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“THE BIGGEST 
CONCERN FOR 

STUDYING 
VACCINES AND 

KIDS IS TO MAKE 
SURE THAT 

THEY’RE SAFE.”

Pfizer and Moderna Begin 
COVID-19 Vaccine Trials  
in Younger Children
Timeline may push possible vaccine approval to next year

By Sue Coons, MA

Both Pfizer-BioNTech and 
Moderna announced in March 
they had begun clinical trials of 

their COVID-19 vaccines in children 
younger than age 12 
years. Although 
public reaction was 
mixed, researchers 
and bioethicists now 
say the timetable for 
a pediatric vaccine 
and for the United 
States to possibly 
reach herd immunity 
is early 2022.

Moderna will 
study three doses of 
the vaccine for the youngest children, 
but two for older children (ages 2 to 
12 years). The chosen dose from the 
first part of the study will be used 
in the study’s Part 2, which is the 
placebo-controlled expansion portion. 
“Vaccine effectiveness will either be 
inferred through achieving a correlate 

of protection, if established, or through 
immunobridging to the young adult 
(ages 18-25) population,” Moderna said 
in a statement. “Evaluation of vaccine 

safety and reactogenicity 
is also a primary 
endpoint of the 
study.”1

Pfizer says it is 
planning to study 
three different doses 
of its vaccine in 
small age groups of 
children. First, the 
vaccine will be tested 
in children ages 5-11 

years, in children ages 2-4 
years, and finally in ages 6 months to 2 
years. Side effects and the ability of the 
doses to produce antibodies against the 
virus will be tested. The sample sizes 
will expand after doses are chosen for 
each age group. About two-thirds of 
participants will receive the vaccine, the 
other one-third will receive a placebo. 
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After six months, all the children will 
receive the vaccine.2

Differences in Children

“We don’t think that the 
immune system is going to operate 
in a significantly different way in 
children vs. in adults,” says William 
J. Muller, MD, PhD, associate chief 
research officer for clinical trials 
in the department of pediatrics at 
Northwestern University’s Feinberg 
School of Medicine and an attending 
physician in the division of infectious 
diseases at the Ann & Robert H. 
Lurie Children’s Hospital of Chicago. 
“We do know that the responses 
to vaccines in kids can sometimes 
be a little bit different, meaning 
that they may need less of a dose to 
get an equivalent response or they 
might need more of a dose to get an 
equivalent response. That’s really one 
of the important things to find out 
from these kinds of trials — basically, 
the lowest dose that will give you 
protection and minimize any chances 
of safety problems. The biggest 
concern for studying vaccines and 
kids is to make sure that they’re safe.”

Children might react more 
strongly to vaccines, but they also 
have experienced milder disease 
response to COVID-19. “Probably 
half or more of children that get the 
infection really have minimal or no 
symptoms,” Muller said in an episode 
of Northwestern’s Breakthroughs 
podcasts. “Those who have 
symptoms will often have relatively 
mild symptoms that would be very 
consistent with respiratory illnesses 
in the wintertime in general … But 
we also know that there have been 
as many deaths in pediatric patients 
from COVID as there are in a typical 
flu season, so it’s not a benign disease 
in children. It’s something that we 

really need to take seriously from a 
treatment standpoint, and from a 
therapeutic standpoint.”3

However, some children, even 
those who did not experience disease 
symptoms, developed multisystem 
inflammatory syndrome after 
COVID-19 infection. These children 
present with what seems to be an 
overwhelming infection: low blood 
pressure, fever, and abdominal pain. 
“It’s not clear if this is just some 
response of their immune system that 
is dysregulated that causes them to 
have these symptoms that look like 
they have infection,” Muller said.

At Lurie, most children with 
this syndrome have recovered 
quickly. Others have required a long 
hospitalization. “It can be a pretty 
significant disease, and even though 
it’s very uncommon, it’s one that 
we are very concerned about,” he 
explained.

The Risk for Minors

Although safety is important in 
studies of adults, the emphasis is 
magnified in pediatric studies, Muller 
said. Younger children cannot give an 
accurate representation of how they 
are feeling or if they are experiencing 
any side effects after taking the 
vaccine. “Is there are more than a 
minimal risk to the patient who’s 
participating?” Muller asked. “In the 
case of a new agent, there is almost 
always going to be risks that we don’t 
know about when you introduce a 
new medical intervention, in this 
case, a vaccine, into a population.” 
A potential of benefit in children for 
some of these vaccines may reduce 
the regulatory burden and risk 
assessment for study teams.

