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The Georgetown Howard Universities Center for 

Clinical and Translational Sciences (GHUCCTS) 

manages clinical research units (CRUs) at both lead 

institutions which house most of the clinical research 

activity of their institutions.  Activity at the 

Georgetown CRU diminished markedly during the 

pandemic. Risk is being managed by physically 

segregating COVID related research, testing of 

personnel and participants in non-COVID research, 

and virtual assessment when feasible. The Howard 

CRU was shut down but then rapidly re-activated to 

accommodate vaccine trial research. Similar protocols 

are in place for pretesting participants and research 

staff and limiting the volume of activity.  

An illustrative case of COVID related adaptations is 

afforded by an RO1 study funded by NHLBI (PI – TAM), 

with facilitation by GHUCCTS that aims to determine 

relationships of stressful neighborhood environments, 

pre-sleep behaviors and cognitions, sleep quality, 

autonomic balance during sleep, and biomarkers of 

cardiovascular risk in a group of young adult African 

Americans. Procedures for digital ecological 

momentary assessment (EMA), overnight 

physiological monitoring, cardiovascular assessment, 

and obtaining biological samples were all performed in 

home settings, but were halted in early March, 2020. 

Modifications to resume activity as the pandemic 

persists include 1) incorporating a new aim to examine 

the impact of COVID-19 on sleep health on the existing 

and an expanded study sample, including  design of a 

COVID experience survey that identifies reactions to 

police brutality and COVID related disparities 

administered along with previously administered 

outcome measures on-line;  2) expanding the study 

sample using a “snow-ball” recruitment method, 3) 

obtaining in-home EMA and HRV/ICG monitoring via 

drop off delivery, and 4)  planning to adapt the pilot 

intervention component to a virtual format. 

Another example of study adaptation is an NIDCR-

funded study of the side effects of radioactive iodine 

for thyroid cancer treatment, which involved 

questionnaires matched with salivary scanning and 

salivary collections. NIH and IRB approved a 

modification for a new arm with questionnaire 

assessments only.
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Implications?

Data loss, new information

Publication, renewed funding 

Role of agency, IRB

Challenges/ Opportunities 

Recruitment: flyers, 
adds, word of mouth

Interview 

In home – Digital EMA, 
Apnea Screening, 

Overnight HRV, blood, 
urine, PWV

Intervention 

Recruitment/eval: 

online survey (includes 
effects of COVID, racism); 
options – contact info and 

resend

drop-off delivery – EMA, 
Overnight HRV, 

Tele-Intervention 

Study: Side effects of radioactive iodine administered for thyroid cancer (NIDCR)

periodic questionnaires 
matched with in person 
salivary scanning and 

salivary collections

“new arm” questionnaire 
assessments only


