
Compliance Today - September 2021
Research compliance reflections: Emerging from the pandemic

By Emmelyn Kim, MA, MPH, MJ, CHRC, and Hamangi Patel, LMSW, CCRP, RQAP-GCP, CHRC

Emmelyn KimEmmelyn Kim (ekim@northwell.edu) is AVP, Research Compliance & Privacy Officer, and Hamangi PatelHamangi Patel
(hpatel17@northwell.edu) is Director, Research Compliance, at The Feinstein Institutes for Medical Research,
Northwell Health, Lake Success, NY.

linkedin.com/in/emmelynkim/

linkedin.com/in/hamangipatel

The COVID-19 pandemic was a game changer not only for the healthcare field, but also for clinical research. This
especially holds true for professionals working in research compliance. The surge and panic that accompanied
the initial peak of the pandemic that emerged in New York has subsided; however, it still strangely feels like it
was yesterday. As we emerge from the pandemic with greater availability of vaccines, we’ve taken the time to
reflect on what we’ve learned. We also realize that certain practices will stay behind forever while others will
continue into the new normal. This includes risks inherent in the new environment, but also opportunities for
growth. This article highlights reflections from the perspective of research compliance professionals that include
best practices and practical planning considerations for research organizations that are emerging from the
pandemic.

How COVID-19 created a more complex regulatory environment for healthcare
research organizations
One of the stark realities was that COVID-19 had created a more complex regulatory environment for healthcare
research organizations. For example, organizations that actively participated in clinical trials evaluating
unapproved products for prevention or treatment of COVID-19 had to carefully navigate Food and Drug
Administration (FDA) regulations, which was more challenging for investigator-initiated research. Our
department had spent years developing our regulatory affairs program focused on FDA regulations, which
proved useful during this time. During the pandemic, there was a mix of studies at our organization that were
proposed using drugs, biologics, and devices that were either investigational or used in an unapproved
indication. Therefore, careful review of all of these areas against pertinent regulations was key.

Best practices developed prior to the pandemic
Integrating an up-front regulatory check of clinical research protocols submitted through our central
electronic system, through an institutional review process overseen by our Human Research Protection
Program.

Studies involving the use of investigational products or unapproved uses of marketed products were
routed to our regulatory affairs group to evaluate FDA requirements, such as Investigational New Drug
Applications and Investigational Device Exemptions and other federal or local requirements.

Reviews ensured that the right steps were taken in advance and teams were aware of regulatory
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requirements to implement the study, including monitoring, investigational product management, and
FDA reporting, among others.

Another area that our regulatory affairs group developed was to better support providers that opted to use the

Expanded Access (sometimes known as compassionate use) pathway granted by the FDA.[1] This pathway is used
by healthcare providers to administer investigational products to patients for treatment purposes, sometimes
under emergency situations. These requests require careful review and balance with ongoing clinical trials
involving the same products. At our institution, there was an influx of this pathway for use of convalescent
plasma, monoclonal antibodies, and even use of devices in a different way due to quarantine procedures.

Best practiceBest practice

We created a quick guide that walked providers and our attorneys through the correct steps to initiate Expanded
Access requests and provided support services at all hours during the pandemic. The guide includes steps for
ensuring compliance with the institutional review board, FDA reporting, and other requirements.

Emergency Use Authorizations (EUAs) granted by the FDA were another important regulatory area that emerged
during the pandemic and were used for unapproved medications, vaccines, and devices. This pathway is used
during an emergency to diagnose, treat, or prevent serious or life-threatening diseases or conditions when no

other alternatives that are adequate or approved are available.[2] This not only affected clinical trials using
products that were affected by EUAs, but also the area of innovation due to a shortage of supplies and equipment
such as personal protective equipment. EUAs were used for diagnostic tests and device components using 3D
printing that involved collaborative efforts between healthcare individuals and institutions involved in designing
products such as swabs, ventilator tubing connectors, and other device parts and manufacturers that had the

capacity to produce these products at a larger scale.[3] This showed us how important the role of innovation was
during a pandemic and how regulatory support was critical to this process for healthcare industries.