A group of bioethicists recently 
addressed this question of when a 
vaccine trial is appropriate to study 
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in younger children. Waiting too 
long can “unjustly deny minors and 
families the benefits of the vaccine,” 
while also pushing back an effective 
response such as herd immunity by a 
year or more, they noted. However, 
enrolling minors too soon can expose 
them to excessive risks, since younger 
minors are unable to understand and 
provide their own informed consent. 
To address the concern of excessive 
risk, enrolling minors in clinical 
trials requires the permission of their 
parents or legal guardians, along with 
the assent of minors who can provide 
it, the bioethicists wrote.4

At Lurie, Muller says, children 
over age 12 years provide a written 
assent, which is similar to the adults’ 
consent form. However, it is targeted 
more toward what the IRB thinks the 
children would want to know: Why 
are they involved in this study? What 
does it mean to be in a study? What 
are the risks of participating? What 
are the potential benefits? “There’s 
not as much detail on what goes on 
with each individual study visit,” he 
explains.

From ages eight to 12 years, 
investigators at Lurie obtain a 
verbal assent. “I know those are 
semiarbitrary ages, but the idea is that 
an eight- to 12-year-old might not be 
able to understand the details of the 
form that we create that describes the 
study, but they will understand what 
a study involves and that they have 
some choice as to what happens,” 
Muller says.

Children younger than eight 
years might be more likely to say no 
because of the intervention. “They 
don’t have a real sense of the risk of 
the disease. They just know the risk 
of intervention,” he explains. “That 
doesn’t mean we don’t talk to children 
who are younger than eight about 
being in a study and what’s involved, 
but it’s not a requirement.”

In addition to the parent or 
guardian consent and minor assent, 
children should be enrolled only 
when the trial poses low risks or offers 
a potential for participant benefit 
that justifies the risks, the bioethicists 
noted. “A common way to satisfy 
these requirements is to enroll minors 
only after there is evidence of safety 
and efficacy in adults, which may 
include evidence of immunogenicity 
in the case of vaccines,” they wrote. 
“By ensuring that there is evidence of 
safety and a potential for benefit prior 
to enrolling minors, this approach 
offers one way to protect minors from 
being exposed to excessive research 
risks.”4

However, this can lead to a delay 
in vaccines for minors. Instead, 
the bioethicists suggested enrolling 
minors after sufficient safety data 
in adults but before evidence of 
efficacy. “Enrolling minors, begin-
ning with older, healthy adolescents, 
after there is sufficient evidence of 
safety in adults, addresses concerns 
over exposing children to excessive 
research risks,” they wrote. “Doing so 
before efficacy has been demonstrated 
in adults can speed the process of 
providing access to a safe and effective 
vaccine for children and their fami-
lies, thereby reducing the time until 
the pandemic is effectively addressed.”

Since the COVID-19 pediatric 
trials began in March, minors should 
have an available vaccine early in 
2022, Muller said. “It’s going to 
take three or four months just to get 
through the initial enrollment period. 
It will take another three or four 
months to get enough data analysis 
and enough follow-up to show that 
there might be some benefits.”3

On Feb. 25, the American Acad-
emy of Pediatrics (AAP) wrote a letter 
to White House leaders, asking for a 
faster timetable. The letter urged offi-
cials to “use every measure available to 

achieve authorization of COVID-19 
vaccines in children as soon as can be 
done safely.”5

At this rate, the United States will 
not see a COVID-19 vaccine for chil-
dren younger than 12 years until early 
next year, said Lee Ann Savio Beers, 
MD, FAAP, president of AAP. Herd 
immunity with COVID-19 vaccina-
tion is unlikely until younger Ameri-
cans are vaccinated, since children 
18 years of age and younger make up 
more than 20% of the U.S. popula-
tion. “Having a COVID-19 vaccine 
available for children is essential for 
our nation to end the pandemic,” 
Beers said in a statement. “We must 
make sure that vaccine trials in chil-
dren are equitable and include those 
at increased risk who could most 
benefit from a vaccine, particularly 
Black and Latinx children. We need 
to apply the same urgency to vac-
cinate children as we have for adults. 
Pediatricians stand ready to partner 
with the federal government to make 
this happen.”6

Parents Assessing Risk

Response to the announcement 
of the pediatric trials on social media 
was polarized, ranging from “Finally!” 
to “How dare they let children be 
guinea pigs?” Muller does not believe 
parents want their children to be 
unnecessarily exposed to something 
potentially dangerous. “That’s really 
the key,” he says. “Different people 
have different levels of risk tolerance 
and different assessments of what 
might be beneficial to them.”

Hoping to one day become a 
site for one of the trials, Lurie has 
developed a registry for parents or 
guardians to indicate they might be 
interested in enrolling their children 
in a vaccine trial. If a vaccine trial 
becomes available and has openings 
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for participants, the hospital would 
contact the families.

