JHU SOM Clinical Research Visit Guidelines during the COVID Pandemic
Introduction
The JHU SOM Clinical Research Visit Guidelines are adapted from the JHM Guidelines for Adapting
Ambulatory Clinic Visit Care Delivery in the COVID Pandemic. The Clinical Research Visit Guidelines will
be updated to maintain alignment with the Ambulatory Clinic Visit Care Delivery Guidelines. Clinical
research teams must familiarize themselves with all relevant guidelines and workflows in the clinical
locations where research participants will be seen.
COVID-19 will remain an active public health problem until the development of herd immunity, a vaccine
or a highly effective treatment. All of these could take months to years to achieve. Consequently, the
response of the JHU SOM to this disease must be situational, adaptable and responsible with a
commitment to safety. This is not a matter of being “open” or “closed”, but more an approach of
constantly modifying our level of clinical activity (up or down) based upon COVID-19 prevalence in the
local community, availability of health care resources, and the acuity/volume of other health care needs
in the population which we serve.
The purpose of this document is to provide guidelines to assist in the ramping up of clinical research visit
volumes during the COVID-19 pandemic in a manner that is coordinated across the enterprise, ensures
patient needs and safety, staff safety and well-being, and congruence with the tripartite mission. Many
of the JHM general procedures and policies related to the COVID-19 pandemic are listed, but not
included in the body due to space constraints and frequent revisions. Therefore, relevant links are
embedded throughout for purposes of reference. This plan is informed by position statements issued by
professional medical, surgical and hospital organizations including guidance from local, state and federal
authorities.
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I. Essential Protocols
Essential protocols are those protocols that must be maintained at all times. These essential protocols
are incorporated into the various phases of the clinical encounter in Section VI. The Clinical Encounter
(pre-visit, arrival, check-in, waiting, exam/procedure, and check-out).
a) COVID-19 SYMPTOM SCREENING & VISITOR RESTRICTIONS:
 PIs must implement screening protocols for research participants and staff. This will involve
onsite and remote screening prior to clinical encounters.
https://intranet.insidehopkinsmedicine.org/heic/_docs/2019-nCoV_outpatient_guidelines.pdf



Patients scheduled to return to clinic must meet criteria for in-person visits to ambulatory
clinical areas. https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_ambulatory_confirmed_returning_to_facility.pdf






Research participants should be given an Information Sheet about COVID-19 Related Risks
(Appendix A)
PIs must have a communication plan in place with clinical staff, including building entrance
staff, to address management of research participants who have any positive responses on
the Ambulatory COVID Screening Tool.
When an in-clinic procedure is likely, providers must follow HEIC protocols
https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_asymptomatic_testing_patients_needing_surgery_procedure.pdf



All employees must self-screen on a daily basis for symptoms related to COVID-19 per the
JHM protocol.
o Employees who attest to having any COVID-related symptoms must be tested and
negative for COVID-19 as well as afebrile for 72 hours to return to work, or, after a positive
test, must be cleared for return to duty by Occupational Health.
o Employees experiencing any symptoms consistent with COVID-19 or related concerns
should contact the Employee COVID-19 Call Center at 833-546-7546 or 443-287-8500.
o PIs and clinical research staff will use every opportunity to remind patients of the visitor
policy. Patients should come alone to their clinic visit. Limit one parent/guardian per
pediatric patient, limit one visitor for patients with disabilities requiring a caregiver. No
visitors may accompany patients in the following departments: OB/GYN, Maternal Fetal
Medicine, Fetal Assessment, Fetal Therapy, Perinatal Ultrasound suites, Cancer Centers
or where treatment of potentially immunocompromised patients occurs.
https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_visitor_restriction_guidelines_grid.pdf

b) UNIVERSAL MASKING:
 Ensure facemasks are available at entry for research participants who do not bring their own
(research participants should be reminded to come wearing a mask in the pre-visit
communication, see below).
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Clinical research staff should have a surgical mask and face shield for patient-facing
encounters where 6 feet distance cannot be maintained. Clinical research staff not involved
in direct patient care may wear cloth face masks in dedicated non-clinical areas or during
sessions when there are no in-person visits.

