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EDs Administer Monoclonal 
Antibody Therapy to High- 
Risk COVID-19 Patients

When the FDA issued 
an emergency use 
authorization (EUA) for the 

investigational monoclonal antibody 
(mAb) therapy bamlanivimab on 
Nov. 9, it provided a new weapon for 
frontline providers to use for high-
risk patients presenting with mild-to-
moderate COVID-19. 

The agency issued an EUA on 
Nov. 21 for a second mAb therapy 
involving a cocktail of casirivimab 
and imdevimab. Finally, the agency 
issued an EUA for a third mAb therapy 
comprised of bamlanivimab and 
etesevimab received on Feb. 9.

However, much of the supply that 
has been distributed to hospitals has 
gone unused, and it is not entirely clear 
why. For emergency providers, there 
are logistical challenges, considering 
the therapies are delivered through IV 
infusions, which might be perceived as 
a drain on already-thin staffing. Experts 
explain there are communications 
challenges and, perhaps, some reticence 
to embrace a new treatment backed by 
limited data. 

Still, some EDs have jumped on the 
opportunity to provide their patients 

with access to this option. Although it 
is early, results thus far are encouraging, 
both in terms of patient outcomes 
and in enabling hospitals to conserve 
inpatient resources.

Identify Eligible Patients

Soon after the FDA issued its EUA 
for bamlanivimab, RWJBarnabas 
Health, a multihospital system in New 
Jersey, acted quickly. “It sounded like 
the treatment was promising. In the 
BLAZE trial,1 looking at a placebo 
group vs. a monoclonal antibody 
group, there was definitely a benefit 
to that high-risk patient,” notes 
Christopher Freer, DO, FAAEM, 
FACEP, the senior vice president in 
charge of the health system’s 11 EDs. 
“We sort of took the ball and ran 
with it right then. Within nine days 
we started rolling [the treatment] out 
across our EDs.”

Freer stresses the EDs worked closely 
with pharmacy to put a system in place 
to facilitate the mAb treatments. “I 
am sure many EDs know how vital 
pharmacists have become over the last 
five to 10 years to our practice. We 



38   |   ED MANAGEMENT® / April 2021               ReliasMedia .com

ED Management (ISSN 1044-9167) 
is published monthly by Relias LLC, 
1010 Sync St., Ste. 100, Morrisville, NC 
27560-5468. Periodicals postage paid at 
Morrisville, NC, and additional mailing 
offices. POSTMASTER: Send address 
changes to ED Management, Relias LLC, 
1010 Sync St., Ste. 100, Morrisville, NC 
27560-5468.

GST Registration Number: R128870672.

SUBSCRIBER INFORMATION
(800) 688-2421
customerservice@reliasmedia.com
ReliasMedia.com

In support of improving patient care, 
Relias LLC is jointly accredited by the 
Accreditation Council for Continuing 
Medical Education (ACCME), the 
Accreditation Council for Pharmacy 
Education (ACPE), and the American Nurses 
Credentialing Center (ANCC), to provide 
continuing education for the healthcare 
team.

The Relias LLC designates this enduring 
material for a maximum of 1.25 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with 
the extent of their participation in the 
activity.

1.25 ANCC contact hours will be awarded 
to participants who meet the criteria for 
successful completion.

This activity is intended for emergency 
physicians, ED nurses, and other clinicians. 
It is in effect for 36 months from the date of 
the publication.

Opinions expressed are not necessarily 
those of this publication, the editors, or 
the editorial board. Mention of products or 
services does not constitute endorsement. 
Clinical, legal, tax, and other comments 
are offered for general guidance only; 
professional counsel should be sought in 
specific situations.

AUTHOR: Dorothy Brooks
EDITOR: Jonathan Springston
EDITOR: Jill Drachenberg 
EDITORIAL GROUP MANAGER:  
Leslie Coplin
ACCREDITATIONS DIRECTOR:  
Amy M. Johnson, MSN, RN, CPN

© 2021 Relias LLC. All rights reserved. No 
part of this newsletter may be reproduced 
in any form or incorporated into any 
information-retrieval system without the 
written permission of the copyright owner.

thought these would be the best two 
groups to discuss how we would 
roll [these new treatments] out,” he 
explains. 

It is not difficult to identify 
potential candidates for mAb. In its 
initial EUA, the FDA established 
clear eligibility criteria.2 The Depart-
ment of Health and Human Services 
(HHS) has made available clear 
guidance on this, too.3 

Any non-hospitalized patient 
with mild-to-moderate COVID-19 
who is age 65 years or older can 
receive the treatment. Patients age 
55 years or older with heart disease, 
high blood pressure, COPD, or 
another chronic respiratory disease 
are eligible as well. Further, patients 
of any age who are obese, diabetic, 
present with chronic kidney disease, 
or live with a weakened immune 
system can receive mAb.

Even some children (age 12 to 17 
years) with COVID-19 can receive 
mAb treatment if they are obese, 
use medical technology such as a 
ventilator or feeding tube, or they 
live with a developmental condition 
such as cerebral palsy, sickle cell 
disease, heart disease, or a chronic 
respiratory problem that requires 
medicine for control.