More than 10,000 families have 
logged onto the registry, Muller 
says, although not everyone has 
completed the registry process. Still, 
he says, Lurie has “well over what we 
would need to do multiple studies 
in children.” During his podcast, 
Muller said most of those registered 
were from the Chicago area, but the 
registry has also received responses 
from 24 different states, including 
ones as far away as Arizona and 
Washington state.3

In general, the parents who 
have signed up on the registry 
seem to be enthusiastic about the 
vaccine becoming available to their 
children, Muller says. The reasons 
for their enthusiasm are varied. One 
is their children will be protected 
from disease. The second reason 

is the pandemic’s disruption on 
people’s lives. Current guidelines say 
most people who test positive for 
COVID-19 should isolate for 10 days 
after symptom onset. “Every time 
[children] get sick — even if they 
don’t get that sick — someone has 
to stay home with them. It’s already 
been a big disruption for people’s 
work lives.”

All those things should improve 
if there is more widespread uptake 
of the vaccine, and that includes 
children. “I don’t think you can reach 
herd immunity without including 20 
to 25% of the population,” Muller 
says.  n
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IRB Staff Training Program Improves Consistency 
and Work Group Efficiency
Formalized training creates confidence

By Melinda Young

When an IRB office aimed to 
improve its staff training and 

work efficiency, the solution was 
to create a new program, called the 
IRB Staff Training and Onboarding 
Program (ISTOP).1

The process began with the IRB’s 
internal staff training and member 
work group and leaders identifying 
ways to improve training and 
onboarding of new IRB staff, says 
Beth Irwin, CIP, MA, senior IRB 
analyst at Northwestern University 
in Chicago. The human research 
protection program (HRPP) lacked 
formal standardized onboarding 
for staff, so the institution’s social-

behavioral team, reliance/compliance 
team, and biomedical team worked 
together to create consistency with 
training and documentation of 
onboarding, she explains. (Find out 
more at: https://bit.ly/3mzg2kg.)

The IRB created a 31-page IRB 
staff training guide, dated Sept. 5, 
2020. The guide covers IRB oversight, 
the HRPP’s organization, institu-
tional organizational information, 
onboarding information, and con-
tinuing education requirements. The 
PDF provides links to policies and 
additional information.

IRB staff often come from other 
institutions. They have experience 

but may not know about particular 
institutional goals and standards.

An internal survey showed 
the Northwestern IRB used non-
formal training, which resulted in 
inconsistencies, Irwin says. Without 
formal training, IRB decisions and 
outcomes may be inconsistent, 
creating a more difficult and 
frustrating review process.

“We desired a more professional 
development approach,” Irwin says. 
“We wanted something where you 
would not just go to the website 
to find information; we wanted 
something more personal and 
supportive.”
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An informal, self-guided training 
process can work adequately for 
highly motivated new employees, as 
it did for Nazneen Ali, PhD, CIP, 
senior IRB analyst at Northwestern 
University.

“What my supervisor and 
colleagues were saying to me was, 
‘You’re really taking the initiative to 
learn about Northwestern policies 
on your own,’” she says. “It was very 
self-guided, and I’m someone who is 
not shy.”

But some IRB employees were 
not as proactive in directing their 
own training. “Our analysts had the 
same approach, same materials and 
expectations, but in terms of asking 
questions, I might ask 10 times as 
many questions as my colleagues next 
to me,” Ali says. “It was very self-
guided, and you don’t know what you 
don’t know, so that created gaps in 
competencies.”

When new employees become 
stressed or run out of time to 
complete tasks, they may not get to 
self-guided learning information, and 
that can create inconsistency, Irwin 
says. Inconsistency in onboarding and 
training also occurs when people are 
hired at different points in an IRB’s 
work or growth cycle.

“A lot of [training variation] came 
from new staff coming on board and 
new positions being created when 
a team was [only] one woman for 
a while,” says Priya Tripathi, MS, 
manager of compliance and oversight 
at Northwestern.

For instance, when an IRB is 
growing quickly and needs more staff, 
there may not be as much focus on 
formal, standardized training. The 
IRB may need quick hands on deck.

“If we’re thrown into the deep end 
of the pool, some of us for various 
reasons can swim, while others need 
that life raft to feel more comfortable, 
and that’s universal,” Irwin explains.

With ISTOP, the IRB can ensure 
everyone — no matter who they 
are and what their professional 
experiences have been — can swim. 
“The only way to do that is through 
standardization; ‘Here’s the path that 
is meaningful,’” Irwin says.

The ISTOP process includes a 
standard operating procedure (SOP) 
that lists the IRB staff training 
purpose, policy, responsibilities, 
procedure, and materials.

The following is a sample of the 
SOP’s procedures:

• Onboarding education and 
training. Each new IRB office 
employee receives at least six weeks 
of initial training, guided by the 
employee’s direct supervisor. The 
first phase of this training includes 
Northwestern University’s new 
employee onboarding requirements, 
as well complete human subject 
protections training, such as CITI 
courses and focus on the Belmont 
Report and federal regulations.

The second phase involves 
application and learning, in which 
the new IRB staff member, under 
direction of a supervisor, applied 
knowledge from Phase I to specific 
IRB activities, including IRB 
submission reviews, IRB compliance 
activities, and external IRB 
administrative review.

