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Preface

Bioethics is a relatively new discipline of ethics dealing with ethical problems 
arising from medicine and medical research. Healthcare professionals are being 
confronted daily with ethical dilemmas that arise from their relationships with 
patients, clinical institutions, the pharmaceutical industry, biotech firms, and so 
on. These ethical issues encompass medical futility, genetic engineering, stem cell 
research, organ transplantation, nanotechnology, allocation of scarce resources, 
inequalities in healthcare, beginning-of-life issues, and end-of-life issues. To analyze 
these issues, bioethicists use various ethical theories to assist them in finding clarity 
and consistency in their decision-making. These theories may differ in approach, 
but they all utilize established ethical rules and principles to assure prudent and 
coherent solutions in clinical situations where different people’s interests or priori-
ties conflict. These ethical principles include autonomy, beneficence, nonmalefi-
cence, confidentiality, justice, and so on. These principles serve as the backbone for 
these ethical theories, and they assist us in applying a holistic approach and coming 
to well-reasoned positions. 

The various chapters in this book present ethical dilemmas that healthcare profes-
sionals confront today and will confront in the future. Various perspectives are 
presented by the authors, which not only can assist healthcare professionals but also 
challenge them to explore and rethink some of the basic ideas in medicine and med-
ical research and pave the way into new and uncharted territories. Technological 
and medical developments are happening at a very fast pace in bioethics and we 
are being called to process our progress at a warp speed. The speed of progress is 
sometimes outpacing our ability to ethically discern the rightness or wrongness 
of our actions. As a result, we are seeing the potential for depersonalization and 
dehumanization of people who are the most vulnerable in society. The central issue 
is that scientists are not going to stop the speed of progress. Therefore, bioethicists 
must answer the call to balance risks and benefits and the nature of the human 
person and determine where to draw lines between treatments that are therapeutic 
versus those that involve enhancement and how to distribute our limited medical 
resources in a just manner globally. To accomplish this task, dialogue and transpar-
ency must continue to be enhanced and encouraged among bioethicists, research-
ers, scientists, and clinicians. The issues confronting us now and in the future in 
medicine and research are only going to become more complex, comprehensive, 
and challenging. It is the role of the bioethicist today to engage in a constructive dia-
logue with their colleagues in medicine, scientific research, law, and the biomedical 
industrial complex so that new procedures and techniques are completely vetted 
from all vantage points to preserve and defend the very dignity and respect of the 
human person. This job may appear to be daunting at first glance, but unless those 
trained in philosophical and theological ethics take the lead, the future of humanity 
will become compromised. This book is an attempt to encourage a dialogue with 

XII
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our colleagues in various disciplines to examine these critical bioethical issues from 
all sides so that the best interest of patients, families, and society as a whole will be 
protected in the future.

Peter A. Clark, S.J., Ph.D.
Professor of Medical Ethics,

John McShain Chair in Ethics,
Director-Institute of Clinical Bioethics,

Saint Joseph’s University,
Philadelphia, Pennsylvania
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Chapter 1

An Examination of Safe Injection 
Sites and Ethical Issues in 
Philadelphia, United States
Peter A. Clark and David Grana

Abstract

The opioid epidemic in the United States has been an ever-increasing public 
health crisis. Despite being a major issue in the United States for decades, relatively 
little action has been taken to address the opioid crisis. To mitigate the harm the 
opioid epidemic has caused in the United States, safe injection sites have emerged as 
a promising solution. Despite the exhaustive benefits of safe injection sites, includ-
ing the reduction in the number of opioid overdose deaths, safe injection sites have 
faced opposition in the United States. Most of these concerns in the United States 
question the legality of safe injection sites, along with potential community impli-
cations. Through examining the ethics of safe injection sites from a Catholic social 
teaching perspective and performing an integrative literature review, safe injection 
sites are clearly ethical and would aid in respecting the dignity and life of people 
who inject drugs (PWID). With safe injection sites being ethical and recommenda-
tions in this paper to overcome concerns about safe injection sites, safe injection 
sites are a viable option to combat the opioid crisis in the United States.

Keywords: safe injection sites, opioid epidemic, opioids, opioid-related disorders, 
harm reduction

1. Introduction

1.1 Ethical principles from a catholic social teaching perspective

While public health crises, such as the COVID-19 pandemic, have received tre-
mendous attention and resources, one public health crisis has seemingly been forgot-
ten for decades: The opioid epidemic. With nearly half a million Americans dead from 
opioid use in the past few decades and no foreseeable stop to the increasing number 
of opioid overdose deaths, the United States is in need of immediate solutions to the 
opioid crisis. One emerging solution to combat the opioid crisis is facilities known as 
safe injection sites. Safe injection sites allow people who inject drugs (PWID) to safely 
inject addictive substances in the presence of healthcare professionals. While safe 
injection sites have been successful in countries across the world for decades as a solu-
tion to the opioid crisis, they have recently been a topic of debate in the United States. 
Especially in cities, such as Philadelphia, where the opioid crisis is one of the worst in 
the nation, safe injection sites are an extremely promising solution.