c) PHYSICAL DISTANCING:
 Investigators and clinical research staff must minimize face-to-face contact utilizing all
remote means possible during clinical encounters.
 Patient throughput and waiting areas must conform to Center for Disease Control (CDC) and
Hospital Epidemiology and Infection Control HEIC guidelines to reduce transmission of
infection and enforce physical distancing. Tactics include the following:
o

o
o

o



Place visual alerts such as signs and posters at entrances and in strategic places providing
instruction on hand hygiene, respiratory hygiene, and cough etiquette (Coronavirus
Factsheets).
Ensure supplies are available such as tissues, hand soap, waste receptacles, and alcohol-based
hand sanitizer in readily accessible areas.
Create an area to physically separate patients with respiratory symptoms. Patients should be
at least 6 feet apart in waiting areas. If facility lacks such a waiting area, then designated areas
or waiting lines should be created by partitioning or signage.
To reduce crowding in waiting rooms, consider asking patients waiting to be seen to remain
outside (e.g., stay in their vehicles, if applicable) until they are called into the facility for their
appointment or set up triage booths to screen patients safely.

Any space designated to take care of COVID-19 (+) patients or known PUIs must conform to
HEIC and facilities specifications and must not put other individuals in the ambulatory
building at risk. https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_asymptomatic_screening_precautions.pdf



Reallocate sufficient space for clinical research staff to have downtime (lunch, breaks, etc.)
given need for physical distancing.

d) PERSONAL PROTECTIVE EQUIPMENT (PPE):
a) PIs must ensure adequate supply of appropriate PPE for staff, train staff on its use, and ensure
its appropriate use in all clinical and non-clinical spaces.
b) PIs must ensure that protective measures are in place commensurate to the degree of
droplet aerosol/COVID-19 risk generated for all procedures performed.
https://intranet.insidehopkinsmedicine.org/heic/_docs/2019-nCoV_agp.pdf

c) If aerosol-generating procedures are performed or patients suspected of COVID-19 will be
seen in the practice, develop PPE protocols for those encounters and appropriate space to
don and doff. Donning/doffing and storage areas must be identified and outfitted with all
necessary furniture and supplies (e.g., tabletop space for clean and separately for dirty, hand
gel, disinfectant wipes, trash can, hanging hooks, etc.).
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d) ENHANCED ENVIRONMENTAL CLEANING & DISINFECTION:
 Clinical research staff must follow all clinical guidelines for cleaning and disinfection. At
this time, frequently touched surfaces must be at cleaned every 4 hours during the shift
and at the end of the day.
 Frequently Touched Surface Cleaning Checklist available here:
https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_frequently_touched_surfaces_checklist.pdf

e) CARE OF PATIENTS UNDER INVESTIGATION (PUI):
 Known COVID-19 (+) / PUI patients should be managed through telemedicine visits
whenever possible. If this cannot be achieved, COVID-19 (+) patients must be seen in
negative-pressure rooms dedicated to their care.
 For PUIs, COVID-19 testing is always preferred before visiting ambulatory practices to
differentiate between COVID-19 (+) and COVID-19 (-).
 If there is a clear explanation for fever, it remains preferable to perform COVID-19 testing
prior to the in-person appointment. For those that are COVID-19 (-), it is left to clinical
judgement whether or not to see that patient for an in-person visit. Those visits should
be scheduled preferably at the end of the day to reduce risk to staff and other patients.
PIs and clinical research staff must be familiar with recommended clinical workflows that
begin before the patient enters a clinical building and continue until the patient leaves
the building to minimize exposure to other patients and staff.
 PIs and clinical research staff must be familiar with workflows in place as well as isolation
space and PPE available for unanticipated patients under investigation (PUI) for COVID19 infection.
 PIs and clinical research staff should follow clinical guidelines on temporal and physical
spacing workflows designed to prevent intermingling of COVID-19 (-) / PUI / COVID-19 (+)
patients. These three cohorts need remain separated in time and / or space.
 Work with the goal of minimizing staff and clinicians who are exposed to / interact with
COVID-19 (+) / PUI patients.

