% in duration between the two time 
periods—from 13.8 months on average to 
14.8 months. Phase II clinical trials saw the 
largest relative increase in duration from an 
average of 27.1 months to 30 months—or 
nearly 11%—between the 2008-2013 and 
2014–2018 observation periods. And Phase 
III clinical trial durations have increased by 
more than 6% between the two time pe-
riods, from an average of 26.8 months in 
the 2008-2013 period to an average of 28.5 
months per individual trial in the 2014-2018 
timeframe.

Scope increases in clinical trials by 
phase is another factor driving cycle time 
increases. With the exception of Phase 
IV studies, the average number of partici-
pants and investigative sites per clinical 
trial, in all pre-approval phases, have in-
creased. 

The highest increases have been ob-
served in Phase II: the mean number of 
participants, for example, increased 9.2%, 
from 152 in 2008-2013 to 166 in 2014–2018.  
The average number of participants in 
Phase I and III clinical trials increased 5%–
7% between the two time periods. 

The average number of participants in 
Phase IV clinical trials has declined sharply—
by 26.1%—in part due to the growing pro-
portion of orphan drug approvals now being 
marketed. 

Very high variation was observed around 
the mean number of participants per clini-
cal trial and this variation has increased 
over time.

https://www.appliedclinicaltrialsonline.com/
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Subgroup insights
In this most recent study, Tufts CSDD also 
observed wide variation in overall duration 
(clinical plus approval phase) by therapeutic 
area. Looking at the most active therapeutic 
areas—those with the largest number of 
drug approvals during the full 11-year (2008-
2018) period—anti-infectives had the short-
est average overall duration of 84 months. 
CNS had the longest average overall dura-
tion of about 108 months. The average clini-

cal phase duration for anti-infectives was 
17.6 months. This is 19.2% shorter than that 
of CNS treatments. 

Oncology approvals between 2008 and 
2018 averaged almost 95 months overall per 
drug—87.2 months in the clinical phase and 
7.7 months in the regulatory phase. Some 
of the variation in review durations can be 
explained by differences in the proportion of 
drugs that received a priority review rating 
from FDA. Whereas 74% of drugs approved 
in oncology had a priority rating, only 43% 
of CNS drugs were designated for priority 
review.

Overall durations (clinical plus regula-
tory phases) for orphan drug approvals de-

creased from 109.3 months, on average, in 
2008-2013 to 96.6 months in 2014-2018, an 
acceleration of more than a year of time.  
Mean clinical duration for orphan drug ap-
provals during 2014-2018 was 5.3 months 
faster than for non-orphan drug approvals.  
The difference between orphan and non-or-
phan drug mean regulatory review durations 
has increased with orphan drugs now see-
ing a four-month speed advantage during 
the later 2014-2018 time period. Mean clini-

cal duration for non-orphan drug approvals 
increased substantially (16.2 months) in the 
2014–2018 period, whereas mean regula-
tory review duration for non-orphan drugs 
decreased by one month.

As expected, approvals under one of four 
expedited or facilitated regulatory pathways 
(FRPs) were considerably faster than those 
receiving non-expedited review. The overall 
duration for approvals of drugs under expe-
dited review was 11% shorter, on average, 
than non-expedited review approvals dur-
ing the full 11-year (2008–2018) observation 
period.  

Compared to approvals under non-expe-
dited review, the mean clinical phase dura-

tion for drugs approved under an FRP was 
four months shorter in the 2008-2013 time 
period (4.7%) and 4.2 months (4.5%) shorter 
in the 2014-2018 time period. The average 
regulatory review phase duration for expe-
dited review drugs was approximately 45% 
faster than than for non-expedited drugs 
during both 2008-2013 and 2014–2018 time 
periods.  

For approvals under expedited and non-
expedited review, mean clinical phase dura-
tions increased by 7.4 months (9.1%) and 7.6 
months (8.9%), respectively. Meanwhile, the 
mean regulatory review phase duration de-
creased by 0.3 months (3.1%) for expedited 
approvals and 0.7 months (4.0%) for non-
expedited approvals.

Tufts CSDD also evaluated the impact of 
sponsor company size on development and 
regulatory approval speed. This subgroup 
was assessed in response to recent claims 
that smaller companies (i.e., organizations 
spending less than $1 billion on R&D annu-
ally) enjoy a speed advantage over the larg-
est pharmaceutical and biotechnology com-
panies. Looking at all approved drugs during 
2008 and 2018, the claim is not supported. 
Approvals of drugs sponsored by the larg-
est companies enjoy a nine-month average 
clinical duration advantage and a 1.2-month 
average regulatory review advantage.

We look forward to assessing the speed 
records broken by COVID-19 treatments and 
vaccines when they complete development. 
Contrasting them against our most recent 
pre-pandemic clinical and regulatory review 
phase durations will provide valuable in-
sights into time-compression strategies and 
practices that can be applied across devel-
opment portfolios long after the pandemic 
is behind us.

— Ken Getz, MBA, is 
Deputy Director and Re-
search Professor, Tufts 

CSDD, and Chairman 
of CISCRP, both based 
in Boston, MA. email: 

kenneth.getz@tufts.edu

Time Comparisons

Source: Tufts CSDD

Figure 1. Clinical development and regulatory approval phase times for 
new drugs and biologics approved by CDER during 2008 to 2018.

Approvals of drugs sponsored by the largest
companies enjoy a nine-month average
clinical duration advantage and a 1.2-month
average regulatory review advantage.
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SUPPLY CHAIN

DEBATE ACCELERATES          
OVER WHO GETS                  
COVID VACCINE FIRST
As biopharma companies and research 
institutes advance the development of 
promising vaccines against COVID-19, poli-
cymakers and health officials have inten-
sified deliberations on strategies for en-
suring fair and equitable distribution of 
anticipated preventives. The issue is impor-
tant to health authorities across the globe 
and has emerged as a seminal topic in the 
U.S. amidst growing debate over healthcare 

disparities and whether high costs will limit 
access to critical treatments.

To build public support for a vaccine dis-
tribution plan even before any test product 
gains market approval, the National Insti-
tutes of Health (NIH) and the Centers for 
Disease Control and Prevention (CDC) have 
called on a special expert panel to tackle 
the allocation issue. At the agencies’ re-
quest, the National Academy of Sciences, 
Engineering and Medicine (NASEM) has 
formed a blue-ribbon committee of leading 
bioethicists, economists, geneticists, and 
public health authorities to quickly develop 
a framework for priority vaccine access to 
assist policymakers in the U.S. and other na-
tions achieve equitable distribution of antici-
pated vaccines (see: https://bit.ly/33jTCds). 

This project was launched July 24 with 
the aim of providing a final report by early 
October.

The NASEM panel will contribute to simi-
lar discussions by the Advisory Committee 
on Immunization Practices (ACIP), which 
regularly advises the CDC on overall vacci-
nation policy. An ACIP COVID working group 
is collecting and analyzing information on 
pandemic vaccines under development and 
has held discussions and public meetings to 
identify high-priority groups for initial vacci-
nation. There was further open public meet-
ings in August and planned for September, 

and the ACIP committee will collaborate 
with the NASEM panel to avoid confusion 
and build public confidence in their recom-
mendations.

The resulting distribution framework aims 
to identify first-tier vaccine recipients as 
well as populations that should be added as 
more vaccine becomes available. Individuals 
at higher risk will include those in higher age 
groups, with underlying health conditions, 
engaged in high-risk occupations, affected 
by racial and ethnic disparities, and in hard-
hit geographic locations. 

The experts also will consider how best 
to communicate the allocation recommen-
dations to promote a sense of equity and 
to mitigate vaccine hesitancy. The NASEM 
panel held its second meeting Aug. 7, mov-
ing quickly in order to issue a draft report 
by early September and then final recom-
mendations by early October (see: https://
bit.ly/3inFgiI). 

The very tight timeline is designed for the 
panel to present its framework in time to 
have an impact. 

At the opening meeting of the NASEM 
expert panel in July, NIH director Francis 
Collins directed the group to consider the 
needs of individuals at highest risk of com-
plications from COVID-19 and of essential 
workers in setting a distribution policy well 
in advance of having an approved vaccine 
for the disease. Collins also proposed early 
access for participants in late-stage vaccine 
clinical trials who receive a placebo, instead 
of treatment. 

Whether there are 10 million or 100 mil-
lion doses available early on will determine 
how far down the priority list health au-
thorities can go, he explained, but with tax-
payer money funding vaccine manufacturing 
ahead of time, the aim is to have millions 
of doses ready to go when authorities de-
termine that one or more vaccines are safe 
and effective.

Distribution nightmare
Even with an agreed-on plan for equitable 
access to vaccines, federal and state agen-
cies and industry face a monumental task of 
transporting, distributing and administering 
millions of vaccine doses as fast and as ef-
ficiently as possible at the appropriate time. 
A serious complication is that there may 
be more than one approved vaccine, with 
products carrying different indications and 
dosing protocols. 

Delivery requirements will vary depend-
ing on product temperature, storage and 
handling requirements. With some vaccines 
requiring two doses, it will be important to 
keep track of who needs a second dose and 
when and where. Systems also are needed 
to track and report adverse events, as well 
as overall immune response.

While the CDC normally manages vaccine 
distribution to state agencies, especially for 
children, uncertainty has been generated 
by talk of the military stepping in to handle 
main logistics, as proposed by the admin-
istration’s Operation Warp Speed initiative. 
State and public health officials are wary 
of federal pandemic planning efforts so far, 
given the lack of coordination and effective-
ness in distributing COVID-19 test kits and 
personal protective equipment to health-
care providers and facilities. 

Shortages continue in those categories, 
and in supplies of those medicines that have 
demonstrated some effectiveness in treat-
ing sick patients.

The National Governors Association has 
advised state officials to start planning 
now for vaccine administration efforts, but 
acknowledges that uncertainty over who 
will be in charge complicates such efforts. 
Meanwhile, vaccine manufacturers will be 
looking for information on where to ship vac-
cines when available, initially for emergency 
use and more widely following product ap-
proval. That will require decisions on priority 
populations and locations to receive early 
vaccines, which hopefully will emerge in 
time to support efficient distribution efforts.

— Jill Wechsler

The resulting distribution framework aims 
to identify first-tier vaccine recipients as 
well as populations that should be added 
as more vaccine becomes available.
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NEWS NOTES

REGULATORY

PAREXEL AND PFIZER ENTER 
NEXT PHASE OF PARTNERSHIP
Parexel has signed a new master service 
agreement (MSA) with Pfizer to continue the 
CRO’s decade-long partnership with the big 
pharma company. The agreement is for a 
three-year term with an option to extend for 
an additional two years.