Before safe injection sites are able to be discussed in detail, this paper will 
first provide a background to the opioid epidemic, highlighting the role of 
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pharmaceutical companies, physicians, the Drug Enforcement Agency (DEA), and 
the Food and Drug Administration (FDA) in exacerbating the opioid crisis in the 
United States. The three stages of the rise in opioid deaths will also be discussed 
in this section, showing the transition from predominately prescription opioid 
overdose deaths to heroin overdose deaths, and then the more recent transition to 
synthetic opioid overdose deaths. In addition, the impact of the COVID-19 pan-
demic on the opioid epidemic will be described, especially its role in exacerbating 
the opioid crisis in the United States.

With an understanding of the background of the opioid epidemic, this paper 
will then provide an analysis of a case study regarding the opioid crisis in the 
Kensington region of Philadelphia, which is one of the most impacted areas by the 
opioid epidemic in the country. Furthermore, this paper will then provide a detailed 
breakdown of the history of safe injection sites, along with their respective risks 
and benefits. The implications of safe injection sites for the United States will espe-
cially be emphasized in this section, along with the recent legal battle to bring safe 
injection sites to Philadelphia and other areas of the country. An ethical analysis of 
safe injection sites will then be provided from a Catholic social teaching perspective 
using the principles of the respect for human dignity, solidarity, the common good, 
and the stewardship of resources, and the relationship of safe injection sites to the 
harm reduction theory will also be discussed. The ethical analysis will provide an 
argument as to why safe injection sites should be implemented in the United States. 
Lastly, we will make seven recommendations for the successful and effective imple-
mentation of safe injection sites in the United States, highlighting legal, medical, 
educational, social, and financial aspects.

2. Opioid epidemic background

Since the 1990s, the opioid epidemic has been a devastating problem in the 
United States. According to the Centers for Disease Control and Prevention (CDC), 
between 1999 and 2019, nearly 500,000 people in the United States died from a 
drug overdose involving opioids, which accounts for nearly two-thirds of the total 
drug overdose deaths [1]. In 2019 alone, nearly 70% of the 70,630 drug overdose 
deaths involved opioids, and the total number of deaths from drug overdoses was 
four times higher in 2019 as compared to 1999 [1]. While the opioid epidemic 
has ravaged the United States for decades, it has not always been at the forefront 
of public health concerns. In 2015, Anne Case and Angus Deaton, two extremely 
well-known economists with the latter being a Nobel Prize winner, brought the 
opioid epidemic to the spotlight. While investigating morbidity and mortality 
rates for men and women from the CDC, Case and Deaton discovered a puzzling 
trend: There was a striking increase in the morbidity and mortality of middle-aged 
white non-Hispanic individuals between 1999 and 2013 [2]. According to Case and 
Deaton, between 1978 and 1998, the mortality rate for middle-aged (45–54 years 
old) white non-Hispanics in the United States fell by 2% per year on average [2]. 
However, beginning in 1999, the mortality rate for middle-aged white non-Hispan-
ics in the United States rose by an average of half a percent a year until 2013 [2]. At 
the same time mortality rates were increasing for non-Hispanic whites, morbidity 
rates experienced a direct increase as well. In a self-reported assessment of health 
status from 1997 to 1999, there was a 6.7% decrease in middle-aged non-Hispanic 
whites from the United States reporting excellent or very good health and a related 
4.3% increase in middle-aged US non-Hispanic whites reporting an increase in fair 
or poor health. At the same time, mortality and morbidity were increasing in the 
United States between 1999 and 2013 for middle-aged US non-Hispanic Whites, 
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self-reported declines in health, mental health, increases in chronic pain and inabil-
ity to work, ability to conduct daily activities of living, and clinically measured 
deteriorations in liver function [2]. All of these factors interestingly coincide with 
the increased availability of prescription opioids for pain during the 1990s [2].

The prevalence of different types of opioids has fluctuated throughout the 
epidemic in three distinct waves, with the first wave of the opioid epidemic involv-
ing the increased prescription of opioids. Prescription opioids, such as OxyContin 
and Vicodin, are frequently used to treat moderate-to-severe pain after surgery 
and chronic pain [3]. While the use of prescription opioids was originally intended 
for chronic pain from diseases, such as cancer, or for short-term use for recovering 
after surgery, in the 1990s medical professionals began expanding the use of opioids 
[4]. Physicians began to increase the long-term use of opioids in treating chronic 
nonmalignant medical conditions, which include conditions, such as sciatica and 
low-back pain [4]. Physicians were especially influenced and encouraged to increase 
the usage of prescription opioids, such as OxyContin, through aggressive marketing 
tactics from drug companies [4]. For the physicians, the message to “be proactive 
with pain and treat it aggressively,” seemed to make perfect sense, and promoted 
the use of prescription opioids, such as OxyContin [4]. In 1995, OxyContin, a 
prescription opioid-containing the highly addictive compound oxycodone pro-
duced by Purdue Pharmaceutical, was approved by the United States Government. 
OxyContin was initially approved as an extended-release reformulation of oxyco-
done that was intended to reduce abuse and addiction [5]. Since opiates at the time 
were being used recreationally and it was widely believed that individuals with 
chronic pain needed more help, OxyContin was readily approved [6]. However, 
Purdue Pharmaceutical clearly lied and deceived the public by claiming that 
OxyContin’s delayed absorption ability reduced the “abuse liability of the drug” [7].