“This treatment is different from 
remdesivir and some of the other 
treatments [for COVID-19] that are 
more restrictive and ... require more 
infectious disease involvement [in 
ascertaining whether a candidate is 
eligible],” Freer observes.

Consider Logistics

Delivering mAb treatment 
requires time and space, factors that 
always are an issue for busy EDs. 

“This involves a one-hour 
infusion and then another hour 
or two of observation,” Freer says. 
“Our volumes are at historically 

low numbers, and we felt like we 
could ... coordinate this in our own 
EDs rather than send patients to an 
infusion center for treatment.”

The approach has worked well. 
Typically, patients undergoing mAb 
treatment are placed in a hospital 
bed in a negative pressure room 
either in the ED or observation, 
although the logistics may 
differ depending on the size and 
characteristics of the ED. 

“Some of the smaller EDs have 
had to work with their hospital 
administrations to find areas where 
they can expand a little bit for these 
patients,” Freer reports. 

Freer and other leaders were 
concerned about whether access 
to mAb treatment would be 
constrained. However, that problem 
has not materialized. 

“Fortunately for us, not a lot of 
health systems are using this, and 
[New Jersey officials] told us the 
more you use, the more you will 
get,” Freer explains. “We probably 
have more doses [of mAb] than we 
have ever had right now because 
[the state] sees that we are doing this 
well.”

Freer adds coordination between 
the state, health system, and phar-
macies at each site have ensured 
participating EDs never run out of 
the medicine. At this point, Freer 
estimates emergency providers are 
delivering between 50 and 100 doses 
of mAb treatment to patients every 
day. 

Now that the word is out, 
RWJBarnabas EDs are hearing 
from primary care physicians and 
other health systems interested in 
accessing mAb treatment for their 
patients. 

“We are making sure that 
we have a doctor-to-doctor 
communication before [these 
patients] come in,” Freer observes. 

mailto:customerservice@reliasmedia.com
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EXECUTIVE SUMMARY

Clinicians can use new monoclonal antibody (mAb) therapies to treat high-risk 

patients presenting with mild-to-moderate COVID-19 symptoms . However, 

despite the promise to depress viral loads, logistical and other challenges 

continue to stand in the way of larger-scale use . Still, some EDs are trying the 

therapeutics, with promising results .

• Any eligible patient with mild-to-moderate COVID-19 symptoms can receive 

mAb at RWJBarnabas Health in New Jersey .

• In a group of more than 2,100 patients who received mAb treatment in an 

RWJBarnabas Health ED, fewer than 5% required a return trip to the hospital 

for worsening COVID-19 symptoms .

• In Michigan, every hospital in the state has received mAb doses, but fewer 

than half of those facilities reported they were using the treatment . Of 

treatment administered, more than one-third of infusions are occurring in 

emergency settings .

• Michigan investigators reported that out of 772 cases followed for two weeks 

after the mAb infusions took place, only 39 patients were hospitalized later .

“We don’t want them to send 
someone who is 40 years old and 
healthy to come in and then get 
upset that he can’t get it, so we talk 
to the doctors over the phone.” 

Leverage the EMR

Why are more health systems 
not similarly enthused about taking 
advantage of mAb treatment? Freer 
acknowledges the answer is unclear, 
but he suspects some administrators 
view the process of offering mAb 
treatments through their EDs as 
more complex than it needs to be. 

“I just saw this, as did the 
other ED providers and nurses [at 
RWJBarnabas Health], as a way for 
us to be more proactive,” Freer says.

Some health systems are creating 
infusion centers where mAb 
treatments can be delivered off site. 
Still, the ample surplus suggests 
more patients could benefit from the 
infusions. Freer contends more EDs 
could bridge this gap. 

“You have to be vocal, say that 
you can do this, and then coordinate 
it,” he suggests. “I don’t think there is 
really any other magic to it.”

Freer gives his pharmacy col-
leagues and IT personnel a lot of 
credit for making the rollout process 
go smoothly. All the eligibility crite-
ria for mAb treatments are embedded 
in the health system’s EMR, along 
with the educational information 
providers can use when discussing the 
treatment with patients. There also is 
easy access to patient consent forms 
as well as a link in the EMR for easy 
ordering.

Also in place is a way to keep tabs 
on patients who have received mAb 
infusions after discharge. 

“We have case managers come to 
the bedside, give [patients] a pulse 
oximeter, and explain how [the 
device] works,” Freer says. “Then, 

[patients] call our access center ... 
and get telehealth visits on days one 
and three [after ED discharge].”

Balance Risks, Benefits

The way Freer and colleagues look 
at it, mAb treatment is a new weapon 
to leverage against COVID-19 after 
living through months with few 
options for high-risk patients. 

“I saw what happened [to that 
type of patient] in March and April 
[2020]. I now have something 
I can give,” Freer shares. “That 
conversation starts between the 
emergency physician and the 
patient.”

In Freer’s experience so far, 
patients have been eager to receive 
the treatment. “There is a less than 
1% chance of developing an allergic 
reaction,” Freer explains. “This is an 
easy conversation.”

However, one other factor to 
consider is how long a patient has 
been ill. The EUA for mAb treatment 
indicates the therapeutic is most 
effective when given within 10 days 

of a patient developing COVID-19 
symptoms. Freer believes that is a 
little long. He prefers administering 
mAb treatment within seven days. “I 
would say the sooner we can get this 
in you, the better to stop the viral 
load,” he adds.