The strategic focus of the new arrange-
ment is focused on driving cycle times for 
Pfizer’s development efforts. Parexel will 
provide Pfizer clinical development services 
via full-service, hybrid, and functional ser-
vice provider (FSP) models across all thera-
peutic areas, including rare diseases, oncol-
ogy, inflammation, and immunology, and 
internal and hospital-based medicines.

Antibody cocktail collaboration
Regeneron Pharmaceuticals and Roche 
are joining forces in the fight against CO-
VID-19 to develop, manufacture, and dis-
tribute REGN-COV2, Regeneron’s investiga-

tional anti-viral antibody cocktail, to people 
around the globe. REGN-COV2 could provide 
a much-needed treatment option for people 
already experiencing symptoms of COVID-19, 
and also has the potential to prevent infec-
tion in people exposed to the virus, thus 
slowing the spread of the global pandemic. 
This collaboration is expected to increase 
supply of REGN-COV2 to at least three and 
a half times the current capacity, with the 
potential for even further expansion.

If it proves safe and effective in clinical 
trials and regulatory approvals are granted, 
Regeneron will distribute and record sales 
for REGN-COV2 in the U.S. and Roche will be 
responsible for distribution outside the U.S.

Bayer to acquire UK-based biotech 
Bayer will acquire KaNDy Therapeutics Ltd, 
a UK clinical-stage biotech company, to ex-
pand the pharma company’s drug develop-
ment pipeline in women’s healthcare. Under 
the terms of the deal, Bayer will pay an up-

front consideration of $425 million, potential 
milestone payments of up to $450 million 
tied to KaNDy’s lead investigational com-
pound, followed by potential additional tri-
ple-digit million sales milestone payments.

Pact struck around real-world data
Trialbee, a provider of patient matching and 
engagement technology in clinical trials, has 
entered into a partnership with medical data 
informatics company Clinerion designed to 
accelerate time to market by shortening pa-
tient recruitment and enrollment timelines. 
The deal combines Clinerion’s focus in lever-
aging real-time, real-patient, and real-world 
electronic health record data for clinical re-
search with Trialbee’s multiple-step qualifi-
cation process, which includes online quali-
fication and nurse practitioner interviews to 
ensure patient matches prior to obtaining 
consent and enrollment.

— Staff and wire reports

FDA MAY DELAY APPROVAL 
OF DRUGS WHERE NECESSARY 
INSPECTION IS NOT FEASIBLE
FDA announced recently that it planned to 
resume “prioritized domestic inspections” 
for certain regulated products that had 
been put on hold by COVID-19 since March. 
The agency also would continue to con-
duct “mission critical” inspections, utilizing 
methods to ensure the safety of all involved 
personnel (see: https://bit.ly/33iebqY). But it 
was unclear to biopharma companies from 
the July 10 press release which products 
and situations would warrant on-site visits 
and how the agency would respond where 
the pandemic made an inspection unsafe or 
unfeasible.

Now a new guidance from FDA provides 
answers to such questions about when the 
agency will seek to visit a site and how it 
will respond when a needed inspection can-
not be conducted safely (see: https://bit.
ly/3mkat90). FDA explains that it may de-
lay approval of new products in situations 
where travel restrictions and other con-
cerns block a preapproval inspection that 
the agency considers necessary.

Breakthrough therapies and regenera-
tive medicine advanced therapies may gain 
approval even without a desired inspection. 
This policy also applies to other mission criti-
cal therapies used to diagnose, treat, or pre-
vent a serious disease where no treatment 
alternative is available.

However, if an application involves a less 
critical medicine, and FDA has concerns 
about the adequacy of the facility but can-
not conduct a site visit before the applica-
tion’s “action date,” then FDA will issue a 
complete response letter that explains the 
reasons for delaying approval.

The agency will try to avoid such situa-
tions by utilizing other methods to access 
needed information on a manufacturing op-
eration without an actual site visit. FDA will 
review earlier inspection reports, request 
records and information from the applicant 
and from the facility, and seek to obtain in-
spection reports from other trusted foreign 
regulatory partners. And for drugs made 
overseas where inspections continue to 
remain on hold, the agency will review prod-
uct quality through sampling and testing at 
border control sites.

Similar assessments will apply to Biore-
search Monitoring (BIMO) surveillance of 
research sites, conducted to ensure that 
investigators follow policies to protect re-
search subjects and to ensure the accuracy 
of clinical trial data. Here, FDA will continue 
to follow risk-based approaches that con-
sider the nature of the application and site-
specific factors.

The new guidance also provides flexibility 
for manufacturers looking to make changes 
in a facility or production process for an 
approved product affected by supply chain 
disruptions due to the pandemic. FDA will 
expedite such requests for drugs and bio-
logics used in treating COVID-19 patients 
and for critical products in shortage situa-
tions. This will involve weighing the impact 
of postapproval changes and a firm’s efforts 
to mitigate the risk to product quality as-
sociated with a change. For critical products, 
FDA may permit a manufacturer to use a 
lower reporting category to facilitate the 
change and avoid C review and inspection 
of the changes. 

— Jill Wechsler
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ne of the challenges to leveraging 
technologies in clinical trials is the 
administrative burden they add, 

which manifests itself differently for 
sites and sponsors. For example, some-
thing as simple as sending documents 
via email requires completing a series of 
manual checks. Sponsors must confirm 
the correct recipient, ensure the proper 
version is shared, and follow up to en-
sure receipt. Meanwhile, sites have to 
perform the same checks, but within a 
different system for each sponsor, mean-
ing they receive a barrage of emails re-
lated to each protocol coming from dif-
ferent places: administrative inquiries, 
regulatory information, and alerts from 
various sponsors’ systems. Locating the 
correct version of a file requires scour-
ing inboxes, and any errors introduce 
risk and reduce protocol compliance. 
The result is additional work for each 
party, which prevents investing time in 
more critical tasks.

“Sponsors tell us they want to solve 
these problems and reduce the burden 
on their study teams and the sites,” ac-
cording to Larissa Comis, Product Lead 
for the Cognizant Shared Investigator 
Platform (SIP). “They’re looking for 

ways to gain efficiencies, both within 
their study teams and with the sites with 
which they work.” 

This paper explores the benefits of a sys-
tem that connects more than 100,000 
clinical researchers across sites and 
sponsors via a single-sign-on clinical 
trials technology, one that harmonizes 
key workflows across sponsors, and in-
cludes tools to remove redundancy and 
increase efficiency. 

Redefining the  
Site-Sponsor Relationship

The proliferation of new digital tech-
nologies and devices has often in-
creased administrative efforts at sites, 
forcing site staff to log into dozens of 
different systems to conduct clinical 
trials. Therefore, it is critical that spon-
sors actively seek out technology to 
decrease the burden on researchers and 
sites. Cognizant SIP, the result of a col-
laboration between many of the world’s 
largest biopharmaceutical companies, 
provides a better way for sponsors to 
collaborate with researchers, addressing 
this gap. 

Cognizant SIP redefines the relation-
ship between sites and sponsors, placing 
investigators at the center of the eco-
system. With Cognizant SIP, users can 
expect something novel—standard pro-
cesses across sponsors and protocols. 
By creating a central hub for complet-
ing diverse tasks, Cognizant SIP helps 
unify essential trial activities. Com-
munication is harmonized, providing 
robust messaging, document sharing, 
and video call capabilities in support 
of new, decentralized ways of working. 
Site staff configure their Cognizant SIP 
facility profile once, which all Cogni-
zant SIP sponsors access to ensure that 
documents can be shared quickly with 
the correct person at a site. Sponsors 
can automatically send and receive 
documents through configuration with 
a sponsor eTMF, or they can upload 
them manually. In a future release, sites 
will be able to automate the flow of 
documents from Cognizant SIP to their 
electronic investigator site file (eISF) 
technology.

Redundant administrative activities are 
also eliminated. Frequently required 
documents, such as an investigator’s CV 
and 1572, are generated from the SIP 
User Profile and are accessed by all SIP 
sponsors. Cognizant SIP training is mu-
tually recognized across the platform, 
so users do not need to conduct many 
redundant trainings each time they 
work with a new sponsor.

A scalable and open platform, Cogni-
zant SIP easily integrates with other 
systems, such as pharmacovigilance 
systems, eTMF, Study Start Up, and 

Trial Collaboration  
Without Barriers
Investigator-facing SaaS platform provides shared benefits for sites  
and sponsors.

“Cognizant SIP redefines the relationship 
between sites and sponsors, placing 
investigators at the center of the 
ecosystem.”

CTMS. Bi-directional flow of docu-
ments between sponsor eTMF systems 
and Cognizant SIP is enabled via inte-
gration. Study information housed in a 
CTMS can be transferred to Cognizant 
SIP to synch up the two systems. This 
automation decreases the manual effort 
of sending and uploading files, stream-
lining the process and ensuring records 
are uploaded on time. 

Cognizant SIP leverages single sign-on 
technology that reduces the number of 
usernames and passwords users must 
remember. By providing access to over 
70 clinical platforms that can be ac-
cessed in a single session, less time is 
spent logging in to various systems. 

Providing Value for  
Sites and Sponsors 

With more than 20,000 clinical re-
search facilities across 84 countries, 
Cognizant SIP has the body of evidence 
to show that, once a site is set up and 
conducting multiple studies in the plat-
form, the benefits of using Cognizant 
SIP for both sites and study teams are 
evident. Sponsors assessed the experi-
ence of PIs who have participated in 
multiple studies to date, comparing 

their first Cognizant SIP study experi-
ence with subsequent study experiences, 
and the results show that continued use 
of Cognizant SIP provides concrete val-
ue across sites and sponsors. 

Results from a large biopharmaceuti-
cal company as a Cognizant SIP Early 
Adopter include:

• 29% reduction of average time 
from sponsor sending study invite 
to PI accepting it

• 3 hours of PI training savings due 
to mutually recognized training  
in SIP

• Sponsors receive site study data 
(study staff, shipping info, etc.) 
36% faster

• CV generation and distribution 
activities time savings of 1 hour/ 
site/study

• 5.6 days faster for survey  
completion

• 7.5 days faster for study acceptance

Changing the Narrative 

When developing clinical technologies, 
investigators and researchers are as es-
sential a stakeholder as sponsors, but 

for too long, the focus of new clinical 
trial technologies has been defined by 
sponsor requirements. Over half of prin-
cipal investigators participate in only 
one study at a time due to the admin-
istrative tasks required. 40% of inves-
tigators only participate in one clinical 
trial in the course of their careers. Since 
Cognizant SIP reduces the administra-
tive burden for investigators and sites, 
there is a higher propensity for repeated 
participation in future trials.