Even though OxyContin was advertised to be less abusive than other opioids, 
Purdue Pharmaceutical had actually conducted a study in 1995 showing that 68% 
of oxycodone could be extracted from an OxyContin tablet when crushed [6]. 
Evidently, Purdue Pharmaceutical knew how highly addictive OxyContin was, 
but continued to lie about their product to increase sales. With this completely 
false claim of reducing potential abuse of OxyContin and the unwavering message 
to alleviate pain whenever possible, Purdue Pharmaceutical was able to success-
fully market their drug to physicians, which resulted in sales increasing from $48 
million in 1996 to approximately $1.1 billion in 2000 [8]. For the next 20 years after 
1995, prescription opioids, such as OxyContin, experienced a 10-fold increase in 
medical use. Interestingly, family medicine physicians with no expertise in pain 
management prescribed more opioids than any other type of physician, even pain 
specialists. In 2012, 18% of all opioid prescriptions were written by family medicine 
physicians, 15% were written by internists, and only a mere 5% were written by 
pain specialists [4].

Despite the rapid increase in the use of prescription opioids, such as OxyContin, 
in the United States beginning in the late 1990s, OxyContin was not even more 
effective than alternative drugs. For example, a randomized double-blind study 
showed that giving OxyContin every 12 hours produced comparable efficacy 
and safety results when treating chronic back pain as giving immediate-release 
oxycodone four times daily [9]. In addition, when treating patients with moder-
ate to severe cancer-related pain, a randomized double-blind study showed that 
OxyContin given every 12 hours was as effective as immediate-release oxycodone 
given four times daily [10]. Even during the FDA’s review of OxyContin in 1995, the 
FDA’s medical review officer concluded that OxyContin had no significant advan-
tages over immediate-release oxycodone [6]. Along with not producing a signifi-
cant advantage over other alternatives, there have been no studies affirming the 
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long-term effectiveness of OxyContin [3]. Moreover, in 2006, a Danish study with 
a national random sample of over 10,066 individuals that compared opioid users 
to non-opioid users revealed that opioid usage was significantly associated with 
reports of moderate/severe or very severe pain, poor self-rated health, unemploy-
ment, increased use of the health care system, and a lower quality of life [11]. With 
OxyContin seeming to have more negative effects on patients than positives, it is 
evident that its producer, Purdue Pharmaceutical, is at fault. As Oxycontin became 
one of the most prescribed opioids in America, it had also become one of the most 
abused drugs in America by 2004, resulting in an increasing number of opioid 
overdose deaths [12]. From 1999 to 2017, the number of opioid overdose deaths 
involving prescription opioids increased from 3,442 to 17,029 deaths [13].

While Purdue Pharmaceutical did nothing to inform the public about these 
harms, physicians are not infallible for their propagation of the opioid epidemic. 
Even after the addictive nature of opioids has become apparent in the past two 
decades, prescription opioids are still heavily utilized. In 2017 alone, over 191 mil-
lion opioid prescriptions were dispensed to American patients [3]. In addition, the 
long-term use of prescription opioids by an individual is connected to the prescrib-
ing patterns of the original physician they encountered [14]. For example, research-
ers discovered that doctors they marked as “high-intensity” prescribers sent one 
out of four patients home with opioids, while “low-intensity” prescribers gave 
opioids to one out of 14 patients, and patients that saw a “high-intensity” prescriber 
were over 30% more likely to become long-term users of prescription opioids [14]. 
While physicians played a role in starting the opioid epidemic, they can continue to 
exacerbate it if prescription opioids continue to be prescribed at high frequencies.

Along with physicians and large pharmaceutical companies, such as Purdue 
Pharmaceutical, the Drug Enforcement Administration (DEA), further worsened 
the opioid epidemic. For example, in 2019, the Justice Department’s inspector general 
criticized the DEA’s decision to authorize manufacturers to tremendously increase the 
production of prescription opioid painkillers between 2003 and 2013 while opioid-
related deaths in the United States surged [15]. The DEA directly oversees access to 
opioids, regulates opioid production quotas, and investigates illegal diversions of 
opioids [15]. However, the DEA failed to adequately respond to the opioid crisis as it 
increased the production quotas for oxycodone production by nearly 400% between 
2002 and 2013, even though there was significant evidence that opioids were being 
abused and overprescribed [15]. The DEA also further did not capture proper data on 
opioid abuse and other drug trends between 2002 and 2013, thereby further handi-
capping their ability to properly mitigate the opioid crisis [15].

Along with the DEA, the Food and Drug Administration (FDA) further failed 
to deal with the opioid epidemic properly. For example, the FDA failed to use its 
policing powers by providing no oversight or measure of effectiveness for a safety 
training program that aimed to reduce the improper prescription of opioids [16]. In 
2007, Congress explicitly gave the FDA the power to require the manufacturers of 
opioids to give training to physicians so that they could properly prescribe opioids, 
and the FDA was allowed to monitor the performance of these drug companies 
[16]. With this power, in 2011, the FDA asked producers of OxyContin and other 
addictive long-term opioids to pay for safety training for nearly 320,000 physicians 
prescribing their drugs, and also asked these entities to track the effectiveness of 
this training and measure other factors, such as reducing addiction, overdoses, and 
deaths [16].