II.

Staff Engagement & Safety Guidelines




Clinical research staff and providers must be provided comprehensive education and training
in PPE use, physical distancing requirements, symptom screening, and enhanced infection
control measures in advance of resumption of in-person clinical research activity.
Recognize that staff may be experiencing increased physical and emotional stress;
communication and engagement may improve staff satisfaction.
https://intranet.insidehopkinsmedicine.org/jhhs_human_resources/_docs/COVID19_documents/supportive-services-flyer.pdf



Encourage the use of the JHM-wide symptom monitoring tool (emocha).
https://www.hopkinsmedicine.org/hse/covid19_emocha/index.html
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III.

Share COVID-19 FAQs for Johns Hopkins Health System Employees.
Provide talking points for managers.
Provide guidance for staff returning home after care for COVID-19 patients.
Encourage HERO reporting.
Share best practices and innovations.

Determining the Most Appropriate Visit Type

Determine visit type: Investigators should go through the exercise of classifying which visit types should
be seen in-office vs. telehealth visit based upon protocol requirements and clinical need.



Determine Patient’s COVID-19 risk cohort:
For patients identified for face-to-face encounters, screen to identify patients to be:
o COVID-19 (+)
o PUI: arrange for pre-visit COVID-19 NAT testing whenever possible
o Asymptomatic patients/Non-PUI

* If in-clinic procedure likely, follow HEIC protocols for testing asymptomatic patients requiring a
procedure and PPE.

Investigators and clinical research staff must be familiar with distinct clinical workflows for each
patient COVID-19 risk cohort prior to scheduling an in-person appointment.
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IV. The Clinical Encounter
The clinical research team should familiarize itself with the guide to an Ambulatory clinical encounter in
the JHM Guidelines for Adapting Ambulatory Clinic Visit Care Delivery in the COVID Pandemic. Clinical
guidelines for the encounter must be followed. Key items of specific importance for research
participants are included below. All aspects of the in-person visit shall be evaluated to leverage myChart,
telephone, and telemedicine/remote care so as to minimize face-to-face interaction with staff and the
clinical team (i.e., deconstruct the visit to determine those aspects that can only be done in person; all
else should be done remotely when possible).

Pre-Visit
Pre-visit communication is an opportunity to communicate safety precautions, relay vital information
and provide guidance to research participants.
Pre-Visit Communication

o Research participants scheduled for a face-to-face encounter should undergo screening
at the time of scheduling and that screening pre-visit must be documented with Epic.
o Research participants scheduled for a face to face encounter should receive a
communication describing: requirements prior to visit (multiple points of screening),
universal masking, guidance for support persons accompanying the patient including
visitor policy, and reinforcement of infection prevention measures (e.g. physical
distancing, virtual check-ins and mitigation/reduction of waiting room areas, and eCheckin).
Pre-Visit Registration



Instruct research participants to call a designated phone number upon arrival (prior to
entering the building) to receive screening and clearance to enter depending on number of
people in waiting room/practice.

Pre-Visit Screening



Clinical research staff must perform a clinical screen ideally within 48 hours of the encounter
to determine the patient’s COVID-19 risk cohort.

Pre-Visit Testing
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Identify suspected COVID-19(+) patients (e.g. febrile patients, PUIs) who require in-person
visits and perform pre-visit COVID-19 testing.
Testing should be completed and resulted 24-72 hours prior to the appointment.
Follow ambulatory clinics testing algorithm.

Arrival
Screening Patients and Visitors upon Arrival to Building/Practice
 Research participants should be reminded of the visitor policy. Patients should come alone

to clinic visit. Limit one parent/guardian per pediatric patient, limit one visitor for patients
with disabilities requiring a caregiver. No visitors may accompany patients in the following
departments: OB/GYN, Maternal Fetal Medicine, Fetal Assessment, Fetal Therapy, Perinatal
Ultrasound suites, Cancer Centers or where treatment of potentially immunocompromised
patients occurs. https://intranet.insidehopkinsmedicine.org/heic/_docs/2019nCoV_visitor_restriction_guidelines_grid.pdf





All research participants and visitors must be screened upon arrival following clinical
guidelines. All visitors must screen negative for COVID-19 symptoms.
Clinical research staff must have a communication plan in place with building entrance staff
to address screening concerns.
Ensure all research participants are following universal masking policy.