Investigators at RWJBarnabas 
Health are closely monitoring 
results from the mAb infusions. 
The results so far are promising. At 
press time, more than 2,100 patients 
had received the infusions, with 
fewer than 5% requiring a return 
trip to the hospital for worsening 
COVID-19 symptoms. 

“Obviously, the No. 1 thing [to 
consider] is better outcomes for our 
patients,” says Freer, adding that fully 
leveraging this treatment offers other 
benefits, too. “Preserving resources 
for future admissions is a huge part 
of this.”

Monitor Usage

Michigan initially supplied the 
medicine exclusively to hospital 
providers there, but early data 
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suggest only a fraction of this supply 
has been used. 

William Fales, MD, FACEP, 
FAEMS, medical director of the 
Michigan Department of Health and 
Human Services, division of EMS 
and trauma, said in January that, at 
that time, little of the state’s mAb 
treatment supply had been used.

“We view that as a problem. 
While we allocated mAb to every 
hospital, less than half of our 
hospitals report using it,” Fales said 
during an HHS Technical Resources, 
Assistance Center, and Information 
Exchange (TRACIE) session.4

Fales observed some regions have 
been more inclined to use the new 
treatment than others. 

“We’ve been rather surprised to 
see more patients treated in our very 
rural Upper Peninsula than in the 
city of Detroit. We see more, smaller 
hospitals than larger hospitals using 
mAb.”

Only 3% of Michigan’s 
population resides in the Upper 
Peninsula, but Fales reported that, 
at the time, that region accounted 
for a significant portion of mAb 
treatments administered. 

Fales also reported strong 
treatment use in Flint and Saginaw. 
Among the top 10 hospitals that 
have reported using mAb, five are 
level I or level II trauma centers 
while the other five are community 
hospitals, according to Fales. “A little 
over one-third of the infusions are 
currently occurring in EDs, and this 
percentage has steadily decreased as 
more infusion centers have come 
online,” Fales said. “Infusion centers 
are now the primary site of mAb 
therapy initiation. Outpatient clinics 
and long-term care settings each 
represent about 6%.”

Michigan officials have been 
tracking metrics associated with 
mAb treatment closely, finding most 

patients receiving the treatment 
tend to skew older, noted Fales. For 
instance, out of a total of 1,506 
patients, 936 were eligible to receive 
the treatment because they were age 
65 years or older, with another 251 
patients between ages 55 to 64 with 
risk factors. 

A total of 423 patients receiving 
mAb were obese, 255 had diabetes, 
and 86 had chronic kidney disease. 
Fales indicated 70 patients receiving 
mAb had immunosuppressive disease, 
and 64 were on immunosuppressive 
therapies.

Following mAb infusions, most 
patients returned home, but 2.6% 
ended up admitted to the hospital. 
This was almost always because of 
disease progression that occurred 
during the infusion, according to 
Fales. 

However, state investigators have 
found the treatment to be quite safe, 
with no problems associated with 
95% of infusions. 

“We have not identified any 
severe adverse events attributed 
to the medicine, nor any cases of 
anaphylaxis or life-threatening 
allergic reactions,” Fales said. “In the 
5% of cases that did report [adverse 
reactions], most were relatively mild 
and self-limited, and aligned with 
symptoms that are also consistent 
with COVID-19.”

For instance, there were two cases 
of altered mental status following the 
infusions that resulted in hospital 
admission, but these reactions could 
not be attributed to the medicine. 
Clinicians believed they were 
potentially the result of COVID-19.

Looking at outcomes, state 
investigators report that out of 772 
of cases that were followed for two 
weeks after the mAb infusions took 
place, 39 patients were hospitalized 
later. Among those hospitalized, 22 
were older than age 64. “We don’t 

have a Michigan control group for 
comparison. That makes it a little 
more challenging to measure the 
impact. However, the reported 
hospitalization rates in untreated, 
placebo patients who are high risk 
from clinical trials range from 9% to 
15%,” Fales said.

Further, in phone interviews 
conducted with 152 patients who 
received mAb infusions, two-thirds 
reported clinical improved within 
two days of the infusion, and 96% 
reported improvement at the time of 
the phone interview, which usually 
was at least 14 days following the 
mAb treatment.

Spread the Word

“The ability of mAb [treatment] 
to reduce hospitalization remains to 
be determined, but our preliminary 
experience in Michigan is certainly 
encouraging, and it supports 
continuation and expansion,” Fales 
said.

However, he noted spreading 
the word about mAb treatment has 
proven challenging. “The targeted 
... clinicians are not just sitting 
around and waiting to read the 
newest articles; they are taking care of 
patients right now.”

To solve the communication 
challenges, Michigan health officials 
have developed a multipronged 
approach. 

“We started out by doing some 
webinars and conference calls with 
different professional associations, our 
Federally Qualified Health Centers, 
and nursing home medical directors,” 
Fales shared. “That still has not 
been enough to get the word out, so 
we just initiated a mass mailing to 
almost 300,000 licensed clinicians 
throughout the state through our 
licensing agency. It explains what 
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mAb therapy is all about, provides 
information on qualifying patients, 
and how [clinicians] might be able 
to access the treatment for their 
patients.”