Even though the safety program sounded good in theory, in practice it was 
doomed from the beginning. For example, the FDA never determined if the pro-
gram worked as the opioid manufacturers were not properly collecting the right 
type of data, and the FDA made the critical mistake of leaving the monitoring of 
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these safety programs in the hands of the drug manufacturers. In 2010, the FDA 
advisory committee of experts was aware of these potential flaws in the program’s 
design and voted 25–10 against its implementation; however, the FDA still imple-
mented the flawed program [16]. In addition, in 2013, a report by the inspector gen-
eral of the Department of Health and Human Services showed that only 14% of the 
safety programs that the FDA reviewed actually met their goals, and that the FDA 
had no enforcement actions against companies that did not provide enough infor-
mation about their safety program for it to be reviewed [16]. Hopkins researchers 
discovered that even though the FDA was aware of these problems after performing 
their own review process, they still did nothing to change it, and ultimately failed 
to regulate the opioid manufacturers [16]. This improper decision-making seemed 
to be driven by a conflict of interest between opioid manufacturers and the FDA 
staff responsible for opioid oversight [17]. Shockingly, the two FDA reviewers that 
originally approved Purdue Pharmaceutical’s oxycodone application joined Purdue 
after leaving the FDA [17]. With a conflict of interest and the lack of action, the 
FDA made no progress in limiting the devasting impacts opioids were having in the 
United States, and ultimately played a critical role in exacerbating the opioid crisis.

While prescription opioids started the opioid epidemic in the United States, 
the second wave of the opioid crisis, starting in 2010, saw a rapid increase in the 
number of opioid overdose deaths using heroin. According to the CDC, between 
2010 and 2018, opioid overdose deaths involving heroin increased by a factor of 5 
from 3,036 deaths in 2010 to 14,996 deaths in 2018 [18]. In 2018, it was estimated 
that over 808,000 individuals had used heroin in the United States [19]. While 
heroin use only started to spike around 2010, it has accounted for nearly a third 
of all opioid overdose deaths contributing to the death of over 115,000 Americans 
between 1999 and 2018 [18]. Furthermore, heroin is often combined with other 
drugs and alcohol, leading to a greater chance of overdose. In 2013, it was reported 
that over 96% of heroin users use another drug, while 61% report using at least 
three different drugs [20]. Since heroin is typically injected using needles, heroin 
users are also at risk of contracting HIV, Hepatitis B, and Hepatitis C. In 2017, the 
CDC reported that almost 9% of the 38,738 diagnoses of HIV in the United States 
resulted from the injection of drugs, such as heroin [21].

Despite the devastating impact that heroin and prescription opioids have had 
on the United States during the opioid epidemic, the third wave of the opioid 
epidemic, starting in 2013, has been characterized by the development of deadly 
synthetic opioids. The use of synthetic opioids, such as fentanyl and Tramadol, is 
currently the leading cause of opioid deaths. For example, in 2018, over 31,000 peo-
ple died from overdoses involving synthetic opioids excluding methadone, which 
was a 10% increase from 2017 [22]. From 2010 to 2013, the national rate of synthetic 
opioid overdose deaths was approximately 1 per 100,000 individuals, while this rate 
tripled from 2013 to 2015 to nearly 3.1 synthetic opioid overdose deaths per 100,000 
individuals [23]. Fentanyl is particularly problematic as it is 50–100 times more 
potent than morphine, and is often mixed with heroin and cocaine without the 
knowledge of the user, as it can increase the euphoric effects [22].

With the increased usage of synthetic opioids in recent years, the opioid epi-
demic began to emerge as a public health crisis. On October 26, 2017, President 
Trump officially declared the opioid epidemic a “public health emergency” [24]. 
With this declaration, President Trump instructed the Health and Human Services 
(HHS) secretary, Eric D. Hargan to declare the opioid epidemic a public health 
emergency [24]. With Hargan’s declaration, HHS was allowed to allocate resources 
and personnel to face the opioid epidemic [25]. In particular, on March 20, 2018, 
a National Health Emergency Dislocated Worker Demonstration Grant became 
available to individuals who experienced economic and workforce-related impacts 
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caused by the opioid crisis [26]. Through providing this grant, training opportuni-
ties for skilled professions were encouraged to help those struggling with addiction 
to have a path back to the workforce.

While progress in mitigating the opioid epidemic has occurred in recent years, 
the development of COVID-19 has exacerbated the crisis. Before COVID-19, 
between 2017 and 2018, opioid-involved deaths decreased by 2%, prescription-opi-
oid involved death rates decreased by 13.5%, and heroin involved deaths decreased 
by 4% [3]. With drug overdose mortality declining for the first time in over two 
decades, there was room for optimism in 2018 that the opioid epidemic was finally 
starting to become under control [27]. However, between 2018 and 2019, drug 
overdose deaths climbed once again up to 70,000 deaths [27]. This increasing trend 
in drug overdose deaths starting before the COVID-19 pandemic, has only contin-
ued to increase as a result of the pandemic. For example, provisional drug overdose 
deaths experienced an increase of 2,146 deaths from 75,696 deaths in the 12-months 
ending in March 2020 to 77,842 deaths in the 12-months ending in April 2020, 
and drug overdose deaths experienced a 3,388 death increase from the 12-months 
ending in April 2020 to 81,230 deaths in the 12-months ending in May 2020 [28]. 
What makes these numbers so alarming is that the increase of 2,146 provisional 
drug overdose deaths and 3,388 provisional drug overdose deaths mark the largest 
monthly increases since provisional 12-month estimates began to be calculated in 
January 2015 [28]. Even more alarming is the fact that in a 12-month period end-
ing in September 2020, more than 87,000 Americans died from drug overdoses, 
which was the highest number ever recorded since the start of the opioid epidemic 
in the 1990s [29]. Moreover, the opioid crisis has even caused more devastation 
than COVID-19 in cities, such as San Francisco, where in 2020, the number of drug 
overdose deaths skyrocketed to 713 deaths as compared to the 257 individuals who 
died of COVID-19 that year [30].

