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Remdesivir was an early front runner for therapeutic agents of interest given activity against other 

coronaviruses, some experience with Ebola and a relatively clean adverse event profile. 

Notably the agent was used in the first published experience of a patient in Washington state who received the 

drug as part of his hospitalization for CoVID-19

Gilead and the NIH had designed early trials to examine its usefulness in hospitalized patients in a placebo 

controlled fashion but also in trials to examine the duration of therapy (5 vs. 10 days) in patients with varying 

degrees of illness

Prior to initiation of these trials, the only access to the agent was through compassionate use via the FDA and 

Gilead.

Once BIDMC was selected as a trial site for two trials, a process of rapid evaluation and enrollment was 

necessary before patients received unapproved therapies, notably hydroxychloroquine which would become 

exclusionary.  

Remdesivir was then approved for Emergency Use Authorization just four months into the pandemic requiring 

a level of regulatory compliance not seen at BIDMC.

Four months after EUA approval, the drug was FDA approved in full with limited restrictions to use lending to 

the need for a stewardship process to ensure safe, equitable and responsible prescribing. 

To enable access to remdesivir through its life cycle from compassionate use to emergency use to FDA 

approval while meeting regulatory requirements and conscious stewardship.

 Jamie Levash, MSW            Project Manager                                                   Healthcare Quality

 Katy Stephenson, MD          Attending Physician-Viral Vaccine researcher      Infectious Diseases 

 Ryan Chapin, PharmD         Clinical Specialist- Infectious Disease                  Pharmacy

 Julius Yang, MD Director                                                                 Health Care Quality

 Howard Seth Gold, MD        Medical Director-Antimicrobial Stewardship        Health Care Quality, Infectious Dis

 Christopher McCoy, PharmD Clinical Manager- Infectious Diseases               Pharmacy

 Initiated compassionate use access to remdesivir through an FDA-Gilead-BIDMC pathway for patients with limited treatment 
options

 Incorporated remdesivir into treatment guidelines for review for research enrollment

 Reviewed CoVID 19 admissions for hydroxychloroquine initiation requests through stewardship and directed primary teams 
to the remdesivir local study team

 Developed the Emergency Use Pathways for important inclusions and exclusion details and daily treatment tracking with 
Health Care Quality

 Once study results were published, provided education and review for the treatment collaborative

 Tracked adverse events of concern from the Emergency Use experience

 Worked with Health Care Quality to devise an allocation scheme when early release of product did not meet demand

 With EUA transition to FDA approval, worked collaboratively to develop a treatment guideline and stewardship review

 Continually reviewed study data publication, local results, national guidance and provided BILH network guidance for best 
practice

Christopher McCoy, PharmD cmccoy@bidmc.Harvard.edu Clinical Manager, Infectious Diseases Pharmacy, Antimicrobial Stewardship
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Early review of 
access limited to 
a restrictive 
compassionate 
use process with 
limitations to 
degree of illness
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US Clinical trial 
development and linkage

Initiated compassionate use 
prior to study launch

Patient excluded from two trials due to 
need for ventilation enrolled in 
compassionate use protocol

Work with trial team and 
Research Pharm given rapid 
enrollment

Developed an early review 
by Stewardship team for 
potential enrollment in 

remdesivir trials

24 yo F pregnant excluded from trials 
enrolled in compassionate use acces

Response to primary team demand
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K Stephenson/BIDMC 
selected as site for two 

trials

38 yo M transferred from BI-Milton 
for ICU admission 

58 yo M, high risk w/ obesity, 
hypertension had to be rapidly 
intubated.

