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The current COVID-19 outbreak has led 
to global efforts to care for those affected, 
contain the current outbreak, and devel-
op vaccines and therapeutic approaches 
to prevent and treat COVID-19. In the 
absence of definitive clinical trial data, cli-
nicians and public health authorities may 
consider offering available therapies that 
have been approved for other indications 
but have insufficient preclinical or clini-
cal evidence of safety and efficacy for use 
against COVID-19. One of the unintend-
ed consequences of this approach is the 
potential creation of shortages, depriving 
existing patients who are benefiting from 
products based on their proven indications. 
To manage these allocation challenges, the 
development of evidence-based interna-
tional consensus guidelines as well as con-
sideration of supply issues is critical. Man-
ufacturers play a key, if little-recognized, 
role in responding to requests for supply.

A need for therapies for a new 
threat
Since the beginning of the COVID-19 
pandemic, a number of therapies already 
approved for other uses have been con-
sidered, studied, and/or used as potential 
treatments for COVID-19 prior to the avail-
ability of peer-reviewed data from ran-
domized, controlled clinical trials (RCTs). 
These include hydroxychloroquine and 
chloroquine (1) (including in combination 
with azithromycin), IL-6 inhibitors, TNF 

inhibitors (2), various HIV antivirals (3–5), 
among others. Their use has been based 
on limited data and experience from pre-
clinical in vitro data, biologic hypotheses, 
and uncontrolled clinical experience data. 

While urgent collaborative efforts are 
underway on a variety of fronts to devel-
op robust preclinical and clinical data on 
the use of these and many other drugs, 
none has yet identified a safe and effective 
treatment supported by high-quality clini-
cal evidence, with the exception of initial 
results on remdesivir (6, 7) and dexameth-
asone (8). However, under the current 
global pandemic conditions there may be 
an increase in demand for some of these 
products, and companies may be faced 
with supply issues related to COVID-19 
as well as fulfilling supply needs for the 
currently approved uses. Anticipating the 
potential increase in demand for products 
that may be effective against COVID-19 
but are as yet unproven, Johnson & John-
son set up a working group to develop an 
ethical decision-making framework that 
would guide decision making and ensure 
equity of access to products within its oper-
ating companies’ portfolios. This frame-
work was reviewed with the New York 
University Langone’s Compassionate Use 
Advisory Committees — an independent 
body (including independent ethicists, 
physicians, and patient representatives) 
that provides guidance to the Janssen 
pharmaceutical businesses of Johnson & 

Johnson on the ethical allocation of drugs 
in development in the context of preap-
proval access or compassionate use (9).

Framework for allocating 
therapies during the pandemic
Recognizing that other companies may 
experience a similar situation with 
requests for their medicines, we are shar-
ing the guiding principles (10) developed 
for the allocation of supply of approved 
medicines for prevention or treatment 
of COVID-19 in the absence of definitive 
confirmatory data. These guiding princi-
ples are currently being leveraged within 
Johnson & Johnson as part of its pandemic 
response management and planning.

In the absence of definitive data on 
efficacy and safety in COVID-19, we 
believe that the primary obligation is 
to do what is best to assure supply for 
patients who currently rely on products 
for approved uses. Therefore, we set up 
an internal control mechanism within our 
supply chain to flag new or unusually high 
orders. These are then assessed by a work-
ing group for evaluation. Orders for the 
treatment of current or newly diagnosed 
patients under the approved indication are 
given priority, and their supply prioritized.

In the absence of robust clinical trial 
data on COVID-19 patients, the next pri-
ority is supply for well-designed RCTs 
conducted according to Good Clinical 
Practice (GCP) standards with a com-
mitment to rapid and transparent shar-
ing of the results, which can provide 
important safety and efficacy data to 
inform clinical practice.

The next priority is to supply certain 
additional studies or registries that are 
not designed as RCTs but will collect and 
share additional valuable information on 
the efficacy and safety of medicines.

If there is further supply available 
after allocation is given to the groups 
above, it should be allocated as fairly as 
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Given the likelihood of continued 
requests for approved medicines and the 
prospect of similar future events, we are 
sharing our approach with the goal of 
advancing the dialog around how best to 
manage drug supply in a global epidemic.
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possible and in accordance with local 
laws and regulations, while also rec-
ognizing that there may be a variety of 
manufacturers or sources available for 
any one medicine and there may also 
be other similar medicines to choose 
from within the same class. National and 
international health authorities and reg-
ulatory bodies can perform an important 
role in assessing and guiding study and 
supply allocation efforts at both a local 
and global level. In the absence of such 
allocation guidance, we are guided by 
this ethical framework and draw upon 
an internal team of medical, ethical, and 
epidemiological experts to recommend 
an allocation plan that is based on the 
best current epidemiologic information 
about the pandemic, with the aim to save 
as many lives as possible.

Other requests, including requests 
from nonaffected areas to stock up for a 
future epidemic scenario, should be accord-
ed lower priority or denied in the absence of 
clinical evidence supporting the use of a 
medicine for treatment of COVID-19. 
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