Exam/Intake
An efficient and effective point-of-care work flow will minimize unnecessary patient and staff
movement.
Clinic Visits



Prior to restarting clinical research, you must assess your protocol for all opportunities to
minimize in-person interactions (e.g. maximally leverage telemedicine following institutional
guidelines, consider use of an IRB-approved remote consenting process) and receive approval
from the IRB for any related amendments. The encounter should be used for physical exam
and procedures only.

Exam Room Considerations



Consider collecting vitals and confirming medication lists and symptoms in the exam room,
rather than a vitals or assessment space shared by multiple exam rooms. Consider reducing
the number of times a clinical research staff member leaves and re-enters the exam room,
and also plan to have the minimum number of people in the exam room possible.

Ancillary Procedures/Multidisciplinary Care
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PUIs and COVID-19 (+) patients should not be sent to areas that are not equipped to safely
manage them (e.g. Lab services, radiology).
Leverage telemedicine in multidisciplinary care to reduce staff exposures to patients.
Only perform tests that are clinically necessary.
Minimize research participant movement throughout encounter when performing ancillary
and multidisciplinary care.

V. APPENDIX
Appendix A. Important Information about COVID-19 and Research Participation
At Johns Hopkins University our primary responsibility related to research is to protect the safety of our research
participants.
COVID-19 refers to the Coronavirus that is being spread across people in our communities. We need to provide
you with important information about COVID-19, and to tell you about ways your study participation might
change because of COVID-19 related risk.
If you are considering joining a study at this time or are currently enrolled in a study, it is important that you
consider the following information to determine if study participation is right for you at this time.
How is COVID-19 spread? COVID-19 is a respiratory virus spread by respiratory droplets, mainly from person-toperson. This can happen between people who are in close contact with one another (less than 6 feet). It is also
possible that a person can get COVID-19 by touching a surface or object (such as a doorknob or counter surface)
that has the virus on it, then touching their mouth, nose or eyes.
Can COVID-19 be prevented? Current ways to minimize the risk of exposure to COVID-19 include “social
distancing” which is a practice to decrease the potential for direct exposure to others who may have been
exposed to COVID-19, for example by avoiding large gatherings or refraining from shaking hands with others. It
is important to understand that since study participation may include increased travel outside of your home and
increased exposure to others within a clinical care environment or research site it may increase your exposure to
COVID-19. At this time there is no vaccination to prevent COVID-19 infection.
What are the risks of COVID-19? For most people, the new coronavirus causes only mild or moderate
symptoms, such as fever and cough. For some, especially older adults and people with existing health problems,
it can cause more severe illness, including pneumonia. While we are still learning about this virus, the
information we have right now suggests that about 3 of 100 people who are infected might die from the virus.
Who is most at risk? Individuals over 60 and with chronic conditions such as cancer, diabetes and lung disease
have the highest rates of severe disease from the infection.
How could your participation in this research change as a result of COVID-19? There are several ways we try to
minimize your risk. If possible, we limit the number of times you have to come to a clinical care or research site.
We ask every research participant if they have the symptoms of COVID-19 or have been in close contact with
anyone who has or had COVID-19. During your research visits, we try to reduce the time you are exposed to
other people as much as possible. If you are suspected to be positive for COVID-19, there may be last minute
changes to how research procedures are performed [such as a change from an in-person visit to a telephone
call] or cancellations of research tests or procedures to ensure your safety. It is even possible that your research
procedures will be put on hold or stopped because of COVID-19.
The information related to risks of COVID-19 changes every day. The leaders at Johns Hopkins are monitoring
these risks and deciding how these risks should change our research. If you have questions about COVID-19 and
your participation in research, please talk to your study team.
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