Now, Michigan officials are 
considering how they might begin 
making patients aware of mAb 
treatment. 

“There is nothing wrong with 
a patient asking their primary care 
provider or the clinician who ordered 
the [COVID-19] test how they might 
seek monoclonal antibody therapy 
if it is appropriate for them,” Fales 
stressed.

The fact mAb treatment is 
delivered through an IV infusion 
may well have prompted some 
hospitals not to become involved, but 
Fales noted the logistics are not as 
burdensome as some administrators 
suspect. “It does not require one-on-
one nursing and it does not require 

an intravenous infusion pump,” he 
explained.

Flint and Saginaw, areas with 
strong mAb treatment adoption, also 
include facilities that have been hit 
hardest during the pandemic. “One 
nurse and one paramedic can easily 
take care of four or five patients at a 
time, so it isn’t a huge burden, I don’t 
believe, in terms of staffing,” Fales 
said.

Hearing from colleagues who 
are using mAb treatment can be 
particularly effective in convincing 
clinicians to consider mAb for their 
patients. 

“We were able to bring in 
representatives from two of our 
hospitals, one large tertiary care 
hospital and one community hospital. 
They both just talked for about five 
minutes on their experience in more 
of a peer-to-peer [exchange],” Fales 
said. “After that, we definitely saw 

an uptake in hospital use [of the 
medicine].”  n

REFERENCES
1 . Chen P,  Nirula A, Heller B, et 

al . SARS-CoV-2 neutralizing 

antibody LY-CoV555 in outpatients 

with COVID-19 . N Engl J Med 

2021;384:229-237 .

2 . U .S . Food & Drug Administration . 

Coronavirus (COVID-19) update: 

FDA authorizes monoclonal antibody 

for treatment of COVID-19 . Nov . 9, 

2020 . http://bit .ly/2V3dWMt

3 . CombatCOVID .HHS .gov . 

Monoclonal antibodies for high-risk 

COVID-19-positive patients .  

http://bit .ly/3pRLR7S

4 . TRACIE Healthcare Emergency 

Preparedness Information Gateway . 

Healthcare operations during the 

COVID-19 pandemic - speaker 

series . January 2021 .  

https://bit .ly/2NrPpRn

Surge of HIV Patients Present to EDs,  
Leaders Call for Expanded Screening

The U.S. government’s push 
to end the HIV epidemic ran 

into the COVID-19 pandemic. 
Lockdowns, travel restrictions, 
and fear are preventing many from 
accessing routine care that could 
prevent HIV or identify infections at 
an early, highly infectious stage. Many 
screening programs also are hurting 
as healthcare staff and other resources 
have been reallocated toward 
COVID-19-related care.

There is an opportunity in the ED 
to initiate or expand HIV screening 
programs to identify illness and 
link patients to appropriate care. 
UChicago Medicine (UCM) has 
identified a steep increase in cases 
of acute HIV since the COVID-19 
pandemic began. Program 

administrators have put the pieces in 
place to ensure these patients receive 
needed care without interfering 
with patient flow or giving already-
overworked emergency clinicians new 
headaches. 

Symptoms of HIV, 

COVID-19 Overlap

The federally funded Expanded 
HIV Testing and Linkage to Care 
(X-TLC) program provides services 
throughout the south side of 
Chicago, but HIV screening and 
diagnoses have declined at most 
sites since the COVID-19 pandemic 
began, explains Kimberly Stanford, 
MD, MPH, assistant professor in 

emergency medicine at the University 
of Chicago. Working with colleagues 
in infectious disease, Stanford found 
a way to continue HIV screening at 
prepandemic rates in her ED at UCM 
without placing undue burdens on 
emergency clinicians. The program 
required some adjustments, but it is 
hard to overstate the effort’s value. 
During the COVID-19 pandemic, 
program administrators have seen a 
more than twofold increase in the 
number of diagnoses of acute HIV 
in patients presenting to the ED vs. 
acute HIV infection diagnoses in the 
four previous years. 

“Acute HIV is the phase that 
happens for most people ... usually 
within a few weeks of becoming 
infected,” Stanford observes. “They 

http://bit.ly/2V3dWMt
http://bit.ly/3pRLR7S
https://bit.ly/2NrPpRn
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EXECUTIVE SUMMARY

Investigators discovered a more than twofold increase in cases of acute HIV 

during the COVID-19 pandemic as part of an ED-based screening program at 

UChicago Medicine (UCM) . The cause of the increase remains unknown, but 

it underscores the importance of screening despite the fact the pandemic has 

strained all resources .

• Identifying HIV-positive patients during the acute phase is important because 

that is when patients are highly contagious .

• COVID-19 and HIV symptoms overlap . It is nearly impossible to distinguish 

between the two without testing . In fact, some patients present to the UCM 

ED concerned about COVID-19 when, in fact, they are HIV-positive .

• It is critical to make HIV screening easy for emergency clinicians . Delegate 

the notification and linkage-to-care aspects to other groups .

• The ED at UCM added a phlebotomy station to the rapid assessment area 

for patients with viral symptoms so they could undergo COVID-19 and HIV 

testing concurrently .

go through what can be a very mild 
viral illness, the symptoms go away, 
and then many people will remain 
asymptomatic — sometimes for years 
from their HIV [diagnosis].”