Further, with the momentum increas-
ing behind decentralized trials, remote 
monitoring, and the changes brought 
about by the COVID-19 pandemic, it 
is more important than ever for sites, 
CROs, and sponsors to have clear, con-
sistent, and efficient communication 
and collaboration, remotely.

As the use of technologies expands, 
sponsors and investigators will need to 
cooperate strategically to ensure work-
loads are reduced or automated wher-
ever possible. Removing redundancies 
and duplication, shortening the startup 
process, and returning researchers to 
clinical tasks and more time with pa-
tients, are vital elements to accomplish-
ing this goal.

O
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CLINICAL 
OPERATIONS

Small Biopharma and CROs:
Seeking Stronger Synergies
Joseph Constance 

Many emerging biopharmaceutical companies are 

highly dependent on the success of one prod-

uct—usually their lead compound. Because of 

limited staffing and regulatory experience, many hire con-

tract research organizations (CROs) to help them navigate 

the regulatory pathway, leaning on their expertise, fore-

sight, and knowledge of the complex landscape. 

Some emerging biopharma aren’t completely satisfied 

with their CRO relationships, and believe the CRO partners 

could be more responsive to their needs, particularly in 

light of the increasing role these smaller companies are 

playing in driving drug innovation—responsible for much 

of the life sciences industry’s R&D pipeline in recent years. 

Emerging biopharma companies developed about 65% 

of the new drugs approved in 2018 in the U.S., according to 

IQVIA. In addition, of all companies sponsoring one or more 

clinical development program, 61% are not among the top 

50 largest pharma. Moreover, 60% of FDA approvals in 2018 

went to firms that had never before received an approval.

These small biotechs are under pressure to get CRO 

and vendor partnerships right from the start, much more 

so than for big pharma, because they cannot afford mis-

steps that cost them time and money. The smaller opera-

tions simply don’t have the financial resources that larger 

pharmaceutical companies have, making the smaller bio-

pharma more sensitive to such problems as clinical trial 

timeline delays, out-of-scope change orders, and cost 

overruns. For many, one poorly-designed clinical trial 

could end their existence. 

The relationship between emerging biopharma and 

CROs continues to evolve, but are CROs, especially the 

larger ones, tailoring their service offerings enough for 

these fledgling, important players, given their unique oper-

ating constraints compared to big pharma? 

Looking for high-touch 
It’s helpful to have all of the bells and whistles that new 

technologies can bring to a clinical trial, but small compa-

nies also need a high-touch relationship with CROs. Many 

are looking for close contact and good oversight on the 

part of the CRO. They want a service provider that’s mind-

ful of their small-client needs. They don’t want to feel like 

they’re just a drop in the bucket of a large CRO’s business. 

“With worries about cost overruns, financial issues, and 

paying enough attention to detail, I’m looking for a smaller 

CRO that I can connect with, who would be very respon-

sive, and a contact there who takes on responsibility,” 

Audrey Rossow, senior director of clinical operations at 

Pulmatrix, Inc., a developer of pulmonary-delivered thera-

peutics, tells Applied Clinical Trials. While partnering with 

a CRO with pulmonary or rare disease expertise would be 

beneficial, Rossow adds, “We need, above all else, trans-

parency, flexibility, and problem-solving skills from a CRO.”   

 As a small company running clinical trials, Rossow’s 

concerns include avoiding cost overruns and timeline de-

lays, and executing properly designed trials with little devi-

ation as possible from the trial protocol. Essentially, what’s 

important to her is a CRO partner that pays attention to 

detail and meets timelines, which in Rossow’s experience 

has not always been the case. 

“For small biotechs, a week for us is like a month or 

two in terms of making decisions and getting things done. 

I don’t need the Titanic, I need a speedboat,” says Rossow, 

who has a deep background in clinical operations and 

project management; before joining Pulmatrix last fall, she 

was a consultant for 10  years.   

When interviewing CRO project manager candidates, 

Rossow notes that it’s the answers to the soft questions 

that are most telling. “What would a CRO’s tactical and 

financial plan be if they are 10 months behind in activating 

trial sites, or months behind their enrollment timelines?” 

she says. “I want a project manager at a CRO that I can 

completely connect with. In my career I’ve had to change 

projects managers at CROs, and it was the best decision I 

ever made because someone else came on board and got 

what I was talking about, and got things back on the rails.”  

Stakes are high for emerging biopharmaceutical companies to get 
their relationships with CRO partners right from the outset.
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The right culture 
Mike McLaughlin, associate director of clinical operations at Dermavant 

Sciences, Inc., says the company is seeking a CRO partner with a mind-

set and culture similar to its own. “It’s important to find a CRO that’s a 

right fit from a culture standpoint, with a culture similar to ours, which is 

to be nimble, quick, and flexible, and offer a quick turnaround,” he says.  

“We’re concerned that we’re just a drop in the bucket in a large 

CRO’s financial portfolio. So then how much attention are we going to 

get?” adds McLaughlin. “We need a CRO team that’s high quality, high 

performing, and offers overall support.”

Dermavant, a clinical-stage biopharma company focused on the 

development and commercialization of in immuno-dermatology treat-

ments, has five candidates in various phases of clinical trials. McLaugh-

lin says that for fairly small Phase I or II studies, he prefers to link up 

with a smaller CRO that’s more sensitive about costs and meeting 

deadlines. In addition, the contact person at the sponsor would likely 

be easier to reach to discuss any concerns, McLaughlin notes. In his 

experience, a smaller CRO can often provide an experienced, flexible, 

and responsive team with low staff turnover.

McLaughlin says it’s important for an emerging biopharma not to 

be “shoehorned” into a larger CRO’s system, where it’s more difficult 

to pick and choose the services and support the sponsor needs. The 

alternative can often be service offerings that are redundant to a bio-

pharma’s internal capabilities. 

When considering CRO partnerships, McLaughlin looks for quality 

and thoroughness in CRO proposals, which help quantify capabilities. 

He’ll also discuss the candidates with colleagues, but sometimes the 

decision ultimately comes down to gut instincts, he indicates. 

 “All sponsors are looking for quality, timeliness, and staying within 

budget from their CROs,” he says. “I want to keep changes and costs to 

a minimum.” 

Among specific deliverables from CROs that emerging biopharma’s 

are looking for, according to McLaughlin, include:   

• Starting the study on time and meeting enrollment deadlines. 

• Establishing trial sites of high quality. 

• Delivering high quality data.  

• Ending the trial on time. 

• Delivering a properly formatted clinical study re-

port shell and statistical analysis plan.   

“It’s important to calculate and track your interactions and activities 

along the established timeline,” he notes. 

Possessing certain intangibles are key as well, says McLaughlin, 

such as trust, good communication, and being proactive. “A CRO team 

of high performers and experts will make it easier for us to develop a 

good relationship,” he explains. “It’s like dating. We’re trying to develop 

a good relationship. It’s an engagement that you’re about to go through, 

for better or worse, for the next six months, year, or longer. The clinical 

trial needs to have a good start for the relationship to work.”

Therapy experience
Jim Barlow, CEO at ImmunoGenesis, Inc., which designs therapies tar-

geting immune resistance in immunologically cold tumors, is planning 

for the company’s main trial to get underway in 2021. “As for a CRO 

partner, we’d be looking to link up with a company that has oncology 

experience, although it would not necessarily have to be exclusively 

oncology,” he says. “It’s important that they have some experience 

with oncology trials, and that they know the pitfalls and challenges in 

the area.”

Barlow notes that small biopharma compa-

nies have fewer resources, and thus are “laser-

focused” on a single clinical trial most of the 

time. “The company team will know the ins and 

outs of that study, and will work on it every day. 

It will typically handle budget negotiations with 

the trial site partner, and most of the logistics 

around training and site initiation,” he says. “But 

if you’re running several trials, you’ll need a CRO that can take com-

mand and coordinate all of the trial work.”  

Barlow would like to be able to pick from a menu of services and 

support offered by a CRO. For him, adverse event reporting, the sta-

tistical analysis plan, project management, and addressing regulatory 

issues would be very important. 

“Being able to have a modular approach where you could pick only 

the services you need would help bring fixed costs down and would 

be a huge advantage,” Barlow tells Applied Clinical Trials. “We might 

have a trial operating at only two sites, so it’s not the same amount 

of legwork needed as if we had 50 sites. But we’re still going to need 

some of the key systems the CRO will offer, so I would like to negotiate 

on these.” 

Another option for the smaller-sized sponsor, Barlow suggests, is 

considering hiring CROs on a consulting basis for specialty tasks, and 

still gain access, for example, to their statistical analysis group, adverse 

event reporting, or their knowledge of local markets and regulatory 

requirements.

Be aware of limitations 
Executives note that sponsors will sometimes encounter a serious 

design issue in the middle of their study that they didn’t plan for when 

initiating. “While a challenge for big pharmas, the 

impact can be significantly greater for smaller 

companies who already have much more lim-

ited budgets and resources to consider,” says 

Tanya du Plessis, vice president of data strate-

gies and solutions at the Bioforum Group, which 

describes itself as a data-driven CRO, offering 

expertise in clinical data management and bio-

statistical analysis, among other services.

Essentially, big pharma organizations have large, cross-functional 

teams with an array of specialists in-house, unlike many smaller com-

panies who do not have the budgets or scale to staff their teams as 

comprehensively—and with people who have deep experience ad-

dressing all the issues that can come up and disrupt a clinical trial. 

“We try to understand how emerging biopharma companies oper-

ate,” du Plessis says. “We help them by offering smart solutions. We 

try to be nimble because we realize the limited options that small bio-

pharma may have.”

Jim Barlow

Tanya du Plessis
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CROs recognize the importance for sponsors in getting the right ad-

vice and guidance early on so that they can design the study properly 

and collect the appropriate data from the onset. “It all comes down to 

thoughtfully mapping out a data collection and management strategy 

that builds in flexibility from the start,” says Amir Malka, president and 

co-founder of Bioforum. “You need to put a lot 

of effort and accuracy into designing the study 

and at the same time be aware of the budgetary 

restraints.” 

It’s critical for CRO executives, according to 

Malka, to understand a small biotech’s level of 

clinical trial expertise; its data strategy, plans, 

and assumptions, which may require modifica-

tions; the size and complexity of the study; and how to integrate all of 

the technologies involved. 

The significance of correctly written and designed clinical trial pro-

tocols—targeting the correct data—is greater for emerging biopharma, 

executives emphasize. Bioforum, for example, works with sponsors 

throughout the clinical trial process to FDA submission, involving itself 

in developing the overall strategy for a new drug candidate, as well as 

addressing safety and efficacy issues that arise. 