• Continuing education and 
training. Each IRB staff member 
receives a refresher course in 
human subject protections training 
every three years and attends at 
least four continuing education 
opportunities per calendar year. These 
can be webinars, workshops, and 
institutional continuing education 
opportunities.

A PowerPoint presentation is used 
for onboarding new staff for both 
biomedical and social-behavioral 
IRBs. Before the COVID-19 
pandemic, activities were balanced 

between online and in-person. 
During the pandemic, in-person 
activities were held via Zoom 
meetings.

“We have professional develop-
ment activities, including brown bag 
[lunches], staff presentations,” Irwin 
says. Staff brown bag lunch meetings 
were converted to Zoom presenta-
tions during the pandemic, Tripathi 
adds.

When the ISTOP group began 
to meet, they researched onboarding 
and training practices at other 
research institutions. Some of SOPs 
were more detailed than others. “We 
couldn’t find anything that spoke to 
comprehensive staff training,” Irwin 
says.

The group was intentionally 
diverse and focused on identifying the 
type of content and knowledge that 
staff members needed to educate new 
staff. “We outlined that, and looked 
at what kind of messages we needed 
to have to educate our staff, and 
we looked at content and methods 
and melded those two together,” 
Ali explains. “ISTOP became pretty 
organic; we knew what we needed.”

The group surveyed key people 
to learn more about what an optimal 
training experience might look 
like. “One of the takeaways from 
the survey is that it wasn’t just the 
inconsistent reviews, it was the sense 
that the new staff needed some space 
to feel more comfortable and to know 
how Northwestern does things,” 
Irwin explains. “Even if someone 
came here with years of knowledge 
and experience, they needed to know 
how we did it here.”

They added training curriculum 
guides and two phases to training. 
The first phase is about a month 
long, although it can be completed 
more quickly, depending on the 
person. “It’s about getting to know 
our policies and procedures and the 
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internal people in the office,” Irwin 
says. “It’s observing other IRB panels, 
not just your own.”

Phase II goes into detail on IRB 
applications and compliance. It is 
about helping people become more 
comfortable in their jobs.

“We created a couple of check-
lists,” Tripathi notes. “One is for basic 
onboarding, and one is for more 
general items. We have a role-specific 
checklist with items an individual 
needs to get trained on.”

For example, when Tripathi was 
onboarding a new social-behavioral 
analyst, she created a PowerPoint with 
all the high-level information the new 
employee would need.

“We did a Zoom call to give her 
an opportunity to ask questions,” 
Tripathi adds. “We created a robust 
curriculum guide that people can use, 
and left it up to their supervisors to 
direct how they want that training to 
work.”

They also started a monthly, 
all-staff meeting with a 15-minute 
presentation on a specific topic, such 
as compliance. “We also have an 
account with CITI training and some 
courses that people can access online,” 

Tripathi adds. “We’re basically 
leveraging Zoom and more training 
like that.”

On a positive note, the brown bag 
lunch attendance increased because 
of Zoom. “The same thing happened 
with the cross-panel observations, 
where before, people would have to 
take the shuttle bus for 45 minutes 
[or make] one-hour drives,” Irwin 
says. “Now [on Zoom], they’re 
attending the meetings more often.”

One IRB employee was hired 
just a week before the pandemic 
caused a nationwide shutdown. 
Despite working from home, the new 
employee navigated the onboarding 
process well, Irwin says.

“Because our work is electronic 
and in the system, and the documents 
we were creating were electronic, the 
pandemic didn’t put a lot of dampers 
on our program and in how we could 
manage things,” Tripathi says.

The pandemic has made IRBs 
and research institutions aware of the 
need to attend to staff’s mental and 
emotional health. The institution’s 
compliance team includes a dedicated 
person to provide health and wellness 
check-ins. “That has gotten a lot of 

attention from the office of research 
and neighboring programs,” Ali 
adds. “It’s been a good community-
building activity that is regularly 
scheduled.”

For wellness activities, Tripathi 
led staff in 20 to 30 minutes of 
stretching, yoga, meditation, and art 
therapy, which included drawing and 
playing music.

“Those are once a week or 
every other week,” Tripathi says. 
“Northwestern has an entire wellness 
group that sends out emails through 
a listserv that provides resources to 
people, including sharing a fun quote 
of the day.”

To build staff rapport during the 
pandemic, the IRB held a virtual 
escape room party, Irwin says.

“This reminds us we’re all 
human,” Tripathi says.  n
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Reliance Teams Strengthen Relationships  
with Central IRB
By Melinda Young

IRBs and research institutions 
continue to hammer out processes 

and best practices related to the 
revised Common Rule. As one IRB 
found, this process requires a team 
effort.

When collaborative IRB requests 
began to increase, the Augusta 
(GA) University IRB office formed 
a reliance team. The IRB also 
designated one team member, a 
reliance coordinator, to handle issues 
related to reliance agreements.