However, this acute phase is 
important from a public health 
standpoint because this is a time 
when a patient’s viral load is 
extraordinarily high, making the 
disease highly contagious. 

“There is a lot of transmission 
during this phase, even more so 
because most patients don’t know 
they have HIV yet because it is 
so soon after they were infected,” 
Stanford says. “It is also a very 
important time to get patients on 
antiretroviral therapy [ART]. If you 
get them on [ART] early on, you can 
reduce the severity of their illness, 
improve long-term outcomes, and 
prevent transmission from them to 
other members of the community.”

Clinicians must understand the 
symptoms of HIV and COVID-19 
can overlap. In fact, what brings 
many undiagnosed patients to the ED 
is concern they might have contracted 

COVID-19 when, in fact, they have 
contracted HIV.

“They are both acute viral illnesses, 
so you get fever, you can have body 
aches, you can have nausea, vomiting, 
diarrhea, fatigue, and headache,” 
Stanford explains, adding HIV 
symptoms also can mimic other viral 
illnesses like the flu or a cold.

Without testing, it is nearly 
impossible to tell which viral illness 
is the culprit by just looking at a 
patient and hearing about his or her 
symptoms. Further, Stanford notes 
concerns about COVID-19 may be 
driving more patients to the ED.

“In the past, if somebody thought 
they had the flu, a cold, or they 
just weren’t feeling well, they would 
be more likely to just ride it out at 
home,” she says. “Now, there is fear 
and anxiety about COVID-19.”

Ease the Burden

How can EDs resume or initiate 
HIV screening approaches that do 
not adversely affect patient flow or 

operational efficiency? Of critical 
importance, according to Stanford, is 
making the screening process as easy 
as possible for emergency clinicians. 
“That includes physicians, advanced 
practice providers, and nurses,” she 
says. “Try to make it so they have the 
least amount of work possible.”

For instance, at UCM, there is 
much educational information about 
HIV screening posted in the ED. 
This shortens the amount of time 
providers have to spend educating 
patients. Further, there is a prompt in 
the EMR that automatically pops up 
when a patient should be offered the 
screening. 

“Providers don’t have to figure out 
who is eligible. They can just click the 
button and order [HIV] screening,” 
Stanford says. “We have integrated 
it into our routine so it has become 
standard.”

Any patient younger than age 65 
years who has not been diagnosed 
with HIV or tested for the illness in 
the previous year is eligible for HIV 
screening at UCM. When the EMR 
prompt appears at triage or later, 
either the patient or the provider 
can decline the screening. Stanford 
acknowledges some providers, for 
whatever reason, will ignore the 
prompt, but the ED at UCM screens 
about 36% of eligible patients.

Streamline Screening

Once the pandemic hit, the UCM 
ED created a rapid assessment area 
for patients who were seen with viral 
illness symptoms.1 At this point, 
Stanford integrated a station into 
this area for phlebotomy, too, so that 
eligible patients who were swabbed 
for COVID-19 testing could undergo 
blood draws for HIV screening. 
“Just having that right there with 
the supplies reduced barriers because 
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people didn’t have to think about it,” 
Stanford observes.

There was some initial pushback 
to the idea of continuing with the 
HIV screening program during a 
pandemic. Leaders addressed these 
concerns with education. “We went 
to nursing meetings, physician faculty 
meetings, and resident meetings 
explaining the importance of this,” 
Stanford says. 

One other obstacle was a slight 
delay in confirmatory HIV testing 
because the lab became overwhelmed, 
but that problem has been largely 
resolved. Importantly, the approach 
does not require any additional staff 
or resources. “The tests are ordered 
and drawn by nurses and techs who 
are already taking care of the patients 
... our [ED] staff doesn’t follow up on 
any of the tests,” Stanford says. “We 
have a team from infectious disease 
... that has made a commitment to 
follow up on all the results.”

Partner with ID Staff

David Pitrak, MD, chief of 
infectious diseases and a professor of 
medicine at UCM, says the health 

system has always promoted routine 
HIV screening in the ED, but agrees 
the success of the modified approach 
depends on ensuring no extra burdens 
are placed on frontline emergency 
providers. “They are not responsible 
for following up on the test results 
and they are not responsible for doing 
any patient notification,” he says. 
“Our section [infectious diseases] 
reviews all the HIV testing for the 
entire medical center on a daily basis, 
seven days a week, and we notify any 
patients who have a positive HIV 
test.”

However, Pitrak notes that to 
effectively execute notification, 
emergency staff must understand 
how important it is to obtain good 
contact information for patients. In 
the case of UCM, that message has 
been well-received. “We have not had 
any difficulty contacting patients by 
phone after the ED visit,” he explains. 
“We actually notify more than 98% 
of patients of their results.”

Infectious disease staffers also have 
quickly linked HIV-positive patients 
to care. “For new patients who are 
diagnosed, [the linkage to care rate] is 
well above 90%,” Pitrak reports. “For 
our patients who we diagnose who 

are previously known to be infected 
[with HIV] — and we don’t know 
that until we check with public health 
— those patients are a little more 
difficult to link to care. These are the 
patients who have fallen out of care 
previously.”