Best practiceBest practice

Our regulatory affairs group worked closely with key stakeholders such as innovation staff and attorneys to
provide regulatory support and strategic advice where needed.

Research at our organization prior to the pandemic, and similarly at most organizations, was largely conducted
on-site using paper-based or a hybrid of paper- and electronic-based systems for documentation. The instant
shutdown of the country at the onset of the pandemic and site safety protocols required administrative and
compliance staff to work remotely while trying to support clinical research teams on-site. The pandemic and
rapid increase in research studies created an unprecedented need for digital transformation overnight.
Healthcare organizations raced to gather real-world data for research studies—a challenge researchers
historically faced—to share with industry or collaborating organizations to identify appropriate treatments.
Reprioritization of resources to handle the influx of COVID-19 patients coming into the hospital meant that
certain research activities needed to be paused while others were quickly implemented. The rapid shift required
compliance staff to adapt and adjust operations to reflect on-the-ground realities. This included reprioritizing
audits and reviews to COVID-19–related activities and ensuring appropriate timing and careful coordination
with research teams.

Best practices implemented
Regularly evaluated FDA COVID-19–related guidance documents, privacy and security rules, federal
funding agency policies (including any flexibilities that were allowed), and institutional policies to create
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workable and compliant solutions.

Collaborated with research support service offices within our organization. For example, worked with the
Human Research Protection Program, Office of Clinical Research (overseeing operations), Legal Affairs,
and Research Information Systems group to create guidance, templates, and tools for clinical researchers
on how to document and obtain consent from research participants for COVID-19 trials using technology
due to quarantine and isolation procedures.

Evaluated organization-approved electronic applications that could be leveraged to maintain workflow,
communication, and collaboration during such a critical time.

Fortunately, our department had been piloting an electronic collaboration and project management platform
prior to the pandemic, which became more widely deployed throughout the organization during the peak period.
Eventually other functionalities and video capabilities were incorporated. The use of this multifunctional
platform allowed on-site and remote research staff to share documents, chat in real time, and video chat with
parties when needed to ensure clinical staff were supported during such a difficult time. Key clinical trials were
also being implemented across various locations throughout our organization, which required multidisciplinary
teams to communicate, collaborate, and share data with staff who were both on-site and remote. This new
environment increased risk in many ways, and the use of technology became critical in closing those gaps. The
platform facilitated continuation of source data verification by external sponsor monitors for clinical trials as
well as audits and investigations by our compliance team to be conducted in real time.

It became evident that a portion of our research compliance work plan needed to better incorporate areas using
technology to test controls and spot-check areas that had become more vulnerable by remote work. However, the
modified work plan required coordination, flexibility, and input from the compliance team, research teams, and
research support services. The necessary change in processes around obtaining consent and collecting and
sharing of data, all while reminding researchers about the importance of maintaining a culture of compliance,
was a collaborative effort that needed to be messaged out by all parties. Our compliance team maintained open
lines of communication by keeping in touch with research site contacts via email, chat, and virtual meetings, all
while trying to maintain employee wellness—a very challenging balancing act.

The importance of creating a connected and supportive environment for remote
compliance teams
Employee wellness is a vital area that compliance teams should continue to pay attention to. The compliance
help line calls increased during the pandemic, and the change in environment made it challenging to perform
investigations and audits, creating a more stressful workload for compliance teams. Individually, people have
gone through a lot the past year and a half, and those working remotely found themselves simultaneously
working and taking care of family members. The installation of home offices can easily erode the boundary
between work and home life, with emails being sent around the clock on nights and weekends, and work hours
increasing without the need to commute. Communication with team members about what was happening in
their communities, families, and support systems was just as important. This included being aware of and
acknowledging not only health-related, but social and racial justice issues that affected some employees more
than others. It was important to be an ally when needed and ensure that team members were taking the time they
needed and were aware of available resources to turn to for assistance.