Hence, data must be properly integrated from all studies before 

regulatory filing, a complicated process that smaller companies often 

partner with CROs to support. Bioforum, for instance, has experience 

in several therapeutic areas, but its specialty is working with smaller 

biotechs as a full partner, du Plessis says. The company prides itself in 

its flat organizational structure, which eliminates layers of management 

between a customer and the Bioforum leadership team.  

“Even though we are a global company, we can come down to a 

smaller company’s scale, and develop a good understanding of their 

specific needs” says Du Plessis. 

This involves partnering from the beginning of a clinical develop-

ment program and recognizing where the potential risk spots are, 

Malka adds. “Our goal is to build a strong, long-term relationship with 

sponsors that grows as they do; so building trust is a top priority for 

us,” he says. 

According to du Plessis, Bioforum generally encounters three types 

of clients: those who do not know the specifics of how to collect and 

manage clinical trial data; those who have predefined concepts but 

who require more specific guidance; and those who are in the middle 

of conducting a trial and encounter significant issues.  

“They need to think about which technologies they want to use to 

collect their data. And it must be the correct data in the correct format. 

This takes time, and if they don’t have a background in data, they don’t 

have a really solid understanding of what has to be done,” she says. 

“We’re not going to force them in any direction, but will give them an 

array of options. It’s about doing their homework for them and mak-

ing their lives easier. At the end of the day, we want them to feel good 

about the data, and they should feel confident.”  

Value-add
“Our client base looks for us to supplement their capabilities,” Tara 

Franks, chief operating officer, Translational Drug Development (TD2), 

tells Applied Clinical Trials. TD2 is an oncology-focused CRO that also 

specializes in working with biotechs. 

“Some biotech companies don’t have the 

resources of a larger pharma. They look to our 

team to fill in the gaps in their internal infrastruc-

ture,” adds Franks. “This may be the first time a 

client is developing a drug together as a team, 

whereas the large pharma companies do it on 

a regular basis and have an infrastructure and 

process in place. When we engage with smaller 

biotech companies, we help them develop their plan and process.” 

CROs specializing in offering this type of tactical and strategic sup-

port along the path to potential regulatory approval is a big appeal to 

the smaller, clinical-stage biopharma.  

“Scientists will publish in a high-impact journal, get some venture 

capital funding, and form a company,” says Stephen Gately, PhD, presi-

dent and CEO, TD2. “But there’s a fairly significant gap between writing 

a paper and actually getting a drug approved. Companies are typically 

technology-heavy but not development-heavy.”

Emerging biopharmas need partners that can provide a vision and 

context of the regulatory realities inherent in drug development— 

and ones not distracted by “cool science.” Their audience now is the 

FDA and not a scientific publication,” says Gately. “They need a path-

way to approval.”

TD2’s service focus in this area includes align-

ing the science of a client’s molecule with the 

regulatory requirements for clinical testing and 

potential marketability. 

The company has a staff of experts who assist 

with and write the sections of an investigational 

new drug (IND) application related to the chem-

istry involved.  

TD2 and others can solicit requests for proposals from institutions 

that manufacture drugs, select those vendors, and support and audit 

those companies. CROs focused on the emerging biopharma space 

often have expert toxicologists who can establish the requests for 

proposal, can identify the clinical studies absolutely necessary, the 

minimum number of trials required, conduct the studies, audit the 

sites, and generate output of all study results in a format suitable for 

FDA submission, says Gately. 

“We’ve had the responsibility for 30 full oncology INDs where our 

team managed every single aspect and presented the technology 

to the regulatory authorities,” he says. “Some companies come with 

data from perhaps a single academic center, where they evaluated the 

technology against one particular tumor type. And they conclude that 

the therapy can be developed against that same tumor type. Those 

companies have access to capital. But they don’t always bring with that 

access a tactical and strategic approach.” 

Joseph Constance is an independent writer and analyst based in New 

Jersey. He can be reached at jacpub@gmail.com

Amir Malka

Tara Franks

Stephen Gately

mailto:jacpub@gmail.com


TRIAL MANAGEMENT

appliedclinicaltrialsonline.com   APPLIED CLINICAL TRIALS    19September 2020

TRIAL 
MANAGEMENT

Combating the ‘Talent 
Wars’ in Biopharma
Sarah Hamirani, Beth Harper

In the battle for the war on talent, biopharmaceutical 

companies, particularly those in competitive markets, 

are having to find creative strategies to enhance their 

staff recruitment, engagement, and retention prac-

tices.1,2 In the 2018 Employee Tenure Survey conducted 

by the U.S. Bureau of Labor and Statistics, it was re-

ported that the median tenure for wage and salary work-

ers was 4.2 years and this has not changed in a decade.3 

The tenure is even lower in the healthcare industry, 

clocking in at 3.5 years for the category of “health ser-

vices, except hospitals.” 

While these trends may not directly correlate to roles 

in clinical research, the numbers highlight the challenges 

that biopharma managers and organizations face when 

it comes to developing and retaining talent. Several key 

questions arise:

• Should companies play an active role in investing 

in their employees’ growth and development? 

• What practical approaches should employ-

ees take to ensure they have a targeted plan 

for growing the knowledge and skills most 

needed to be successful in their role? 

• What is the best way to communicate the com-

petency expectations of employees and set 

them up for success, so they perform and grow 

in their roles and stay with the organization?

• In a large organization with multiple manag-

ers, how can consistency in the interpretation of 

these expected competencies be ensured? 

These were but a few of the questions that the clini-

cal operations group at Genentech has tackled over the 

last few years. In this article, we provide a case study for 

how we went about addressing these workforce chal-

lenges, where we are currently, and what we learned 

along the way.

Goals and objectives of the initiative
Genentech, a member of the Roche Group, is headquar-

tered in South San Francisco, a hotbed for high-tech and 

home to many biopharmaceutical companies. Roche, 

like many big pharma organizations, functions around a 

set of core competencies that outlines the cultural and 

organizational behaviors that are expected of all employ-

ees, including teamwork, collaboration, decision-making, 

and innovation. 

These competencies include both technical (e.g., 

achieving results) and leadership (e.g., communica-

tion) competencies. They provide expectations for the 

skills, behaviors, and knowledge (SBKs; sometimes also 

referred to as knowledge, skills, and abilities or KSAs) 

that employees should demonstrate and master to fulfill 

Roche’s overall corporate objectives.

As part of a larger initiative focused on developing, 

retaining, and shaping our study management leaders 

to build the culture of tomorrow, Genentech’s early re-

search and development (gRED ECD) clinical operations 

group wanted to address long-standing feedback from 

employees and managers on the lack of a consistent 

framework for mapping the Roche core competencies. 

Additionally, the group struggled with the lack of a stan-

dardized way of defining these competencies across all 

jobs and job levels.

To address these issues, gRED partnered with the As-

sociation of Clinical Research Professionals (ACRP) and 

embarked on a journey in 2018 to ideate and develop a 

solution. 

The “Competency Framework Initiative” (herein re-

ferred to as “the initiative”) was started with some of 

these immediate needs in mind along with a recognition 

of the larger challenge of securing, growing, and retain-

ing talent in a highly competitive market. 

Competency-based and other creative approaches are needed to 
address the battle for talent in the clinical research workforce. 

https://www.appliedclinicaltrialsonline.com/
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Specifically, the goals of the initiative were to:

• Provide a standardized and consistent way of tying 

the Roche Core Competencies to key job responsibili-

ties across all job levels within study management

• Develop a multi-purpose guidance tool for 

all managers and employees for:

• Clinical operations managers and their direct reports 

to take a more targeted  approach in  identifying areas 

of strength, development, and growth (goal setting).

• Clinical operations employees and manag-

ers to have a systematic and standardized way 

to evaluate the competencies at their exist-

ing job level and assess the talent pipeline. 

• Provide learning “playlists” that match the descrip-

tions defined in the core competencies to aid in 

easy identification of learning resources.

• Update job descriptions to align with the 

SBKs outlined in the framework.

More broadly speaking, the competency framework and associ-

ated training and competency-based job descriptions were expected 

to be a powerful tool to empower and motivate employees to take 

charge of their development and use the framework to refine their 

development plans. In essence, the initiative was designed to help 

Roche employees identify areas of focus and to generate clarity on 

the competencies in each role.

Methodology and approach
The study management function within gRED consists of four differ-

ent job roles ranging from an associate clinical trial leader (CTL) to a 

senior and principal CTL. 

Specifically, these roles span a broad range of clinical trial leader-

ship and technical responsibilities. The initiative was a multi-step ap-

proach that involved the following (also see Figure 1):

• Step 1: In collaboration with ACRP, a small group of manag-

ers (herein referred to as “core team”) reviewed the com-

petency domains and developed definitions for the  skills, 

behaviors, and knowledge (herein referred to as SBK) require-

ments for each of the competency domains outlined in the 

Roche Core Competencies for each of the three job roles 

in study management. Due to the monumental nature of 

the task and ACRP’s experience in developing role-specific 

competency guidelines4, gRED contracted with ACRP to pro-

vide consultation and support throughout the project.

• Step 2: For thoroughness and robustness of the frame-

work, the core team compared the technical and leadership 

competencies against the harmonized core competency 

framework developed by the Joint Task Force for Clinical Trial 

Competency (JTF)5, ACRP’s Competency Guidelines4, and 

added additional technical and leadership SBK statements.

• Step 3: All managers participated and were en-

gaged in a sprint workshop to review the exhaustive 

list of SBK in each competency domain and consoli-

dated them into a manageable and succinct list.

• Step 4: This list was translated into an easy 

to digest spreadsheet format.

• Step 5: In partnership with the Learning and Development 

(herein referred to as L&D) group, a small subset of manag-

ers and their direct reports (at each of the three levels of study 

management) piloted this framework and provided feedback.

• Step 6: The framework was further refined based on 

the feedback from the pilot attendees, and finalized. 

• Step 7: The finalized framework was shared with manag-

ers; an FAQ was developed to aid managers in the roll-

out and “office hours” held to answer any questions/

• Note: The framework was shared with study man-

agement via email and discussed at a forum.

• Step 8: Check-in meetings were held with managers to answer 

any questions and incorporate any feedback post-launch.

Progress to date and next steps
We are currently in the process of:

• Updating the job descriptions to ensure that talent 

is hired to the same standards defined in the frame-

These core competencies provide 
expectations for the skills, 
behaviors, and knowledge that 
employees should demonstrate 
and master to fulfill overall 
corporate objectives.

The Pilot’s Path

Source: Genentech 

Figure 1. Development process steps in 
the “Competency Framework Initiative.”
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work and to ensure that our job descriptions reflect the 

skills, behaviors, and knowledge of our workforce.

• Developing the training “playlists” to give employees

an easy access to all available learning resources.

