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RE:  Hydroxychloroquine for Covid-19 therapy  
 

 
When a physician uses a product for an indication not listed in the approved labeling ("off-label"), the 
physician has the responsibility to be well informed about the product and to base the proposed use 
on scientific rationale and medical evidence. 
 
Reports of in vitro antiviral activity of hydroxychloroquine on SARS-CoV-1 prompted many medical 
professionals to consider this medication's use for off label use in patients infected with SARS-CoV-2 
/Covid-19.  Given the extraordinary influx of patients with life-threatening Covid-19 and a lack of well 
studied available treatments, the use of hydroxychloroquine has become commonplace in many 
regions.  Anecdotal reports within our healthcare community and elsewhere have raised concerns for 
increased risk or ventricular arrythmias and substantial QTc prolongation.   
 
Human trials data on the use of hydroxychloroquine are now emerging.  The human studies to date; 
many of which are yet to be published in peer reviewed journals, are limited by small numbers, study 
design, and varying doses and durations of therapy.  Nonetheless, we feel it is important to 
communicate these data to providers in an effort to aid them in their decision making for individual 
patients.  If, after reviewing a patient's case, it is felt that hydroxychloroquine may be beneficial to the 
patient, it is advised that the provider discuss the risks and potential benefits of the therapy with the 
patient or her/his proxy. 
 
In addition, it is strongly recommended that close monitoring of the patient's QTc occurs, both before 
initiation and while on the medication.  It is also recommended to avoid hydroxychloroquine if the 
patient has risk factors for QT prolongation, including concurrent medications with QT prolonging 
effects.  Likewise, it is recommended to avoid adding other medications with potential QT prolonging 
effects, such as azithromycin, unless strongly indicated and then only with close monitoring for 
arrhythmia. 
 
A brief patient information sheet is included with this memorandum.  This may be used to help inform 
patients/healthcare proxies at the time of decision making regarding hydroxychloroquine use. 
 
FDA MedWatch Advisory 4/24/2020 
“If a health care professional is considering use of hydroxychloroquine or chloroquine to treat or 
prevent COVID-19, FDA recommends checking www.clinicaltrials.gov for a suitable clinical trial and 
considering enrolling the patient.  Consider using resources available to assess a patient’s risk of QT 
prolongation and mortality.” 
 
 
 
 

http://www.clinicaltrials.gov/
http://s2027422842.t.en25.com/e/er?utm_campaign=FDA%20MedWatch%20Hydroxychloroquine%20or%20Chloroquine%20for%20COVID-19&utm_medium=email&utm_source=Eloqua&s=2027422842&lid=12853&elqTrackId=11FEF9B6DC39625149B374E3504C93AA&elq=0a2e96bf67fb4fe181491b137fc4c750&elqaid=12261&elqat=1


 
Recent Pre-publication News  
Nature Medicine research brief: 
"A phase IIb trial of 81 patients in Manaus, Brazil, treated with azithromycin in combination with high- 
or low-dose chloroquine, was reported in MedRxiv. The study, which has not yet been peer-reviewed, 
found no evidence of significant benefits of chloroquine–azithromycin and highlighted safety concerns, 
with the high-dose arm terminated early due to the incidence of QT interval prolongation. Also 
in MedRxiv, a multicenter open-label randomized control study of COVID-19 patients in China treated 
with hydroxychloroquine alone failed to show any effect on its primary endpoint, the negative 
conversion rate, but did exhibit a moderate reduction in lymphopenia and C-reactive protein levels. This 
study also has not yet been peer-reviewed."  https://www.nature.com/articles/d41591-020-00011-3 
 
“Outcomes of hydroxychloroquine usage in United States veterans hospitalized with Covid-19” 

“In this study, we found no evidence that use of hydroxychloroquine, either with or without 
azithromycin, reduced the risk of mechanical ventilation in patients hospitalized with Covid-19. An 
association of increased overall mortality was identified in patients treated with hydroxychloroquine 
alone. These findings highlight the importance of awaiting the results of ongoing prospective, 
randomized, controlled studies before widespread adoption of these drugs.”  
https://www.medrxiv.org/content/10.1101/2020.04.16.20065920v1 
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