A recent study revealed the 
reliance team helps IRB offices with 
collaboration and reviewing reliance 
agreements to ensure the research 
is in accordance with local policies. 
The team also can help investigators 
navigate through reliance process.1

The purpose of the team approach 
is to enable investigators, IRB staff, 
and others in the human research 
enterprise to learn as the reliance 
process evolves, says Ivy Tillman, 
MS, CCRC, CIP, Augusta University 
IRB office director.

“We want to make sure that any 
reliance agreement the university 
enters into — whether as a relying 
IRB or reliance institution — would 
first [comply] with our institution’s 
policies,” Tillman says.

The reliance process is supposed 
to make the IRB process move faster. 
Relying IRBs also need to address any 
problems pertaining to their internal 
IRB. For example, the relying IRB 
may want to know who is conducting 
the cognitive assessment, how it 
works, and documentation that 
qualified people are conducting it, 
for a study that enrolls people with 
limited capacity, Tillman explains. 

Even when people are relying on 
another IRB, it is important to make 
sure researchers are qualified to do 
what their study expects them to do.

“Every IRB is different, has 
different requirements,” says Tiffany 
Coleman, MS, MPH, CIC, CIM, 
CIP, reliance coordinator at Augusta 
University. “We wanted to add a 
spectrum of support to our research. 
There are a lot of questions [in 
building a reliance agreement], and 
we have to learn the policies and 
procedures of these external IRBs.”

Reliance work includes sending 
information to researchers and 
ensuring they are in compliance with 
the other IRB. “Researchers have to 
read policies and procedures for this 
other IRB, but we also go over that 
with them,” Coleman says.

For example, investigators should 
understand the IRB of record’s 
reportable events policy. “They need 
to report to both IRBs, depending on 
the event,” Tillman says.

Create an Effective 

Process

Here are more ways to ensure an 
effective reliance process:

• Hold a study start-up meet-
ing. After finalizing the reliance 
agreement, the study coordinator 
and reliance team can meet to review 
their responsibilities at the local 
institution.

Some of this information includes 
asking investigators to report to 
the relying IRB, as well as the 
IRB of record, any changes in the 
consent document. “We go over the 

regulatory aspect, saying they could 
be audited and not just by Augusta 
University, but also by the outside 
IRB,” Coleman says. “If there are any 
nuances with the external IRB, we go 
over that.”

For instance, the relying IRB may 
require study personnel changes to 
be reported to the IRB, while the 
reliance IRB does not require that 
information.

Before the COVID-19 pandemic, 
these start-up meetings were held in 
person at the IRB office. After the 
pandemic forced shutdowns, the 
meetings took place virtually, usually 
lasting about an hour, Coleman says.

• Create a strong communication 
process. “We created an IRB reliance 
mailbox, where we get so much 
communication,” Coleman says. 
“We also launched our collaborative 
research website, which is a hub of 
information for reliances and dealing 
with an external IRB.”

The IRB also created a reliance 
request form, which is a four- to 
five-page PDF that summarizes the 
study, lists information on the local 
investigator, and how the institution 
will be engaged in research. “It’s a 
big synopsis of the study, including 
approved documents of the study,” 
Coleman says.

Researchers need to submit 
their study protocol to the IRB of 
record, but also should submit study 
information into the relying IRB’s 
electronic system. “Even though 
we’re not reviewing the IRB, we do 
require a submission in our electronic 
database so we have a document of 
the research here,” Coleman explains. 
“They have to physically submit it 
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to our system and download the 
documents.”

It is important to bring the lead 
investigator and all study sites to the 
table to ensure they know what the 
IRB expects.

“Lead investigators may have their 

own communication plan with sites, 
and we confirm this to make sure the 
sites know [what to expect],” Tillman 
explains. “If there’s a reportable event, 
we tell them what we expect, and 
we walk through our expectations to 
make sure they’re clear.”  n

REFERENCE
1 . Coleman T, Tillman I . Working 

through the revised Common Rule: 

sIRB . Presented at the PRIM&R 

Advancing Ethical Research Virtual 

Conference, held Dec . 1-2, 8-9, and 

15-16, 2020 . Poster/Abstract: 32 .

Exploitation Issues Arise in Study of Human 
Subject Incentive Payments
By Melinda Young

A s IRBs review participant 
incentives for studies, they 

assess whether the incentives are 
coercive or exploitive. New research 
provides a snapshot of the diversity 
of these incentive offerings, revealing 
monetary payments for biomedical 
studies tend to be 10 times higher 
than payments for sociobehavioral 
studies.

Investigators performed a ret-
rospective review of IRB-approved 
studies, including 100 sociobehavioral 
studies and 32 biomedical protocols. 
They found 74% of the biomedical 
studies offered payment, compared to 
55% of sociobehavioral studies. Bio-
medical study payments ranged from 
zero to $2,880, with an average of 
$136. Sociobehavioral studies ranged 
from was zero to $225, with an aver-
age of $15.90. (More information is 
available at: https://bit.ly/32Bgtl8.)