With record-breaking monthly and annual surges in drug overdose deaths 
recorded at the start of COVID-19’s declaration as a national emergency, it is clear 
that the pandemic has been responsible for increasing the number of drug overdose 
deaths. While we know this is happening, why is the pandemic increasing drug 
overdose deaths? First of all, while social distancing has been critical in mitigating 
the COVID-19 pandemic, it has also unfortunately been extremely problematic for 
those recovering from drugs or for individuals that use drugs. For example, access 
to essential treatments and community groups has been disrupted, as individuals 
have been instructed to stay away from others during the pandemic [27]. While 
recommendations to avoid individuals have been generally seen as positive, an 
unintended consequence of these recommendations is that they conflict with the 
harm reduction theory’s principle of never using alone [27]. Furthermore, the 
pandemic is tremendously increasing the reasons people have to use drugs, such as 
opioids, as it has increased unemployment, feelings of loneliness and hopelessness, 
poverty, and a general desire to escape [27]. As people lose their jobs and experience 
economic and social turmoil, drugs like opioids are readily being seen as a remedy 
for these troublesome issues.

With the devastation that the pandemic has caused to the lives of so many 
individuals, it is not a surprise that heroin and synthetic opioids usage and deaths 
have seen tremendous rises. In a study of over 150,000 urine samples ordered by 
health professionals 4 months before the national emergency declaration (November 
14, 2019, to March 12, 2020) and after (March 13, 2020, to July 10, 2020), fentanyl 
prevalence increased from 3.80% to 7.32% and heroin prevalence increased from 
1.29% to 2.09% [31]. In addition, in a study of over 500,000 definite drug test results 
from Millennium Health in the periods before and after the national emergency 
for COVID-19 was declared, the national findings revealed a 31.96% increase in 
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non-prescribed fentanyl, 19.69% for methamphetamine, 10.06% increase in cocaine, 
and a 12.53% increase for heroin [32]. Along with the rise in heroin and synthetic 
drug usage, drug overdose deaths from both of these types of opioids have increased 
as well. For example, between the 12-months ending in June 2019 and the 12-months 
ending in May 2020, the 12-month count of synthetic opioid deaths increased by 
over 38.4% [28]. The increase in drug overdose deaths from heroin is co-linked with 
drug overdose deaths, as overdose deaths from cocaine typically combined with 
heroin increased by 26.5% [28]. While COVID-19 has resulted in the death of over 
530,000 individuals in the United States as of March 2021, the COVID-19 pandemic 
has only accelerated the usage and drug overdose deaths from opioids, and has 
pushed the opioid epidemic out of the concern of the public eye [33].

3. Case study

Philadelphia is home to the worst opioid crisis in the United States. Of the 10 
most populous counties in the United States, Philadelphia has the highest overdose 
rate [34]. In addition, according to the Philadelphia Department of Public Health, 
in 2019, over 1,150 people died from drug overdoses in Philadelphia with 80% of 
these overdose deaths involving opioids [35]. The COVID-19 pandemic has further 
caused an 11% increase in the number of drug overdose deaths in Philadelphia 
in the first three quarters of 2020 compared to the same period in 2019 [36]. The 
pandemic has been especially devastating for Black and Hispanic Philadelphians, 
as drug overdose deaths in the first three quarters of 2020 increased by over 
40.3% for Black Philadelphians and increased by 5.9% for Hispanic Philadelphians 
while decreasing by 7.3% for white residents [36]. These discrepancies have been 
accounted for by explanations of systemic racism experienced by Black and 
Hispanic individuals that result in less access to treatment, education, and economic 
resources [36].

Even though the number of deaths is troubling, the number of Philadelphians 
addicted to opioids is even more problematic. In 2017, the Philadelphia 
Department of Public Health estimated that over 75,000 of its residents are 
addicted to heroin and other opioids [35]. At the center of the opioid crisis in 
Philadelphia is one main neighborhood: Kensington. The Kensington District is 
home to one of the largest open-air drug markets in the United States, with buy-
ers and sellers of heroin and other opioids roaming the streets at all hours of the 
day [37]. Of the 1,217 people that fatally overdosed from drugs in Philadelphia 
in 2017, 236 individuals fatally overdosed in Kensington alone [35]. With high 
levels of opioid use and fatal drug overdoses, individuals in Kensington live in a 
perpetual state of suffering.