We plan on updating the defined SBKs within the framework

based on feedback from managers and employees. Additionally, we 

recognize that this effort was unique for the industry, in terms of cre-

ating a competency framework for clinical trial leaders. ACRP plans 

to build upon aspects of the CTL competency framework as they 

expand their competency resources.

What we’ve learned
Transitioning from traditional job descriptions and performance as-

sessment tools, to a competency-based roadmap for staff develop-

ment and assessment was both challenging and rewarding for the 

core team. Some key takeaways from our experience include:

• While some industry-standard competency guidelines exist for 

other clinical research professional roles (clinical research as-

sociates, clinical research coordinators, and investigators)4, 

there were very few competencies that we could incorporate 

into the more advanced SBKs required of a clinical trial leader.

• It’s easy to go overboard—adding too many sub

competencies can make the framework cumber-

some and can lead to issues with adoption.

• It is very important to bring all managers along in the pro-

cess; the core team continuously solicited feedback

from all managers in sprint sessions along the way.

• It is prudent to run a small pilot to gather feed-

back from direct reports and managers to:

• Gather frequently asked questions about

the framework and its implementation.

• Refine the defined sub-competencies (e.g., delete

repetitive or add missing sub-competencies).

Summary and conclusions
Creative approaches are needed to address the clinical research 

workforce “talent wars.” A business-as-usual mindset won’t solve 

the problems, but a competency-based approach offers many ben-

efits to the employer as well as employee. While every organization 

will adopt their own approaches to developing their talent, we hope 

that the methodology discussed here provides some practical guid-

ance for those embarking on a similar journey.

While innovative hiring and engagement tactics may offer a com-

petitive advantage, making investments in staff is the right thing to 

do for the patients we are trying to serve.

We look forward to sharing updates and lessons learned as we 

gain further experience with this initiative.
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ACT: What is the state of eCOA today?
O’Donohoe: We are in an interesting 
situation with eCOA today, which is, 
perhaps unsurprisingly, being driven by 
the COVID-19 pandemic. Over the past 
5–15 years, interest has grown in using 
technology to gain better insight into the 
patient experience during clinical trials. 
Gradually, technologies like eCOA have 
become a mainstream way to capture 
clinical outcome assessment data within 
trials. Regulators have said they prefer 
electronic-captured data in support of 
key endpoints, but there is still some 
conservatism around the use of technology. 
Industry is still building consensus for how 
best to use patients’ own devices and 
wearable technology for capturing data 
and improving clinical trial experience.

As sites have had to quickly shut down in the 
past few months due to social-distancing 
measures, we’ve been wrestling with a very 
real patient safety issue. Suddenly, patients 
may not be able to come in for site visits and 
might not be able to provide fundamental 
data for these clinical trials. We’ve seen an 
uptick in interest in using eCOA as a way to 
capture the same data from the safety of a 
patient’s home. Regulators have responded 
with admirable speed, issuing guidance 
for what sponsors can do in response to 
the pandemic and highlighting the use of 

technologies like eCOA, eConsent, virtual 
trials, and telemedicine. 

What has occurred over the past few 
months will accelerate the conversations 
we’ve been having in the industry for the 
last 20 years when we first started using 
eCOA. The pandemic will also provide 
important lessons about how best to use 
eCOA as well as use cases demonstrating 
that this technology not only works, but 
also reduces the burden on patients and 
supports their experience within the trial.

ACT: How does ICON use eCOA in 
clinical trials?
Josielewski: ICON has a legacy of investing 
in resources and technology as well as 
partnering with eCOA providers to work 
in a more streamlined, optimized manner. 
The acquisitions of Oxford Outcomes and 
Mapi allowed us to optimize and combine 
language services and linguistic validation 
into a single group. We also work closer 
and better with eCOA providers in support 
of health research programs. Like Paul 
mentioned, many of these technologies 
aren’t new, but in situations such as 
COVID, the continued acceptance of them 
by regulatory bodies and the research 
continuum is increasing their use.

The value of clinical trials technology 
solutions really comes from the partnership 
between the pharmaceutical company with 

the research, the eCOA provider and all of the services and 
stakeholders. These services must work collaboratively to 
achieve success.

O’Donohoe: I agree. Advancing eCOA is not necessarily 
about finding a shiny new piece of technology, but 
about finding ways to work together to integrate these 
technologies into clinical trials in a way that can provide 
meaningful insights and positively impact timelines. The 
ICON–Medidata partnership has focused on that process.

ACT: Abbvie was an early adopter of eCOA. Why did 
you move in this direction?
Thukral: Abbvie was indeed an early adopter of eCOA. 
Today, we have approximately 85 active studies using 
eCOA, plus hundreds more if we include our latest Allergan 
integration. We have 60,000+ devices in the field today 
and have used 500+ assessments in 80+ languages. So, 
we definitely bring quite a bit of experience to the eCOA 
space. 

In 2018, we started our transformation journey with the 
adoption of eCOA. The majority of the problems we were 
facing at that time were either technology or process 
related. Process-related issues included licensing, 
source copy translation, and working with authors, while 
our technology challenges included the conduct of the 
studies. I remember one inspection where the inspectors 
noticed an assessment was submitted after the eConsent 
date, which was shocking because we don’t administer 
any procedure or any eCOA until the consent is in place. 
When we investigated, we found that the devices were not 
synced with the local time zone. The devices recorded 
actions in the US-Eastern time zone, but the site was  
located in Europe. We also had a high volume of Data 
Clarification Forms (DCFs) because of limited error check 
options, which took a lot of resources to address. Shipping 
was another issue. We needed to prepare each device for 
the study in terms of configuration and validation testing 
after the study build. 

Last, data lag was problematic. eCOA vendors had to send 
data to us monthly, so we had no real-time metrics. 

ACT: Moving back to the CRO side, what results can 
ICON deliver to sponsors for their trials through 
eCOA?
Josielewski: Again, the partnerships play a part in the 
outcomes. CROs that have embedded resources such as 
the Mapi Research Trust or language services can mitigate 
the number of stakeholders involved and help you move at 
a faster pace. You can identify key performance indicators 
and hold each other supportive and accountable. Process 
optimization and reducing the number of stakeholders can 
deliver quality, speed and performance to a client, and 
mitigate challenges throughout the study.

Scientific expertise about eCOA is also essential because 
it’s not just about the validated measure; it’s also about 
developing bespoke measures for the research program.

ACT: Aman, you highlighted several challenges in the 
pre-transformation era. Can you talk about how did 
mitigated those issues?
Thukral: Pre-transformation, we had a full package 
service where a single vendor controlled the software, 
the hardware, the shipping, the communication with the 
linguistic agency and the communication with the authors. 
We had no control over these siloed processes. Post-
transformation, we moved to software as a service where 
we control many of these areas, which has been extremely 
advantageous. Timelines have reduced from 16 weeks to 
6 weeks for English delivery.

In addition, we are dealing with authors directly. If they have 
any formatting or alignment comments, it’s very easy for us 
to explain why we are doing certain things. Previously, the 
vendor was communicating on our behalf especially when 
it came to the screen layout. 

In the conduct stage, devices now immediately sync to 
local time zone, so we don’t have the time stamp issue 
I highlighted earlier. In addition, our DCRs have been 
reduced by 80%, which is significant because each one 
costs $200–300 to resolve. As for the 30-day data lag 
problem I mentioned, we now have real-time access to 
data so we can build our own adherence report and other 
study-specific reports.

Another critical point is that hardware and shipping are 
now off the critical path. We can ship devices in advance 
and we control the access once the study build is ready. 
We have the ability to do bring your own device (though we 
are not doing it at this time). 

So, all in all, the tech-related issue in the post-transformation 
journey have been mitigated. We are looking for our next 
transformation journey, how we can give more integrated 
experience to patients by combining eConsent and 
wearable sensors into a single app. 

ACT: What is the future for eCOA? 
O’Donohoe: Although the current times are challenging, it’s 
an exciting and positive time for eCOA, wearable devices 
and virtual trials. Good quality processes and building 
those relationships with key stakeholders within a clinical 
trial, specifically within an eCOA study, will be essential for 
mitigating timeline challenges and improving the delivery 
of studies.

There’s also the technology piece. Having access to data 
in real time or near real time, and in one place, is absolutely 
critical for bringing together disparate data sources within 
a clinical trial. It provides a much deeper understanding of 
what’s going on in your trial.

We’ll continue to see more interest in wearable devices, 
bring your own device, and virtual trials. It’s really 
advancing the conversation around how we’re actually 
using the technology and giving us new insights into the 
patient experience and helping answer questions around 
the usability and acceptance of this technology and the 
validity of the data captured.

As most people are connected 24x7 via smartphones and apps, it is striking that up 
to half of clinical studies are still using paper to capture patient-reported outcomes. 
Electronic clinical outcome assessment (eCOA) solutions have been around for 

decades and are of increasing importance as the COVID-19 pandemic has forced many 
sponsors to delay their clinical trials or implement virtual models. Here, Applied Clinical Trials 
(ACT ) discusses the current state of eCOA and how it can improve clinical trial results with 
a panel of eCOA experts that includes Elan Josielewski, Vice President of Patient Centered 
Sciences at ICON; Aman Thukral, Director of Clinical Systems and Digital Operations at 
Abbvie; and Paul O’Donohoe, the Scientific Lead for eCOA and Mobile Health at Medidata 
and Vice Director of the C-Path ePRO Consortium.

https://www.appliedclinicaltrialsonline.com/
https://www.medidata.com/en/
https://www.3ds.com/
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ACT: What is the state of eCOA today?
O’Donohoe: We are in an interesting 
situation with eCOA today, which is, 
perhaps unsurprisingly, being driven by 
the COVID-19 pandemic. Over the past 
5–15 years, interest has grown in using 
technology to gain better insight into the 
patient experience during clinical trials. 
Gradually, technologies like eCOA have 
become a mainstream way to capture 
clinical outcome assessment data within 
trials. Regulators have said they prefer 
electronic-captured data in support of 
key endpoints, but there is still some 
conservatism around the use of technology. 
Industry is still building consensus for how 
best to use patients’ own devices and 
wearable technology for capturing data 
and improving clinical trial experience.

As sites have had to quickly shut down in the 
past few months due to social-distancing 
measures, we’ve been wrestling with a very 
real patient safety issue. Suddenly, patients 
may not be able to come in for site visits and 
might not be able to provide fundamental 
data for these clinical trials. We’ve seen an 
uptick in interest in using eCOA as a way to 
capture the same data from the safety of a 
patient’s home. Regulators have responded 
with admirable speed, issuing guidance 
for what sponsors can do in response to 
the pandemic and highlighting the use of 

technologies like eCOA, eConsent, virtual 
trials, and telemedicine. 