“We had a relationship with the 
IRB locally, where they allowed me to 
review all their confidential materi-
als [and removed identifiers],” says 
Brandon Brown, PhD, MPH, as-
sociate professor of medicine with the 
Center for Healthy Communities, at 
the University of California, Riverside 
School of Medicine. “At my univer-
sity, I sit on the IRB, and sometimes 
questions on payments come up in 
studies. Every IRB is different, but 

one reason we did the study is there is 
not a lot of information on payments 
in research.”

What Is Considered 

Coercive?

Payments to participants 
should not be so high that they are 
considered coercive. But no one 
knows how to identify what type of 
pressure is too much. “The goal was 
to find out more about how we can 
make payment decisions,” Brown 
says.

Factors typically related to 
participant payments include the 
number of study visits required, if 
any, and how much time is required. 
The level of risk also matters.

“Is it low risk or high risk, and 
what is the research method — 
quantitative, or something mostly 
qualitative?” Brown asks. “All of 
these factors make a difference in 
determining which payment amounts 
are provided in research.”

Investigators explored how 
decisions on participant payments 
compared with study risk. For 
instance, most biomedical studies 
would be considered higher risk than 
most sociobehavioral studies. “We 
looked at biomedical studies that 

should be higher risk, and we found 
payment for biomedical studies was 
significantly higher on average, and 
also in general,” Brown says.

Studies may use different sorts of 
incentives, but the study compared 
only cash payments.

IRBs may ask researchers questions 
about participant payments that 
appear to be expensive, but a bigger 
issue involves exploitation. “If you 
have a well-functioning IRB, people 
are less worried about coercion than 
exploitation of participants,” he says. 
“Are they doing a study and not being 
properly compensated for their time?”

Be Aware of Potential 

Exploitation

Exploitation is an issue when 
researchers ask people to spend time 
on a study that provides no personal 
benefit, and the participants are 
not compensated for their time. 
For example, researchers studying 
social determinants of health might 
want to connect with people with 
lower incomes and limited access 
to healthcare. These potential 
participants might work full-time 
jobs that leave them little leisure 
time. If researchers ask participants to 
take time out of their lives to answer 
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survey questions or to sit in a focus 
group, they should be compensated 
for that time, Brown says.

“If we just want to ask them 
questions that take an hour of 
their time, it’s important for us, as 
researchers, to keep in mind that 
everyone’s time is valuable and 
important,” he says. “We should make 
sure they don’t lose out financially by 
participating in our study.”

Biomedical clinical trials also 
could be exploitive. “People may have 
to drive somewhere and take time off 
from work,” Brown says. “We need 
to be aware of how we are exploiting 
people in research, especially in how 
we do this in clinical trials, including 
some that are abroad.”

People in foreign nations who are 
participating in a clinical trial of a 
pharmaceutical developed by a U.S. 
company might not receive benefits 
of the research until many years later. 

“We reap the benefits here in the 
United States before others do, so 
exploitation is on top of the minds of 
ethicists in some research,” he says.

From the IRB’s perspective, 
payments to participants cannot 
be considered as a benefit in the 
study’s risk-benefit calculation. “But, 
surely, for participants themselves, 
payment is a benefit of participating 
in research,” Brown says. “This is 
why we have incentives; otherwise, 
we would not get as many people 
participating in research if we didn’t 
offer something. This is why we can 
have exploitation.”

Brown and co-investigators plan to 
study incentive payments in research, 
including comparing the perceptions 
of payment among different groups. 
“We can imagine participants might 
view payment differently than 
researchers, and they may think 
about payment differently than IRB 

members,” Brown says. “But the 
real questions we have are how does 
payment impact participation in 
research, and how do we determine 
appropriate amount of payment in 
research?”

No one knows how people 
determine a particular payment 
amount for a study. “What we’re 
going to do is talk to these different 
groups and establish a paradigm for 
all future clinical research and try to 
come up with a consensus on what 
should be considered in choosing 
payment amounts,” he explains. 
“Finally, at the end of the study, 
we’ll create some hypothetical study 
scenarios and ask the groups to tell 
us what they think about whether a 
payment amount is appropriate and 
what would be proposed as a payment 
for that study and why. We can’t 
justify what payment is too high or 
too low without having data.”  n

Virtual Site Training Expands  
During the Pandemic
Savings and benefits may revolutionize staff training

By Sue Coons, MA

Virtual training for clinical trial 
teams may have existed for years, 

but it has gained significant attention 
during the COVID-19 pandemic. 
Experts expect the popularity of this 
kind of training to increase, even 
after COVID-19 restrictions are 
relaxed.