Typically, for HIV-positive 
patients, a physician or social worker 
in the infectious disease division 
will contact them and explain what 
the test results mean. These staffers 
also stress there is therapy available 
immediately (i.e., the next day).

Provide Feedback

The newly tweaked HIV screening 
process at UCM has enabled that 
program to continue unabated. “I 
think ours is the only program that 
has shown that if you test people who 
have the symptoms of COVID-19, 
you are going to find a small 
percentage of patients who won’t have 
COVID-19; they will have acute 
HIV,” Pitrak says. “Those folks would 
otherwise be missed.”

Pitrak says it is unclear what 
is behind the more than twofold 
increase in acute HIV diagnoses that 
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have been observed at UCM during 
the pandemic. “We don’t know if it is 
just that people with acute infection 
are now coming to the ED because 
they are more concerned they have 
COVID-19,” he says. “A lot of 
patients tell me that they went to the 
ED because they thought they had 
COVID.”

Other factors could be playing 
a role. For instance, Pitrak observes 
there has been a decline of in-person 
visits at clinics that perform HIV 
screening and provide pre-exposure 
prophylaxis. “I think we are also 
possibly seeing an increase in new 
transmissions, and the [increase in] 
acute cases may just be the tip of the 
iceberg,” Pitrak cautions.

Regardless of the factors involved, 
Pitrak and Stanford urge EDs to 
implement or continue with routine 
HIV screening. “The lessons are that 
it is possible to do this even when 
there is a pandemic going on. Perhaps 
it is even more important with the 
pandemic because people are losing 

their access to regular outpatient 
care,” Stanford says. “The ED is 
an even more important source of 
screening and care than ever.”

By easing burdens on emergency 
personnel, that could make everyone 
more likely to participate in HIV 
screening. “Whatever ways you can 
automate [the process] — use your 
EMR to remind people, make it as 
easy as possible to order, and have 
follow-up taken care of by somebody 
else,” Stanford says.

Provide regular updates on 
screening program results to 
emergency providers. “Every month, 
and sometimes more often, we give 
feedback to all the staff about the 
HIV infections we have caught and 
any new things we have learned,” 
Stanford explains. “I think that has 
really helped to increase enthusiasm 
for the program because [emergency 
clinicians] see they are making a 
difference.”

Generally, infectious disease 
specialists will be the most logical 

partners to work with the ED in 
developing an effective HIV screening 
program, according to Pitrak. 

“Most hospitals that have an 
ED have a section of infectious 
diseases ... and these departments 
usually have a staff that sees patients 
with HIV. Even if [an infectious 
diseases department] doesn’t have a 
comprehensive HIV care program, 
the ID physician or another group 
could certainly do the notification, 
and then link [patients] to a group 
that does that type of comprehensive 
HIV care,” Pitrak advises. “There 
is no sense in screening if you can’t 
notify people of their results or link 
them to care. I think that is better 
done by a group that deals with HIV 
all the time.”  n
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TJC: Support Healthcare Workers During 
COVID-19 Pandemic

The Joint Commission (TJC) 
has issued the first in a series of 

special edition Sentinel Event Alerts 
aimed at addressing concerns raised 
by healthcare workers as they respond 
to the continuing COVID-19 
pandemic.1

The accrediting agency notes 
the feedback it has received from 
healthcare workers to its Office 
of Quality and Patient Safety 
underscores three main concerns: fear 
of the unknown, fear of contracting 
the virus, and fear of bringing the 
virus home.

Further bolstering these findings is 
a study commissioned by TJC to gain 
insight from healthcare organizations 

on the short-term and long-term 
effects of the crisis. Organizations 
reported their workers remain 
concerned about their physical and 
mental health and the well-being of 
their families. There also are concerns 
about current and future staffing 
shortages, along with job and pay 
security, considering pandemic-
related staffing reductions and 
reported furloughs.

In light of these multiple, ongoing 
worries, TJC recommends five ways 
leaders can support staff:

• Foster open and transparent 
communication to build trust, 
alleviate fears, and sustain an effective 
workforce.

• Remove barriers to mental 
healthcare services and support 
systems that bolster institutional and 
individual resilience.

• Use the National Institute for 
Occupational Safety and Health 
(NIOSH) Hierarchy of Controls 
framework to protect worker safety.2

• Develop as much flexibility as 
possible by identifying work that can 
be performed remotely. 

• Nurture opportunities for 
clinicians and other workers to 
collaborate and innovate.  n
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Safety Protocol Can Prevent Self-Harm Incidents

in the midst of crisis . Feb . 2, 2021 . 

http://bit .ly/3kjhkil
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Patients often present to the ED 
with behavioral health concerns, 

but psychiatric experts recognize the 
environment is hardly optimal for 
easing anxiety or calming a troubled 
mind. Further, patients with 
psychiatric concerns often wait in 
the ED for extended periods before 
they are connected with appropriate 
care, a time that can be fraught with 
danger for individuals at risk for 
self-harm. 

Recognizing the safety challenges 
at issue, a multidisciplinary team 
at Massachusetts General Hospital 
(MGH) in Boston developed and 
implemented a protocol aimed at 
protecting such patients. 

Early findings from a before-and-
after study suggest the range of safety 
precautions included within the 
protocol are on target. Specifically, 
in the 12 months before the protocol 
was implemented, investigators 
reported there were 13 episodes of 
attempted self-harm among 4,408 
emergency patients found to be at 
risk. In six cases, actual self-harm 
occurred. 