What has occurred over the past few 
months will accelerate the conversations 
we’ve been having in the industry for the 
last 20 years when we first started using 
eCOA. The pandemic will also provide 
important lessons about how best to use 
eCOA as well as use cases demonstrating 
that this technology not only works, but 
also reduces the burden on patients and 
supports their experience within the trial.

ACT: How does ICON use eCOA in 
clinical trials?
Josielewski: ICON has a legacy of investing 
in resources and technology as well as 
partnering with eCOA providers to work 
in a more streamlined, optimized manner. 
The acquisitions of Oxford Outcomes and 
Mapi allowed us to optimize and combine 
language services and linguistic validation 
into a single group. We also work closer 
and better with eCOA providers in support 
of health research programs. Like Paul 
mentioned, many of these technologies 
aren’t new, but in situations such as 
COVID, the continued acceptance of them 
by regulatory bodies and the research 
continuum is increasing their use.

The value of clinical trials technology 
solutions really comes from the partnership 
between the pharmaceutical company with 

the research, the eCOA provider and all of the services and 
stakeholders. These services must work collaboratively to 
achieve success.

O’Donohoe: I agree. Advancing eCOA is not necessarily 
about finding a shiny new piece of technology, but 
about finding ways to work together to integrate these 
technologies into clinical trials in a way that can provide 
meaningful insights and positively impact timelines. The 
ICON–Medidata partnership has focused on that process.

ACT: Abbvie was an early adopter of eCOA. Why did 
you move in this direction?
Thukral: Abbvie was indeed an early adopter of eCOA. 
Today, we have approximately 85 active studies using 
eCOA, plus hundreds more if we include our latest Allergan 
integration. We have 60,000+ devices in the field today 
and have used 500+ assessments in 80+ languages. So, 
we definitely bring quite a bit of experience to the eCOA 
space. 

In 2018, we started our transformation journey with the 
adoption of eCOA. The majority of the problems we were 
facing at that time were either technology or process 
related. Process-related issues included licensing, 
source copy translation, and working with authors, while 
our technology challenges included the conduct of the 
studies. I remember one inspection where the inspectors 
noticed an assessment was submitted after the eConsent 
date, which was shocking because we don’t administer 
any procedure or any eCOA until the consent is in place. 
When we investigated, we found that the devices were not 
synced with the local time zone. The devices recorded 
actions in the US-Eastern time zone, but the site was  
located in Europe. We also had a high volume of Data 
Clarification Forms (DCFs) because of limited error check 
options, which took a lot of resources to address. Shipping 
was another issue. We needed to prepare each device for 
the study in terms of configuration and validation testing 
after the study build. 

Last, data lag was problematic. eCOA vendors had to send 
data to us monthly, so we had no real-time metrics. 

ACT: Moving back to the CRO side, what results can 
ICON deliver to sponsors for their trials through 
eCOA?
Josielewski: Again, the partnerships play a part in the 
outcomes. CROs that have embedded resources such as 
the Mapi Research Trust or language services can mitigate 
the number of stakeholders involved and help you move at 
a faster pace. You can identify key performance indicators 
and hold each other supportive and accountable. Process 
optimization and reducing the number of stakeholders can 
deliver quality, speed and performance to a client, and 
mitigate challenges throughout the study.

Scientific expertise about eCOA is also essential because 
it’s not just about the validated measure; it’s also about 
developing bespoke measures for the research program.

ACT: Aman, you highlighted several challenges in the 
pre-transformation era. Can you talk about how did 
mitigated those issues?
Thukral: Pre-transformation, we had a full package 
service where a single vendor controlled the software, 
the hardware, the shipping, the communication with the 
linguistic agency and the communication with the authors. 
We had no control over these siloed processes. Post-
transformation, we moved to software as a service where 
we control many of these areas, which has been extremely 
advantageous. Timelines have reduced from 16 weeks to 
6 weeks for English delivery.

In addition, we are dealing with authors directly. If they have 
any formatting or alignment comments, it’s very easy for us 
to explain why we are doing certain things. Previously, the 
vendor was communicating on our behalf especially when 
it came to the screen layout. 

In the conduct stage, devices now immediately sync to 
local time zone, so we don’t have the time stamp issue 
I highlighted earlier. In addition, our DCRs have been 
reduced by 80%, which is significant because each one 
costs $200–300 to resolve. As for the 30-day data lag 
problem I mentioned, we now have real-time access to 
data so we can build our own adherence report and other 
study-specific reports.

Another critical point is that hardware and shipping are 
now off the critical path. We can ship devices in advance 
and we control the access once the study build is ready. 
We have the ability to do bring your own device (though we 
are not doing it at this time). 

So, all in all, the tech-related issue in the post-transformation 
journey have been mitigated. We are looking for our next 
transformation journey, how we can give more integrated 
experience to patients by combining eConsent and 
wearable sensors into a single app. 

ACT: What is the future for eCOA? 
O’Donohoe: Although the current times are challenging, it’s 
an exciting and positive time for eCOA, wearable devices 
and virtual trials. Good quality processes and building 
those relationships with key stakeholders within a clinical 
trial, specifically within an eCOA study, will be essential for 
mitigating timeline challenges and improving the delivery 
of studies.

There’s also the technology piece. Having access to data 
in real time or near real time, and in one place, is absolutely 
critical for bringing together disparate data sources within 
a clinical trial. It provides a much deeper understanding of 
what’s going on in your trial.

We’ll continue to see more interest in wearable devices, 
bring your own device, and virtual trials. It’s really 
advancing the conversation around how we’re actually 
using the technology and giving us new insights into the 
patient experience and helping answer questions around 
the usability and acceptance of this technology and the 
validity of the data captured.

As most people are connected 24x7 via smartphones and apps, it is striking that up 
to half of clinical studies are still using paper to capture patient-reported outcomes. 
Electronic clinical outcome assessment (eCOA) solutions have been around for 

decades and are of increasing importance as the COVID-19 pandemic has forced many 
sponsors to delay their clinical trials or implement virtual models. Here, Applied Clinical Trials 
(ACT ) discusses the current state of eCOA and how it can improve clinical trial results with 
a panel of eCOA experts that includes Elan Josielewski, Vice President of Patient Centered 
Sciences at ICON; Aman Thukral, Director of Clinical Systems and Digital Operations at 
Abbvie; and Paul O’Donohoe, the Scientific Lead for eCOA and Mobile Health at Medidata 
and Vice Director of the C-Path ePRO Consortium.
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The Rise of FSP Outsourcing 
in Drug Development

The changing realities of clinical research today 

include more technologically sophisticated agents 

such as gene and CAR T-cell therapies and more 

complex trials that use master protocols and adaptive 

designs. Sponsors also face soaring R&D costs and the 

continuing challenge of recruiting and retaining patients 

for clinical trials. Simultaneously, advances in mobile 

technology, data aggregation and analysis tools, and risk 

management methodologies are changing how clinical 

trial data are collected and monitored, influencing how 

companies outsource core clinical research tasks. 

In this increasingly complex environment, biophar-

maceutical companies need access to more flexible ap-

proaches and resource models, standardized systems, 

and remote capabilities to deliver on their outsourcing 

requirements. This is especially important during the CO-

VID-19 pandemic, which has exacerbated patient recruit-

ment and retention challenges.

The established full-service model, in which biophar-

maceutical companies retain a preferred contract re-

search organization (CRO) to perform the full range of clin-

ical trial activities, has been increasingly complemented 

by an functional service provider (FSP) approach, which 

allows companies to engage discrete expert services—

such as medical writing, biostatistics, or clinical monitor-

ing—when and where they need them. Research shows 

that large biopharma companies’ use of FSP is growing at 

more than 13% annually.

Adrian Otte, principal, Clinical Center of Excellence, 

at YourEncore, Inc., and former leader of global develop-

ment operations at Amgen and Pfizer; and Chris Baker, 

senior vice president and global head of FSP, Parexel, sat 

down recently to answer questions about the FSP out-

sourcing model and their thinking on future trends.

What is it about the current 
environment that’s encouraging 
the growth of the FSP model?
Adrian Otte: There are several factors. The first is cost. 

FSP can lower developer costs by reducing redundant 

activities. That can happen when you have project man-

agement both at the pharma company and at the CRO. 

These are expensive resources. Oversight is also simpler 

and cheaper if the FSP partner uses the pharma com-

pany’s systems and processes.

The second driver of FSP uptake is engagement. His-

torically, the FSP model has tended to last a long time, 

and I think that’s because there’s a strong relationship 

between the two organizations and a clear definition 

of each organization’s responsibilities. The FSP model 

is an ongoing partnership with a shared commitment 

to overcome challenges—such as slow recruitment or 

flaws in the protocol—collaboratively, leading to less 

finger-pointing.

Finally, companies want greater flexibility. If you have 

a group of, say, 150 clinical research associates (CRAs) in 

a country, and some of your studies are going faster, and 

some slower, you can move the CRAs across studies, 

depending on where you need them the most. Flexible 

resourcing boosts efficiency and accelerates timelines.

Chris Baker: I agree completely. Biopharmaceutical 

companies are under intense pressure from their share-

holders to improve productivity and effiency while man-

aging costs. It’s vital to be able to flex up or down in a 

given geography or within a therapeutic area program 

based on corporate priorities.

FSP also expands the talent pool in a targeted fash-

ion, providing companies with access to the skills and 

expertise they may not have in-house. It brings in rel-

evant experts where and when you need them. Lastly, it 

Industry experts share their thoughts on the evolution of the functional 
service provider model, as demand for flexible resourcing grows.

Adrian Otte Chris Baker
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cultivates continuity because FSP relationships tend to be long-term. 

Some of our partnerships with pharma companies have endured for 

more than a decade, allowing for high-quality delivery, enhanced 

trust, and well-established pathways of communication.

What has been the COVID-19 
pandemic’s impact on FSP use? 
Baker: We’ve seen increased utilization of FSP in response to the 

crisis by three types of companies. First, there are companies that 

want to start trials of new COVID-19 diagnostics, vaccines, or treat-

ments, or to repurpose existing drugs for COVID-19, but they don’t 

want to stop or slow down programs in other therapeutic areas. 

They’re scaling up via FSPs because the capability and capacity pro-

vided, in turn, enables them to work on COVID-19 candidates without 

impacting other ongoing studies. 

Second, companies that need to bolster a specific type of ex-

pertise or fill a geographic gap are using FSP to do so in a highly 

targeted fashion. And, third, companies that have accelerated their 

use and acceptance of remote monitoring, virtual informed consent, 

and electronic medical records (EMRs) have turned to the FSP model. 

Before the pandemic, acceptance of these innovations was slower in 

some areas, but now the adoption rate has accelerated.