One resident of Kensington, Crystal, a 34-year-old mother of three children, 
is a devout heroin addict. Crystal is originally from the Kensington area and had 
several other of her relatives that were addicted to heroin [34]. After Crystal’s 
husband lost his job, Crystal began to utilize heroin as a coping mechanism for 
this loss. As Crystal and her husband divorced, she continued to abuse heroin, 
and eventually found herself living on the streets of Kensington without her chil-
dren. Through further suffering a broken ankle, Crystal continued to use heroin 
as a means to escape. Crystal would constantly need to be revived by Narcan, as 
she was heavily addicted to heroin. The heroin in Kensington, known as “Philly 
dope,” is especially more dangerous as it is often laced with the dangerous syn-
thetic opioid, fentanyl [34]. The heroin is also extremely cheap in Kensington at 
only $5 a bag making it accessible to numerous individuals. With these factors, 
Crystal remained in a state of a constant dependency on heroin. When she was 
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without it, she would experience tremendous episodes of withdrawal. Crystal 
described this lifestyle as “playing Russian roulette with your life,” but sadly 
like many other Kensington residents, she was too addicted to leave this lifestyle 
behind [34].

Although heroin users from Kensington like Crystal can grow up in Kensington, 
many users are drawn to the area for its reputation as “the Walmart of heroin” [34]. 
One middle-aged woman named Jax migrated to Kensington to start shooting up 
heroin. Jax was originally a college student that started using opioids in college but 
eventually became a prostitute after shooting up heroin in Kensington. Jax tried 
to remain sober by checking herself into rehab centers but could never escape the 
addiction. Despite having the initial support of her boyfriend, Jax’s boyfriend 
eventually left, leaving Jax alone to continue her heroin use. Like many women 
in Kensington, Jax turned to prostitution to pay for bags of heroin. Prostitutes in 
Kensington have been raped, tied up, and abused but are often afraid to tell police 
about their abuse due to their previous drug or prostitution charges. After becom-
ing pregnant in 2009, Jax used heroin for the whole nine months, and her resulting 
son currently does not live with her. In 2018, Jax spent 24 days in jail, but after being 
released, she overdosed nine times in two weeks. Despite being saved from death on 
numerous occasions, Jax simply wishes that people would “just let me die” [34].

As shown through the examples of Crystal and Jax, individuals from all different 
backgrounds can be drawn into devastating opioid addictions. Crystal inevitably 
became a product of her own environment, while Jax was attracted to Kensington for 
its powerful opioids [34]. Although each woman experienced unique life challenges, 
their current lives are plagued by a constant presence of overdosing and dependence 
on heroin. While these women could potentially benefit from rehab centers, it is evi-
dent through cases like Jax that these rehab centers are simply not enough. Even when 
Philadelphia mayor Jim Kenney attempted to clean up the streets of Kensington in 
2017, displaced residents from his projects continued to refuse the city’s offer of treat-
ment [34]. While rehab centers are unlikely to benefit Crystal and Jax, safe injection 
sites could potentially allow these individuals to slowly escape their heroin addiction, 
and at least mitigate the harm of abusing heroin.

4. Consequences of safe injection sites

4.1 Benefits of safe injection sites

While safe injection sites have been a recently new topic of discussion in the 
United States, they have benefited other countries for decades. Canada decided 
to become the first North American country to implement safe injection sites in 
2003. Leading up to their decision, Canada had been experiencing health-related 
and social harms with injection drug use, especially in Vancouver [38]. In the 
mid-late 1990s, Vancouver’s health authorities declared a public emergency after 
trends showed over 300 annual fatal overdoses occurring in the province of British 
Columbia, along with an annual new HIV infection rate of approximately 19% 
among local people who inject drugs [38]. As a result, the first legally sanctioned 
safe injection site opened in Vancouver in 2003 [38]. The Portland Hotel Society 
(PHS), a non-government organization, was responsible for the creation of the first 
sanctioned site, which initially began by members quietly building the safe injection 
site in a seemingly boarded up vacant building [38]. The regional health authority 
decided to work with PHS to open the site after its development in the form of a sci-
entific pilot known as Insite, and the site received a federal exemption under Section 
56 of the Controlled Drugs and Substances Act by the federal Health Ministry [38].
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In the years since the creation of Insite, the results have been extremely 
promising. Since 2003, there have been over 3.6 million visits to inject drugs 
under the supervision of nurses, with 6,440 overdose interventions, and zero 
fatalities [39]. Along with preventing any overdose deaths, since 2003, there have 
been approximately 48,798 clinical treatment visits from users of illicit drugs. 
Furthermore, in the most recent data from 2019, Insite had 170,731 visits by 
5,111 individuals, with 1,314 overdose interventions, and 3,158 clinical treatment 
interventions [39]. An average of 312 injections occurred at Insite per day in 2019, 
with 60% of these injections involving only opioids, 15% of injections involving 
stimulants only, and approximately 24% of injections involving a mix of opioids 
and stimulants [39]. Moreover, after the opening of Insite, the overdose mortality 
rate of all persons living within 500 m of the facility (70% of safe injection site 
users) decreased from 253 to 165 per 100,000 person-years, and one overdose 
death has been prevented for every 1137 users [40]. However, there was no change 
in overdose mortality elsewhere around the city of Vancouver, indicating the 
importance of Insite in inducing these changes. After the opening of Insite, there 
were also 67% fewer ambulance calls for treating overdoses, along with a decrease 
in HIV infections with an estimated 6–57 HIV infections being prevented per year 
in Vancouver [40].