In the 12 months following 
implementation, there were six cases 
of attempted self-harm in a group 
of 4,523 at-risk emergency patients, 

with one case that resulted in actual 
self-harm.1 Investigators noted the 
precautions focus on creating safe 
bathrooms, increasing the number 
and training of observers who can 
monitor patients deemed at risk 
for self-harm, managing access to 
belongings and clothing, and the 
implementation of added measures 
for patients found to be at high risk.

Considering the positive results, 
the ED at MGH is continuing to 
adhere to the protocol. Investigators 
would like to see other EDs imple-
ment and monitor the effects of 
similar interventions.

The lead author of this research 
says when developing an approach to 
protect at-risk patients, it is critical 
to include representation from all 
groups that play a role in patient care 
and safety in the ED. 

“In our institution, these groups 
include emergency medicine, 
emergency psychiatry nursing, police 
and security, and administration, 
representing both overall ED 
administration and administrative 
coordinators,” explains Abigail L. 
Donovan, MD, associate director 
of the acute psychiatry service at 
MGH. “We also found consultation 
with the hospital office of the 

counsel invaluable.” By taking a 
multidisciplinary approach, ideas 
for inclusion could be honed and 
improved before implementation. 
For example, Donovan notes 
some early discussions focused on 
searching patient belongings. 

“Given the volume of patients at 
risk for self-harm presenting to our 
ED, searching the belongings of each 
patient would have required many 
hours of police and security time 
each day, and would have ultimately 
necessitated hiring additional police 
and security officers,” she observes. 
“Furthermore, the police and 
security officers felt that searching 
belongings was not a foolproof safety 
measure.”

Researchers decided to secure 
patient belongings away from 
patients. “The ED administrative 
coordinators were critical in devising 
this new workflow, which includes 
labeling belongings, storing them 
in a secure area, and logging their 
location,” Donovan notes.

Another idea that benefitted from 
multidisciplinary review concerned 
how to manage personal cellphones. 
“Initial discussions were focused 
on removing cellphones entirely 
and storing them with patient 
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belongings,” Donovan recalls. 
“However, emergency psychiatry 
representatives felt that phones were 
an important way to connect with 
psychosocial supports, including 
family and friends.”

Overall, emergency psychiatry 
believed cellphones help patients 
endure their ED stay and lower the 
risk of agitation and aggression. 

“Administrative coordinators 
also felt that if patients did not have 
access to their phones, there would 
be a large volume of calls into the 
ED ... from family members looking 
to speak with patients, [creating] 
significant challenges with managing 
the volume of these calls and 
providing patients with access to ED 
phones,” Donovan says.

Security representatives were 
concerned contraband could be 
hidden in cellphone cases. In the 
end, the multidisciplinary team 
allowed patients to access their 
phones as long as the cases were 
removed.

Protocol creators continue 
meeting as needed to review 
procedures and consider revisions. 
“These meetings are typically 

EXECUTIVE SUMMARY

A multidisciplinary team at Massachusetts General Hospital in Boston 

implemented a safety protocol to keep patients at risk of self-harm safe while 

in the ED . The approach has shown early promise in preventing self-harm 

incidents .

• The safety precautions include a focus on creating safe bathrooms, 

increasing the number of trained observers to monitor patients at risk, and 

managing access to belongings and clothing .

• Researchers found the incidents of attempted self-harm in the ED were 

halved after protocol implementation .

• Protocol creators advise a multidisciplinary approach that includes all groups 

involved with patient care and safety in the ED .

• The group that developed the protocol continues to meet to review safety 

events and revise procedures, as needed .

triggered by an identified safety 
concern,” Donovan notes. “For 
example, [this could involve] a 
protocol lapse or an identified 
near-miss event or a change in 
regulations.”

In the case of a safety concern, 
the group will meet, conduct a root 
cause analysis, and discuss potential 
interventions to prevent future 
challenges. A change in regulations 
will prompt a review of the new 
requirements and a brainstorming 
process on how best to meet them. 
From there, the group will develop 
and implement a plan.

One example involves how 
the group responded to a new 
requirement by The Joint 
Commission (TJC) to complete 
suicide screening with a validated 
tool on every patient who presents 
to the ED with a behavioral health 
chief complaint. Donovan notes the 
approach used in this case illustrates 
the critical role emergency medicine 
clinicians play in the safety protocol.

In the MGH ED, nurses 
complete the Ask Suicide-Screening 
Questions and the Columbia-Suicide 
Severity Rating Scale at triage, 

Donovan shares. Before TJC issued 
its requirement, emergency medicine 
physicians would determine risk of 
self-harm as part of the initial triage. 

“They would conduct a brief 
safety evaluation, which included 
a discussion of the presenting 
problem with a focus on safety 
concerns including suicidality 
and homicidality, a review of the 
pertinent clinical history, and 
focused mental status and physical 
exams,” Donovan recalls.

As part of the process change, 
emergency clinicians participated in 
training, designed by colleagues in 
emergency psychiatry and psychiatric 
clinical nurse specialists, to better 
understand how to perform these 
evaluations and administer the 
screening tools. 