WCG, a provider of regulatory 
and ethical review for human 
research, held a webinar in February 
to discuss the details and benefits of 
virtual site training. The webinar, 
“Virtual Site Training in Clinical 
Trials: The New Standard,” featured 
Carrie Lewis, senior director of 

strategy, oversight, and training at 
Endo Pharmaceuticals in Malvern, 
PA, and Brian Schilb, the senior 
director for training solutions at 
WCG Trifecta.

Benefits of  

Virtual Training

Lewis said she is a huge supporter 
of and believer in virtual training and 
wanted to speak about its benefits. 
“Of course, COVID has shown us 
even more than ever that we must be 
flexible in the way we train.”

Virtual training is convenient, 
she said. “[A]nyone from a site can 
attend. Therefore, you’re getting 
greater volume of attendance, and 
then greater training coverage.” The 
number of attendees no longer has to 
be limited due to budget concerns, 
and many staff enjoy not needing to 
travel for the training.

Another convenience is on-
demand training capabilities. “This 
has been a huge benefit in my career 
to give some more flexibility for 
the sites to do training at their own 
speed and at the time that worked for 
them,” Lewis said. “It also allows you 
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to focus on those key items during 
the live meeting.” The videos also can 
include launch codes to confirm that 
staff has watched them.

Flexibility is another benefit. Dates 
for virtual training can be scheduled 
and easily changed. “We sometimes 
have to shift [our schedules] very 
quickly, and virtual training gives 
us the huge advantage to do so,” she 
noted.

Virtual training still can be fun 
and interactive, Lewis said. She 
disagreed with concerns that it can 
be boring. “We honestly had some of 
the most fun interactive meetings all 
from our home. Since it was internal, 
we did a lot of team-builders. It was 
so exciting and brought us closer 
together to see pets, kids, and home 
offices. I think we really made the 
best out of that situation and had 
some fantastic training.”

Some people might multitask 
during virtual training, but they 
also multitask during live training. 
Lewis said she has seen participants 
reading the newspaper during live 
investigator meetings. “Unfortunately, 
multitasking and things like that are 
something we have to work on across 
any type of training format,” she 
lamented.

Lewis has used the game-based 
learning platform Kahoot! to increase 
viewer engagement during internal 
training. The trainers boosted that 
competition by providing gift cards 

to the winners. “They were paying 
attention. They wanted to win. 
They wanted to be part of that fun 
interaction and Q&A,” she said. Do 
not wait until the end for polling 
or interactive things. “If people are 
having fun, they will be engaged.”

Excellent virtual training is avail-
able and should be embraced, Lewis 
said. However, the choice should be 
strategic. For example, a clinical trial 
was starting a new indication and the 
sites are not well-known. “We want 
to have a face-to-face meeting to 
build those relationships,” Lewis said. 
In that situation, they held a virtual 
investigator meeting but plan to at-
tend a conference to meet staff from 
the trial sites. “There is a lot of room 
nowadays to think outside the box,” 
she said. “Think about your current 
situation and what it means and be 
flexible.” There might be other ways 
to do face-to-face time while also us-
ing virtual training.

Virtual training is less expensive, 
but the focus should be on quality, 
not just money, Lewis said. Still, 
the money saved from virtual 
training can be invested into more 
training or other needs in the clinical 
development process.

Virtual training can be used for 
internal training and site training. 
Using the platform for an investigator 
meeting for three days of internal 
training allowed “us to really deliver 
very robust, effective, interactive, 

and extremely fun internal training,” 
Lewis noted. They held a virtual 
scavenger hunt where members of 
the teams were laughing and learning 
about each other. Cameras were 
mandatory so staff could be seen 
and more engaged. They even took 
a “selfie” to capture the moment. “I 
truly believe everyone paid attention,” 
she said.

“Virtual training may not always 
be the best option, but we should 
not be defaulting to face to face just 
because we’ve always done it that 
way,” Lewis said. “We need to think 
about what’s best for this situation? 
What would be the best way to 
provide the information? What would 
make people want to attend, and 
what is the best way to keep them 
engaged so they can learn? There are 
so many great ideas out there. Think 
outside the box.”

Virtual Training Savings

Schilb noted COVID-19 has 
forever changed the way sites conduct 
their training. “Gone are the days 
of sites and sponsors gathering in 
hotel ballrooms or conference rooms 
to speak and learn about the novel 
products to cure patients from 
disease,” he said.

Virtual training has gone from 
a tool used by a small percentage of 
sponsors to a “must-have” because 
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of the demands of the COVID-19 
pandemic.

Schilb said they studied nine 
months of data and can now say 
how leveraging on-demand training 
with web-based meetings is proving 
to be the new “norm” in clinical 
trials. “Statistics show that delivering 
on-demand training to sites reduces 
costs by 60%,” he said. “You gain 
55 enrollment days on average, and 
it reduces 50% of sites’ time by 
eliminating redundant training.” 
This happens because the training 
content required to conduct clinical 
trials can overlap significantly 
from study to study. “Web-based 
clinical training through a clinical 
qualification management system can 
address many of the issues related to 
redundant training content.”