Along with the tremendous benefits provided by Insite, the model has proved to 
be cost-effective. Insite’s operating costs are approximately $3 million per year, but 
the value of the benefits of Insite is much greater [41]. Without Insite, it is estimated 
that yearly HIV infections in Vancouver would by 83.5 infections increase from 
179.3 to 262.8 infections [41]. Using the value of 83.5 preventable HIV infections, 
Insite has been estimated to save approximately $17.6 million in lifetime HIV-related 
medical costs [41]. In addition, based on more conservative estimates, Insite has 
been estimated to prevent around three deaths per year and approximately 35 new 
cases of HIV [42]. Using these values, Insite has been estimated to have a societal 
benefit in excess of $6 million after yearly operating costs are factored in, thereby 
producing an average benefit-cost ratio of 5.21:1 [42]. Moreover, another study pro-
jected that over 54 cases of hepatitis C infections would be prevented over ten years 
with the presence of Insite [43]. The amount of cost averted per case was estimated 
to be $444,500 for each hepatitis C virus infection [43]. Through these estimates, it 
is clear that Insite is an effective use of public health resources when analyzing the 
measurable benefits of HIV infection and drug overdose deaths.

With the continued success of safe injection sites in Vancouver and around the 
world, it is evident that safe injection sites provide clear benefits to their communi-
ties. A summarized list of the benefits of safe injection sites is as follows:

1. Successfully managing on-site overdoses and reducing drug-related overdose 
death rates

2. Saving costs due to reducing disease, overdose deaths, and the need for emer-
gency medical services

3. Reducing the risk behavior associated with HIV and other blood illnesses, such 
as Hepatitis C

4. Increasing the entry into substance use disorder treatment

5. Reducing the amount and frequency individuals use drugs

6. Increasing the delivery of medical and social services [44].
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4.2 Bringing safe injection sites to the United States

Based on the success of Insite and other safe injection sites facilities, the number 
of safe injection site facilities has continued to grow. As of 2021, there are approxi-
mately 120 safe injection sites operating in ten different countries throughout 
the world: Australia, Canada, Denmark, France, Germany, Luxembourg, the 
Netherlands, Norway, Spain, and Switzerland [44]. Despite the opioid epidemic 
ravishing the United States, there are currently no safe injection sites in the country. 
However, in the past few years, several cities in the United States have been trying 
to change that. With the worst opioid crisis in the nation, in January 2018, the city 
of Philadelphia began to look toward implementing a safe injection site in the form 
of Comprehensive User Engagement Sites (CUES) [45]. CUES was developed with 
Insite as a model and adopted many of its services, such as monitoring user injec-
tion of drugs for on-site overdose care, recovery/detoxification services, referrals 
to treatment, and other health services, such as wound care, immunizations, and 
pregnancy tests [46]. CUES was also structurally similar to Insite by providing a 
reception area for PWID and giving each PWID a card with an anonymous identifi-
cation number [46]. The purpose of the card is not to collect personal information, 
but rather to provide PWID the address and phone number of the facility, phone 
number of counseling and rehabilitation programs, and also contacts to emergency 
services in case of an overdose [46]. At the reception center, PWID are also asked 
where they heard about the site from, their age and ethnicity, along with their 
interest in services, such as rehabilitation, psychiatric services, wound care, and 
clean needle exchanges [46]. After the reception, PWID can safely inject at separate 
benches in a large room under the supervision of healthcare professionals, and 
can then briefly relax in a separate lounge area for 30 minutes. During the lounge 
period, educational material, counseling, and rehabilitation services are offered to 
PWID [46]. Unlike Insite, CUES offers additional services, such as fentanyl screen-
ings, Hepatitis-C/HIV screenings, a needle exchange program, Narcan distribution 
and education, early education, and counseling for rehabilitation and detoxification 
done by individuals in recovery who have actually experienced drug addiction [46].

The services provided by CUES also have extremely promising impacts on 
population health. For example, in December 2017, SCF-averted HIV infections were 
estimated to range from 1 to 18 annually with the low range assuming a receptive 
needle sharing of 2% with the upper range assuming a receptive needle sharing of 
28.3% [47]. In addition, SCF-averted hepatitis C virus (HCV) infections were esti-
mated to range from 15 to 213 annually assuming the same receptive needle sharing 
ranges as used in the HIV estimates [47]. While the low ranges are possible for both 
averted HIV and HCV infections, the Philadelphia Department of Health estimates 
that the actual rate of needle sharing is closer to 28.3%, thereby suggesting that true 
values for averted infections should be closer to the upper limits [47]. Along with 
HIV and HCV infections, the estimated number of annual overdose deaths averted 
within 500 meters of a SCF would be between 27 and 48 deaths annually, while the 
number of averted overdose deaths from opening a SCF would be between 24 and 76 
deaths annually [47].

Along with the health impacts, the estimated financial impacts of SCFs are 
quite striking. For example, the estimated total value of overdose deaths averted 
in Philadelphia would be between $12,462,213 and $74,773,276 annually [47]. In 
addition, the estimated annual savings due to SCF skin and soft tissue infection 
(SSTI) reductions would be between $1,512,356 and $1,868,205 annually [47]. 
Furthermore, estimates predict that SCF will result in savings due to a reduction 
in emergency room visits, hospital stays, and ambulance calls. For example, the 
estimated annual savings due to SCF reducing ambulance calls for an overdose 
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is $123,776 [47]. The estimated annual savings from keeping PWID out of the 
emergency room is $280,683, while the estimated annual savings on hospitals 
for PWID who overdose would be $247,941 [47]. With these estimates, SCFs are 
expected to produce tremendous benefits to the health and financials of indi-
viduals in the city of Philadelphia.