Otte: I think the inherent flexibility of the FSP model has successfully 

stood up to the test of COVID-19. It has performed well in upsizing 

and downsizing resources.

That said, no outsourcing model can solve the problem of accu-

rately predicting patient recruitment, or speeding it up, completely. 

Unpredictable patient enrollment has been greatly exacerbated by 

the pandemic. We see studies stalled unexpectedly due to travel 

restrictions and social distancing mandates. Throw in the uncertainty 

of how the pandemic will play out in the coming months and you 

have an environment that demands flexibly deployable resources.

The features that make the FSP model effective during this cur-

rent public health crisis will also make it relevant in a post-COVID-19 

world. Regulators and pharma have shown a willingness to adopt re-

mote monitoring and the use of wearables. They’re allowing remote 

access to EMRs and implementing hybrid/decentralized studies in 

which patients visit sites infrequently or not at all. The question is 

whether these changes will stick. I think they will. I think we’ll see 

much faster adoption of digital tools and the FSP model in the future.

How have advances in data aggregation 
tools, artificial intelligence (AI), and 
machine learning affected FSP?
Otte: Historically we are a conservative industry, but the jolt from 

the coronavirus crisis has accelerated the adoption and use of new 

technologies. We’ve seen promising, positive outcomes with these 

tools, so companies will be excited about using them going forward. 

Actually, data aggregation, AI, and machine learning were steadily 

gaining traction pre-pandemic.

I’m not sure I see these tools as providing a particular advantage 

for the FSP model, except that it will probably be easier to apply 

them in a more standardized environment in which all studies are 

done with a single set of systems and processes. That’s a hallmark of 

the FSP model. 

Baker: People have been talking about big data, data lakes, AI, and 

blockchain for years. Data sources are growing exponentially, but 

the key to benefiting from this innovation is the ability to connect 

disparate data sets longitudinally. For example, if one set of raw 

data from a study is based on wearables, another on EMR records, 

a third on handwritten notes from the principal investigator, and a 

fourth on MRIs or lab values, then the data must be integrated to 

provide meaningful and actionable insights. Within each study, the 

interconnectedness of data impacts how well we can analyze the 

outcomes and, critically, extrapolate the findings to understand the 

benefits and risks of a new treatment for other patients with the 

same condition. 

What this means specifically for the FSP model is that CRAs need 

to be more technically savvy than in the past. They need experience 

and a high level of competence with electronic data capture, clini-

cal trial management systems (CTMS), electronic trial management 

system (eTMS) software, and data-driven monitoring. And, of course, 

they need to be able to validate that the data are correct. 

How have changes in clinical trials 
affected the CRA role in FSP?
Baker: As the complexity of clinical trials has increased, and the 

need to understand and use new technologies has exploded, the 

CRA role has become more important. The needed skill sets are 

more sophisticated than they were, say, 10 years ago. The bar 

has been raised globally for more complicated trials, especially in 

oncology and orphan drugs. Many trials now require a strong sci-

ence, nursing, or physician’s assistant background because many 

advanced therapy medicinal products—such as CAR T-cell and gene 

therapies—require a deeper knowledge of the disease state, physi-

ologic processes, and drug handling and administration.

We see more experienced Level 2 and 3 CRAs staying in the in-

dustry. Because the value of a CRA rises rapidly with experience and 

a solid track record—and they move up quickly—we are facing a 

potential shortage of Level 1 or entry-level CRAs. Therefore, Parexel 

enhanced its recruitment and training efforts in parts of the world 

Companies that have accelerated 
their use and acceptance of 
remote monitoring, virtual 
informed consent, and 
electronic medical records have 
turned to the FSP model. 
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where supply and demand for CRAs is not as tight. Additionally, in-

tern programs help train and expand the pool of Level 1 CRAs.

Otte: Remote monitoring, risk-based monitoring (RBM), wearables, 

sensors, AI, new ways to get informed consent—these new plat-

forms change everything for CRAs. The monitoring tasks they per-

form in the future will be completely different than what they’re 

doing today.

However, despite the development of RBM methodologies and 

centralized monitoring, we’re still highly reliant on the individual CRA 

to identify study conduct issues that could impact patient safety 

or compromise the scientific integrity of the study. Current trends 

in protocol complexity are creating a huge challenge for the CRA. 

There’s considerable work that still needs to be done to ensure that 

CRAs will be able to meet these new demands and be successful in 

these new jobs. In the FSP model, where the CRA typically works in a 

standardized environment of systems and processes focused on one 

sponsor’s portfolio, at least one set of uncertainties is taken out of 

the equation.

Training is key, but realistically we need to start evaluating the 

impact of that training by measuring the actual real-world competen-

cies of CRAs beyond the occasional accompanied site visit. 

How important is FSP staff retention to successful 
outcomes in clinical trials and in drug development?
Otte: Staff retention and continuity is a critical factor in collecting 

high-quality data from a clinical trial. If an investigative site is visited 

by three different data monitors in a year, then the data are handed 

off three times. This disrupts a trial on multiple levels and could com-

promise data quality. After each hand-off, new CRAs must be trained 

on relevant aspects of the trial and the patient journey—a steep 

learning curve—and trust and communication between sites and 

monitors have to be rebuilt. At best, all that hurts productivity.

Sites are more satisfied and willing to participate in trials when 

they work with CRAs who understand the sponsor’s product, port-

folio, and way of working. When an urgent problem arises on site, 

staff need quick answers. It may seem trivial, but having a name and 

phone number and immediate access to a competent, knowledge-

able response makes a big difference.

As I’ve noted, a CRA in a FSP model is usually fully allocated to 

one client and works exclusively with that client’s systems and pro-

cesses. Maybe they’re working on multiple protocols, but they know 

that client. I am sure that helps CRAs feel more self-confident, and I 

believe that leads to reduced turnover.

Baker: One of the main reasons clients switch to a different FSP 

provider is their dissatisfaction with a current provider due to high 

turnover rates. Training FSP staff to understand a client’s culture, 

mission, and values and helping them integrate into the host orga-

nization is essential. If you find the right people, retention rates are 

high, and turnover decreases dramatically. Additionally, for safety or 

pharmacovigilance monitoring, we seek geographic hubs that have 

historically had very high retention rates, versus regions where the 

CRA market is hotly competitive and overly fluid.

What is the future of the full-service 
model in the face of FSP trends?
Otte: Full service is still a large part of the outsourcing business. 

It has worked in the past, and it can still work well. Where the full-

service model falls short is when companies engage too many CRO 

vendors, each for a different study or program. Typically, full-service 

programs are put in place by the procurement department, and they 

end up contracting with two, three, or even more suppliers. This 

creates the appearance of competition but leads to confusion, incon-

sistencies, and difficulties for companies as they try to oversee the 

work of multiple vendors. One often ends up with a revolving door 

of new suppliers. This is not the fault of the individual suppliers, but 

rather the model and the way it is managed by both parties. If you 

choose the full-service model, it’s better to rely on one CRO with one 

set of systems and processes superimposed across your studies. Of 

course, there’s an assumed risk in depending upon a single supplier, 

but the quality and efficiency gains provided by standard systems 

and processes are generally worth it.   

In my view, companies that combine full service, internal teams, 

and FSPs just haven’t settled on their strategic approach. Running all 

three models simultaneously may seem safer, but it’s inefficient and 

does not promote consistency or quality. Oversight is much harder 

and more complex when companies pursue multiple outsourcing 

models simultaneously.

Baker: There will always be value in the full-service model. For 

smaller companies, the full-service model is more feasible because 

they often don’t have the systems, processes and technology to 

oversee an FSP model. 

For large pharmaceutical companies that use FSP, retaining too 

many niche FSP providers can be costly and inefficient. We see a lot 

of companies that pare down FSP providers from 10 to 15 globally to 

a more manageable three to four. That way they remain diversified, 

but increase efficiency. 

As clinical trial programs grow increasingly complex, timelines 

shorten, and R&D costs soar, FSP will continue to prove its worth by 

providing cost savings, scalable expertise, and resourcing flexibility. 

Companies that combine full 
service, internal teams, and 
FSPs just haven’t settled 
on their strategic approach. 
Running all three models 
simultaneously may seem safer, 
but it’s inefficient and does not 
promote consistency or quality.
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Dermatology patients are eager to participate in trials from their 
homes during the COVID-19 pandemic. Sponsors and investigators 
managing dermatology clinical trials have quickly embraced 
remote and virtual tools to keep patients safe and keep trials 
moving forward.   

Join our webinar and learn how to incorporate virtual approaches 
into the design and delivery of dermatology trials — to lower 
overall study risks and increase patient engagement.

Our experts will share:

• Lessons learned from ongoing dermatology trials due to 
COVID-19

• Innovative and flexible approaches that reduce patient and site 
burden, and improve the overall patient experience

• How to determine the right virtual/hybrid model for your clinical 
trial

Key take-aways:

• Discover insights from the adoption of remote and virtual trial 
tools during the COVID-19 pandemic that are now leading to 
more patient-centric dermatology trials

• Recognize practical solutions to reduce the operational risks of 
dermatology trials while increasing patient safety 

• Evaluate options such as telemedicine and connected devices to 
improve the clinical trial experience for dermatology patients, 
leading to improved recruitment and retention 
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Integration of Point-of-Care 
Devices in Clinical Trials
Chuck Drucker, Guy Rachmuth, PhD, Jian Wang, PhD

Laboratory point-of-care (POC) testing at investigator 

sites has been part of clinical trials for many years. 

Perhaps the most obvious example is pregnancy 

testing. Investigators also perform glucose tests and 

oxygen concentration tests, via pulse oximeters, at 

their sites. More recently, these tests can be performed 

at patient homes via innovative “connected” medical 

devices.

Over the past few years, there has been growth in 

the use of more complex POC laboratory devices in 

clinical trials. For example, devices have been deployed 

at investigator sites to screen and enroll a patient in a 

single visit, help reduce screen failure rates via a pre-

screening step, and provide for results more rapidly 

than local labs.

• Screen and enroll in a single visit. A therapeutic 

influenza study required patients to be diagnosed 

with influenza prior to enrollment. The sponsor 

was concerned that if patients went home after the 

screening visit to wait for lab results prior to enroll-

ment, those patients who became sick might not 

be able to go back to the site to become enrolled. 

To solve this dilemma, an influenza A/B POC labora-

tory device was utilized at each investigator site to 

enable screening and enrolling in a single visit.

• Reduce screen failure rates. A global chronic 

kidney disease trial used POC laboratory devices to 

test for estimated glomerular filtration rate (eGFR) 

and urine albumin-to-creatinine ratio (UACR) in 

a pre-screening step, which enabled subjects to 

be ruled out of a higher-cost screening process, 

ultimately reducing the screen failure rate.