For example, a system that applies 
topic equivalency rules to the site 
personnel training between and across 
studies can cut hours of redundancy 
training for staff. Over four years 
of use, and with an average of 15 
minutes of training time for each 
topic, clinical site staff working on 
studies for a sponsor were exempted 
from 98,166 hours of redundant 
training, Schilb said.

Content of training is key. 
Developing training for delivery in 
a virtual environment, whether on 
demand or via a web meeting, means 
an approach to content development 
that might be a bit more focused 
than an in-person presentation. “The 
primary objectives and the endpoints 
of the study should be driving 
that content,” Schilb said. “The 
objective is still the same, to inspire 
thought-inspired questions, inspire 
understanding, but the protocol 
training should highlight aspects of 
the protocol that carry the most risk.”

Virtual training is not a substitute 
for protocol review. “It’s a support 
mechanism,” Schilb explained. “It 

helps ensure the site staff are aware 
of what the study team identifies as 
risk. It’s important when developing 
training content that you’re boiling it 
down to the necessary items within 
that context.”

Another consideration is 
identifying the optimal training 
solution for the needs of the trial. 
“The training solution should be 
designed to make the task of training 
easier, not more difficult,” he said. 
An on-demand training solution also 
can house ongoing frequently asked 
question (FAQ) documents and 
transcribed discussion documents.

Another popular option is an 
online opportunity for site staff to 
communicate directly with the study 
team. “Typically, these meetings may 
involve a short presentation by the 
study team,” Schilb said. “Perhaps 
it’s a few minutes presenting on 
immediate recruitment challenges 
or even recruitment successes, 
highlighting certain aspects of the 
protocol, even covering recent FAQs 
that may have been submitted.” Most 
of these 60- to 90-minute sessions 
focus on direct questions from the site 
staff who joined that meeting.

These sessions allow the site staff 
to ask questions out loud and allow 
the study team to respond and hold 
a conversation. The meetings can be 
divided by site role or time zones. 
“Allowing the sites an opportunity 
to be in front of the study team on 
a regular basis throughout the life of 
the study can be very impactful,” he 
said. These sessions can be saved for 

future reference throughout the life 
of the study, to be viewed by current 
and future site staff. Through these 
meetings, the voice of the site staff 
also can be heard. “The voice of the 
site is critical in the success of these 
endeavors.”

These virtual solutions will not 
go away, no matter what the global 
health conditions were, are, or will 
be, Schilb said. “These solutions were 
here in the past, but they’ve never 
been quite so meaningful as they are 
for us now, globally.” The training 
that is developed, be it a web meeting 
or an on-demand training solution, 
should be focused and purposeful to 
identify the risks associated with the 
training, protocol, and labs.

On-demand training solutions 
allow all study training documenta-
tion to be housed in one location, 
audit-ready, Schilb said. The informa-
tion can be accessed 24 hours a day, 
seven days a week from any location. 
It can be accessed by sites, monitors, 
and the sponsor team. New staff can 
view the information immediately. 
No travel is involved. Amendments 
to trials can be turned around within 
48 hours with site staff given access to 
the content.

It is important to recognize 
the way technology has provided 
improved methods to deliver clinical 
trial training and to collaborate 
with sponsor partners, research 
organizations, vendors, and clinical 
site staff, Schilb said. “As an industry, 
we are in some ways more connected 
now than we have ever been.”  n
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CME/CE INSTRUCTIONS

CME/CE QUESTIONS

1. A formal IRB staff training 

program can improve the 

onboarding process by 

providing:

a . more efficient and cheaper 

training .

b . better preparation for staff 

to receive human research 

protection certification .

c . more personal, supportive, and 

consistent training .

d . better staff metrics on protocol 

approval process .

2. What is an important part of 

IRB reliance work, according to 

Tiffany Coleman, MPH, CIP?

a . The relying IRB conducts no-

cause audits .

b . Reliance work includes 

communication between IRBs 

and researchers and ensuring 

studies are in compliance and 

follow all institutional policies and 

procedures .

c . IRB chairs usually perform 

reliance work .

d . Reliance work depends on the 

IRB of record providing all follow-

up to study sites and sending 

copies of reports to the relying 

IRB .

3. In a recent article, what did 

bioethicists say would speed up 

the pediatric COVID-19 vaccine 

approval?

a . Begin pediatric trials after 

evidence of safety but before 

evidence of efficacy in adults .

b . Begin pediatric trials after 

evidence of safety and efficacy in 

adults .

c . Remove the need for a minor’s 

verbal or written assent .

d . Begin pediatric trials at the 

same time as adult trials .

4. Virtual site training:

a . is appropriate for any training 

needs .

b . allows training materials to 

always be accessible .

c . requires more involvement on 

the front end .

d . will lose popularity after the 

pandemic subsides .