Created a reference document, 
snippet below for compassionate 
use consideration to ensure 
accepted and not study eligible

1 Completed 5 days hydroxychloroquine

2 Completed 5 days hydroxychloroquine

3 None

4 Hydroxychloroquine

5 None

6 Hydroxychloroquine

7 HCQ 3/17-18, stopped 

8 Lopinavir/ritonavir 

9 Hydroxychloroquine

10 Hydroxychloroquine

11 Hydroxychloroquine

12 Hydroxychloroquine

13 Hydroxychloroquine

14 Remdesivir compassionate use

15 Completed 5 days hydroxychloroquine

16 Completed 5 days hydroxychloroquine

17 None

18 Hydroxychloroquine

19 None

20 Hydroxychloroquine

22 Lopinavir/ritonavir 

23 Hydroxychloroquine

24 Hydroxychloroquine

25 Hydroxychloroquine

26 Hydroxychloroquine

27 Hydroxychloroquine

Developed a primer for 
primary teams to enable 
study drug release given 

high volume

May 2020 Emergency Use 
Authorization granted but 

allocation process in 
question
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Built cPOE screens to encourage 
laboratory screening before 
entry as well as special 
considerations for other study 
meds

Algorithm for trial versus EUA

Developed and sent out 
Communications given 
limited supply and 
restrictive criteria

Engaged Drug Shortage Task 
Force for prioritization 
schemeRemdesivir EUA guideline 

developed locally

Includes an algorithm to allow for 
continued enrollment in the clinical trials 

to avoid dipping into the EUA limited 
supply
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Stewardship team daily tracking  
and dose release approval to 

avoid waste

Development of unique guidance for 
an Emergency Use Authorization to 

meet regulatory compliance and 
receive further allocation

Admission Date
Last COVID 

Test MV at Enrollment Priority
Date 

Approved
Consent 

Completed

Planned 
RegimEn 

(day)

05/11/2020 05/11/2020 No 3 05/12/2020 Y 5

05/09/2020 05/08/2020 Day 1 1 05/12/2020 Y 10

05/03/2020 05/03/2020 DAY 9 2 05/12/2020 Y 10

05/11/2020 04/26/2020 DAY 2 1 05/12/2020 Y 10

05/11/2020 05/02/2020 Not at enrollment, now intubated 3, now 1 05/12/2020 Y 10

05/12/2020 05/10/2020 DAY 2 1 05/14/2020 Y 10

05/10/2020 05/12/2020 dAY 1 1 05/14/2020 Y 10

05/11/2020 05/11/2020 DAY 3 1 05/14/2020 Y 10

5/15/2020 5/15/2020 No 3 5/16/20 Y 5

5/15/2020 5/15/2020 No, O2 sat<94% 4 5/16/20 Y 5

5/14/20 5/15/20 Day 3 1 5/18/20 Y 5

5/16/20 5/16/20 No, 02 sat <94% RA, 3L 4 5/17/20 Y 5

5/15/20 5/16/20 No, 02 sat <94% RA, oximizer 10L 3 5/17/20 Y 5

5/17/20 5/17/20 5/18/20 Y 5

Tracking sheet developed to 
communicate between Health Care 

Quality and Stewardship team 

June 2020: Remdesivir 
supply opens up lending to a 

transition to Stewardship 
only approval
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A more transparent and 
functional tracking system of 
remdesivir developed for 
Performance Manager

Examination of ethnic/race 
diversity

OMR Macro development 
to ensure data integrity and 
documentationJune 2020

BILH Network Remdesivir EUA review 
done
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FDA approves Remdesivir fully 
and it earns a brand name Stewardship group engages in a full review of remdesivir trial 

publications, local experience and FDA submission to present to 
treatment collaborative, local and system P&T

Approval is broadly permissive  
for inpatients with CoVID-19
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 Fielding the “in time” trajectory of drug research, compassionate use access, expanded use access and translation of published 

experience to best practice requires collaboration and human resources to avoid unintended consequences and optimize 

efficiency.

 Education, intensive tracking and communication are key to meeting regulatory compliance and optimizing care

 Open discussion and collaboration during an acute stressful surge allows for more transparent decision making and engagement

 Use the experience from remdesivir to build upon future Emergency Use Guidance

 Continue to steward remdesivir to gain benefit in the early infection stage of viral replication

 Optimize Stewardship resources for the network to build upon experience and higher level controls

Lessons Learned

Next Steps

Results and progress 
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Formulary Review: Study Details Final recommendations for approval with restrictions
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Remdesivir Stewardship across the Network

High utilization at low volume hospitals

High demand and utilization necessitated 
network shifts of supply
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