Best practices implemented
Recognized and discussed as a department the vulnerabilities of the changing environment for our
compliance team and the importance of creating and sustaining a connected and supportive environment.
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Along with the scheduled meetings and touch-base calls, we used technology not only to stay on top of our
workload but to promote wellness programs offered by our organization, maintain our human experiences
like celebrations of team member birthdays/milestones, and engaging in virtual team-building exercises.

We celebrated our wins and engaged in thoughtful reflections on how to improve. Just as importantly, we
had to ensure that people were taking time off and decompressing, and we also made sure to communicate
and maintain a flexible approach to work–life balance even as we emerged from the pandemic.

Assessing future privacy and security risks in research and innovation
As the medical research community moves forward in this new environment, we are going to continue to see
more activity in research and innovation. Research will continue to be focused on new treatments and vaccines as
well as long-term studies on the effects of COVID-19 disease and vaccines. Analysis of larger and more global
datasets will be required to fully evaluate the effects of the pandemic and prepare for potential similar situations.
Continued use and expansion of technology in research, including interconnected devices, wearables, and
research participant–generated data through mobile devices and apps, will present new risks and opportunities.
As technology and computing capabilities advance, we will see more communication and collaboration
platforms and data management systems emerge as well. This will lead to development of intellectual property
and balance of the need to protect such assets while enabling open collaboration. At the same time, organizations
will need to continue to address integrity, security, and protections of healthcare and research data and systems

due to increased risk of cybersecurity attacks.[4] All of these technological advances will bring greater complexity
and a different set of privacy and security concerns than we’re accustomed to.

Best practice
Compliance professionals will need to work more closely with IT security and innovation teams to regularly
assess, reprioritize, and pivot to better monitor risks in the future.

Opportunities for growth in research compliance after the pandemic
In summary, the pandemic has changed the landscape for compliance teams, particularly those working in the
research environment at healthcare organizations. We will have more of our workforce operating in a remote
environment, with increased use of remote communications and technologies with research participants, and
more activities and collaborations that cross state and international borders.

Expanding the following compliance areas should be considered:

Privacy and security programs,

Export controls and sanctions screenings,

Ethics and integrity, and

Other global compliance and engagement areas.

Conclusion
Establishing good relationships with IT security and other key stakeholders can help organizations mitigate risks
and implement better controls. Expanding the remote workforce can also allow entry for individuals with unique
skillsets. The new hybrid work environment will limit the “water cooler” in-person conversations, and so we are
going to have to get creative by setting up open office hours, chat sessions, and virtual drop-in meetings in order
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to maintain those connections over time. The increase in virtual training sessions and conferences also allows
easy access to continued education and certification opportunities for professionals. The pandemic has really
pushed us into a different playing field, and while we may lament the ways of the pre-COVID-19 era, we realize
that it has shaped us into more agile and sophisticated compliance professionals.

Takeaways
COVID-19 has created a more complex regulatory environment for healthcare research organizations.

Incorporate technology and the remote work environment into your compliance work plans.

Create a connected and supportive environment for remote compliance teams.

Assess future privacy and security risks in research and innovation.

Consider the opportunities for growth in post-pandemic research compliance.

 
1121 C.F.R. §§ 312, 812.36 .
2221 U.S.C. § 360bbb-3(a)(2) .
33 Makenzie Holland and Jim O’Donnell, “Pandemic drives demand for 3D-printed medical parts,”
SearchHealthIT, March 30, 2020, https://bit.ly/2UTIoMw.
44 Cybersecurity and Infrastructure Security Agency, “Alert (AA20-302A): Ransomware Activity Targeting the
Healthcare and Public Health Sector,” updated November 2, 2020, https://us-cert.cisa.gov/ncas/alerts/aa20-
302a .
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