• Faster results. A rare disease study used a POC 

laboratory device to test for C-reactive protein (CRP) 

in order to rapidly identify patients who experienced 

“heart-attack-like” symptoms but were not having a 

myocardial infarction. As soon as symptoms were 

experienced, the patients went to the investigator 

site for an assessment. The availability of faster re-

sults via the POC device helped reduce medical risks 

and provided a screening approach for the study.

In each of these cases, the POC laboratory devices 

were used for screening, but device data was not sub-

mitted to regulatory authorities. Instead, samples were 

sent in parallel to the central laboratory company (cen-

tral lab), a clinical trial laboratory with globally harmo-

nized laboratory systems and processes. The central lab 

produced lab reports for the clinical trial investigators 

and performed the data transfers to sponsors, who 

need the data for regulatory filings.

Why don’t sponsors utilize data 
from the POC laboratory devices 
in regulatory filings?
Historically, regulators and sponsors were concerned 

that investigator site staff, even with ample training, 

may not operate, calibrate, and maintain devices in 

a manner that would assure consistent results. This 

perception varies greatly by geography, indication, and 

individual investigator site. As POC laboratory devices 

become easier to use, in part due to regulatory scrutiny, 

and with expanded training and accreditation for sites, 

this concern should dissipate.

In addition to concerns around the operation of POC 

laboratory devices, these devices do not enable spon-

sor study team members (e.g,,. medical monitors) to 

view lab reports or receive alerts regarding out-of-range 

results. In addition, the devices by themselves don’t 

enable clinical trial study teams to receive and process 

laboratory data needed for regulatory filings.

A look at the future of clinical trial laboratory testing amid 
the emerging use of new devices at the point of care.

https://www.appliedclinicaltrialsonline.com/
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Integrating POC laboratory device data 
with clinical trial laboratory systems
In the patient care space outside of clinical trials, POC laboratory 

devices are routinely connected to hospital laboratory and physi-

cian systems and electronic medical records (EMR) systems. The 

same concept has been applied to the clinical trial laboratory testing 

environment by connecting these devices to clinical trial laboratory 

systems.

There are at least two methods of integrating POC laboratory 

device data into central lab systems to enable viewing of lab reports 

and centralizing data transfers. First, POC laboratory device lab re-

ports (print outs) can be manually entered into the central laboratory 

system. Central labs use a similar approach for local lab data entry. 

(Local labs are laboratories used in clinical trials that are near the site 

and may be able to provide results faster than central labs, due to 

reduced transportation time.)

The drawback of manually entering lab report data is the time it 

takes for investigator sites to provide the lab reports (with reference 

ranges) to the central lab, and the time spent by lab personal on data 

entry and quality control checks. This may result in a delay in study 

team visibility to POC laboratory device results. Machine learning 

can be used to partially automate the data entry process, but there 

is still a reliance on the site personnel to provide the lab report in a 

timely manner.

A second approach is to adapt what is done in the healthcare 

space to the clinical trial ecosystem. Instead of connecting the POC 

laboratory devices to a hospital lab system, or EMR system, the de-

vices can be connected directly to clinical trial laboratory systems.

The POC connectivity solution takes a POC laboratory device, 

like those available for chemistry analysis or complete blood count 

(CBC), and connects them to a cellular internet of things (IoT) router. 

This enables transmission of the device data via a virtual private 

network (VPN) to a middleware, which then sends the data to the 

central lab.

The central lab enables visibility of laboratory reports, alerts for 

out-of-range results, and centralized data transfers.

Will POC laboratory devices replace 
brick and mortar labs?
The elimination of brick and mortar labs does not seem to be on the 

horizon. Many tests can’t be performed by POC laboratory devices 

today. In some cases, sample processing may require experienced 

laboratory professionals or additional equipment, which may not be 

available in all settings. Even if technology overcomes the hurdles 

associated with specific tests and processing requirements, the 

high-volume capacity and automation at commercial labs, hospital 

labs, and clinical trial labs may create a barrier to acceptance of POC 

laboratory device testing due to cost concerns.

However, in certain situations, POC laboratory devices may have 

advantages. For example, if a patient is undergoing surgery in an op-

erating room, a faster result may provide better patient care even in 

a hospital with a lab. Within clinical trials, investigator sites in remote 

locations may make it challenging to get samples to laboratories in a 

timely manner, assuring sample stability, or like the hospital example 

mentioned, require a more immediate result. As such, connecting 

POC laboratory devices to clinical trial laboratory systems may be 

advantageous. It is interesting to note that in clinical trials today, 

the need for faster results sometimes drives investigators and study 

teams to utilize local laboratories. Perhaps a similar connectivity 

model will be developed to connect local labs with central labs. Of 

course, combinability of local lab data may still be a challenge, since 

local labs working on a given study or program may not use the 

same instrumentation, SOPs, reference ranges, etc. It would be par-

ticularly challenging related to biomarker testing, especially in cases 

where sponsor-specific biomarkers are utilized.

The future of POC laboratory devices 
and home-based testing
Many companies are developing and honing POC laboratory devices, 

so test menus may continue to expand, and instrumentation may 

continue to be easier to use. For more information, consider Select 

Science1 for a list of 130+ devices, the American Association for Clini-

cal Chemistry (AACC)2, and Point of Care Search3, which provides a 

test-based interface. Note that you will need to request information 

from the website proprietors.

Today, many companies are racing to develop complex POC 

devices, which someday may be used by patients to generate lab 

results at home, perhaps via their mobile phones. These more so-

phisticated devices aim to enable a fast-at-home CBC, chemistry 

analysis, or biomarker test with data and reference ranges analogous 

to those available at brick and mortar laboratories. While devices like 

this have not yet achieved regulatory approvals, this approach could 

be the way lab testing is performed in the future.

References
1. https://www.selectscience.net/point-of-care/product-directory

2. https://www.aacc.org

3. http://www.pointofcaresearch.com
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These more sophisticated devices 
aim to enable a fast-at-home 
complete blood count, chemistry 
analysis, or biomarker test 
with data and reference ranges 
analogous to those available at 
brick and mortar laboratories. 
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A CLOSING THOUGHT

The conduct of a trial itself is mostly managed 

by CROs whose employees have for a very long 

time worked from home. These companies for 

years had the basic technology allowing them to 

exchange ideas and information, mostly through 

email, video conferencing, and good old tele-

phone calls with their constituents, including site 

coordinators, investigators, internal colleagues, 

and KOLs. While not the most efficient, reliable, or 

trackable, these methods have been at the core 

of clinical trials, and we all have learned to live 

with them. 

There is, however, one factor that we have not 

yet considered: clinical trial subjects; the reason 

the whole enterprise takes place. They are the 

source of all the answers regarding these grand 

experiments. Without subjects being physically 

available, there are no trials. Given that physical 

availability and quarantine are generally mutually 

exclusive, COVID019 has had a tremendous effect 

on the entire industry. Significant numbers of trial 

launches have been postponed, existing trials have 

slowed down appreciably, and sponsors and CROs 

found themselves in mostly uncharted territory. 

As the pandemic continued and the stark real-

ity of the current clinical landscape was revealed, 

many advocates urged for changes in the way 

we carry out these trials. The main buzzword 

making the rounds was virtual trials, which are 

generally understood to be the next generation of 

methodologies to enable the conduct of studies. 

These studies would increase the use of technol-

ogy to provide subjects with the ability to partici-

pate without the current level of burden required 

to complete physical visits to investigator sites. 

These technologies include a variety of platforms 

and devices that enable remote processes such 

as wearable devices and video/telehealth. How-

ever, there still remains the challenge of delivering 

therapies to subjects. Infusions and injections 

do not lend themselves to virtualization, which 

is why virtual trials also require decentralization, 

enabling subjects to minimize travel time to the 

facilities charged with delivering their therapies.

Further, there is something other than the 

physically constrained manner in which we con-

duct trials that needs attention. For the last 15 

years, we have developed capable systems to 

capture all the data necessary to determine 

whether the hypothesis set forth by the study is 

correct. Data capture systems abound and in-

clude EDC, CTMS, CDMS, IRT/RTSM, eCOA, ePRO, 

and eTMF, among others. These form-based sys-

tems help ensure that data is correctly gathered 

and validated, and that it can be accessed either 

directly or through reports in many flexible ways. 

Some of this data validation is enhanced by the 

ability to implement validation workflows that 

guide users (whether trial professionals or sub-

jects) as they go along by calculating their entries 

in real time and presenting different fields de-

pending on earlier inputs.

As an industry, we must think of ways in which 

collaborations can be codified to ensure that the 

data from all the various capture systems is made 

available at the proper time to the right individu-

als and in the appropriate context. Creating flex-

ible people and system interaction tracks that can 

be laid and torn down on demand will allow us to 

be significantly more effective when the unex-

pected happens, while giving us both a roadmap 

and a history of our decision-making processes.

I believe that the post-pandemic clinical trial 

landscape will not be too different from the one 

we lived in at this time last year. The silver lining 

is the fact that our industry has shown resilience 

and demonstrated our shared commitment to 

improving patient care.

It’s hard to believe that a global pandemic that has affected millions, and, so far, taken 
the lives of hundreds of thousands, could have any silver linings. After all, the loss of 
life alone is unfathomable in a time period where the majority believes that science, 

technology, and medicine can protect us to a much higher degree than where we find 
ourselves today. We have seen that the best solution to saving lives is based on a well 
understood epidemiological method that humans developed almost a century ago: 
quarantine. We have also seen how this necessary method has had a significant ef-
fect on businesses, especially those involving ongoing clinical trials, causing enormous 
hardships across the globe. 

Silver Linings of Post-Pandemic Trial Disruption

Creating flexible people 
and system interaction 
tracks that can be 
laid and torn down on 
demand will allow us to 
be significantly more 
effective when the 
unexpected happens.

Abraham Gutman
President and CEO, AG Mednet
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Agile Study Management 
Keeping your trial on track during COVID-19

Integrated Solution

ICON has adapted to the current 
conditions to protect the welfare of 
patients, safeguard our employees 
and ensure the continuity of 
research programmes.

In addition to study teams working 
with customers to develop study-
specific plans to minimise the risk 
to timelines, ICON has a range of 
services and tools that can be adopted 
to mitigate disruption including: 

–   Strategic regulatory advice
–    In-home and alternative clinical 

services
–    Direct to patient support
–    Remote clinical monitoring with 

remote SDV
–    Pre-recorded investigator meetings 

and remote training
–    eDocument distribution and 

management for sites

https://iconplc.com/services/clinical-research-services/covid-19/index.xml
https://iconplc.com/