“As roles change, additional 
training is completed to keep all 
clinicians updated,” Donovan says. 

Donovan emphasizes that safety 
reporting is a critical part of the 
protocol, not only for monitoring 
performance but also for continuous 
quality improvement. 

“Even prior to the development 
of this protocol, we actively 
promoted safety reporting among 
all ED employees,” she explains. 
“The safety reporting system has 
been streamlined to improve ease of 
use, [and] reporters receive feedback 
about their report, which reinforces 
their engagement in the system.”

In an earlier quality improvement 
initiative, staff were required to 
complete one safety report so they 
would become familiar with the 
system. “The safety reporting system 
is [now] well-embedded within our 
workplace culture and day-to-day 
operations,” Donovan reports.

To successfully implement a safety 
protocol of this nature, Donovan 
says leaders must be committed 
to making financial and time 



46   |   ED MANAGEMENT® / April 2021               ReliasMedia .com         ReliasMedia .com             ED MANAGEMENT® / April 2021   |   47

 n A more effective approach to 
identifying suicide risk in teens

 n Using mobile solutions to address 
capacity challenges

 n Leveraging huddles to prioritize 
critical information

 n A team approach addressing 
social determinants of health

COMING IN FUTURE MONTHS

Using Trained Observers to Keep At-Risk  
Patients Safe

Hiring and training observers can 
keep at-risk patients from self-

harm. Installing these observers was 
a central part of the safety protocol 
a multidisciplinary group created for 
the ED at Massachusetts General 
Hospital (MGH) in Boston. Who 
are these individuals and how are 
they prepared to serve as observers?

Abigail L. Donovan, MD, 
associate director of the acute 
psychiatry service at MGH, says 
administrators look for applicants 
with some experience in mental 
health or a healthcare setting. “Some 
applicants have worked as personal 
care attendants, medical assistants, 
mental health workers, or observers 
in other settings,” she explains.

Typically, MGH observers com-
plete a two-week training program 
developed by ED psychiatric clinical 
nurse specialists. “The training fo-
cuses on all aspects of patient safety, 
including the provision of constant 
observation with no distractions 
[such as phones or earbuds], and the 
provision of one-to-one observation, 
in the case of [patients at] high risk 
for suicide,” Donovan says. 

Observers learn about suicide 
risk as well as covert behaviors and 
the possession of dangerous items. 
They also learn about the potential 
for elopement, ingestions, and the 
risk of harm patients may pose to 
themselves or others. Further, they 
learn how to respond to concerning 
behaviors.

Observers are responsible for 
communicating any behavioral or 
safety concerns to the supervising 
RN, and they scan the physical 
environment of care with the RN so 
any potentially dangerous items are 
removed. Also, observers monitor 
patients using the bathroom, and 
they learn how to handle psychiatric 
emergencies while keeping 
themselves safe. “Observers are also 

educated on an ED patient observer 
checklist, which is a [listing] of 
individual safety concerns used as 
a communication tool between 
nursing and observers,” Donovan 
explains. 

Generally, observer training 
includes classroom time (mostly 
virtual right now because of the 
COVID-19 pandemic), remote 
slide review, and knowledge-
check assignments. There also is 
a general hospital orientation and 
“shadowing,” where an experienced 
observer mentors a trainee.

In terms of ratios, investigators 
report one observer can effectively 
monitor up to three patients as long 
as he or she has good visibility on 
the individuals.  n

investments. “These investments 
are ultimately justified by the lower 
rates of self-harm within vulnerable 
populations and by improvements in 
staff perception of safety,” Donovan 
says.

Donovan also notes a safety 
protocol must be customized to fit 
the needs of individual institutions. 
“Areas of vulnerability for at-risk 
patients may be institution-specific,” 
she explains. “Identifying these 
individual vulnerabilities can be 

accomplished through completing 
a root cause analysis of self-harm 
events.”

The development and 
implementation process may be long 
and challenging, so it is critical to 
keep goals in mind. “We were driven 
by the overarching goal of providing 
safe, humane care,” Donovan 
explains.

At each step, developers asked 
themselves what they would want 
the care to look like for their family. 

“We felt that if we designed a 
protocol that we could feel good 
about for our loved ones’ care, 
then we were on the right track,” 
Donovan adds.  n
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1. In a group of more than 

2,100 patients who received 

monoclonal antibody treatment, 

what percentage required 

a return trip to the hospital 

for worsening COVID-19 

symptoms?

a . Fewer than 20%

b . More than 15%

c . More than 10%

d . Fewer than 5%

2. The acute phase of HIV is 

important from a public health 

standpoint because this is a 

time when:

a . patients are most at risk for 

adverse events .

b . the disease is highly 

contagious .

c . patients tend to be 

asymptomatic .

d . patients are most likely to 

accept treatment .

3. After the development and 

implementation of a new 

safety protocol, investigators 

at Massachusetts General 

Hospital observed incidents of 

attempted self-harm in the ED:

a . were halved .

b . were eliminated .

c . were largely unchanged .

d . prompted greater staff 

awareness .

4. As long as he or she maintains 

good visibility on the individu-

als, how many patients at risk 

of self-harm can one trained 

observer monitor effectively?

a . 10 patients

b . Eight patients

c . Five patients

d . Three patients
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