With the promising impacts of safe injection sites in Philadelphia, numerous 
individuals in Philadelphia saw developments, such as CUES as an opportunity to 
successfully combat the opioid epidemic. In 2018, the Mayor of Philadelphia, Jim 
Kenney, and Philadelphia District Attorney Larry Krasner, both strongly supported 
the implementation of CUES. Instead of combating drug addiction through the 
criminalization of drugs by claiming a “War on Drugs,” both Kenney and Krasner 
wanted to approach drug addiction from more of a harm reduction standpoint [48]. 
Through the opioid epidemic driving violence in Philadelphia and stressing the 
EMS system, both Kenney and Krasner realized that immediate action was needed 
that focused on saving lives “in a way that research has shown to be successful.” 
[48]. For Kenney and Krasner, CUES provides not only a place where PWID can 
be safely injected under supervision, but also provides a direct link to treatment, 
resources for housing and meals, and the ability to save lives [48]. Krasner also 
expressed that he would not prosecute anyone involved in bringing safe injection 
sites to Philadelphia [48]. Moreover, safe injection sites, such as CUES, have the 
support of Philadelphia’s Health sector. In 2018, Dr. Thomas Farley, Philadelphia’s 
Health Commissioner and co-chair of the city’s opioid task force, also expressed his 
support for safe injection sites [49]. Farley described how there are “many people 
who are hesitant to go into treatment, despite their addiction, and we do not want 
them to die” [49]. Instead of letting individuals die, Farley continued to reiterate the 
sentiment that safe injection sites save lives and connect individuals to treatment 
[49]. Based on the support of numerous public officials, as of early 2018, the mes-
sage for safe injection sites was clear: CUES have the greenlight to be implemented. 
Although, instead of paying or operating any of the safe injection sites, the city of 
Philadelphia would simply be a facilitator and connector with the organizations that 
provided addiction services [49].

4.3 Legal barriers to safe injection sites in the United States

With the city of Philadelphia not directly funding safe injection sites, other 
organizations became responsible for the implementation of safe injection sites. 
Within a year, a privately funded, 501 tax-exempt, Philadelphia nonprofit corpora-
tion named Safehouse, attempted to address the opioid epidemic crisis by its plan 
to open the United States’ first safe injection site in Philadelphia [50]. However, 
Safehouse’s plan was met with immediate legal resistance. In February 2019, Bill 
McSwain, the U.S. Attorney for the Eastern District of Pennsylvania filed a civil 
lawsuit that asked a federal court to declare supervised consumption sites, other-
wise known as safe injections sites, illegal under 21 U.S. Code 856, which is a section 
of the Controlled Substances Act known as the “Crack House” Statute [50]. The 
Federal Comprehensive Drug Abuse Prevention and Control Act of 1970, known 
as the Controlled Substances Act, had the main goal of improving the manufactur-
ing, importation, exportation, distribution, and dispensing of controlled sub-
stances [51]. To create a “closed system” for controlled substances, the Controlled 
Substances Act further mandated that manufacturers, distributors, and dispensers 
of controlled substances must register with the Drug Enforcement Administration 
(DEA) [51]. In addition, the Controlled Substances Act categorized controlled sub-
stances into five schedules based on their abuse potential to further aim to mitigate 
the potential harms of these substances [51].
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In terms of safe injection sites, the Controlled Substances Act, has tremendous 
legal implications. For example, Section 856(a) of the Controlled Substances Act, 
otherwise known as the “Crack House Statute,” contains a potential barrier to estab-
lishing safe injection sites. Subsection (a) regarding the unlawful acts of Section 
856 of the Controlled Substances Act is as follows:

Except as authorized by this subchapter, it shall be unlawful:

1. Knowingly open, lease, rent, use, or maintain any place, whether permanently 
or temporarily, for the purpose of manufacturing, distributing, or using any 
controlled substance;

2. Manage or control any place, whether permanently or temporarily, either as an 
owner, lessee, agent, employee, occupant, or mortgagee, and knowingly and 
intentionally rent, lease, profit from, or make available for use, with or without 
compensation, the place for the purpose of unlawfully manufacturing, storing, 
distributing, or using a controlled substance [52].

Based on the Crack House Statute, it is illegal to run a facility where con-
trolled substances, such as opioids, are used. With this statute, operating these 
facilities is considered a federal crime and individuals can be subject to a felony 
with imprisonment of up to 20 years, and hundreds of thousands of dollars in 
fines [52]. With McSwain’s civil lawsuit against Safehouse, it now became up to 
the federal courts to decide if safe injection sites indeed violate the Crack House 
Statute. McSwain in conjunction with the Justice Department argued that the 
plain language of the law was clear, and if advocates of Safehouse wanted to 
change the law to open safe injection sites, they would have to lobby Congress 
[53]. On the other hand, advocates for Safehouse argued that the Crack House 
Statute does not apply to safe injection sites as the law only intended to impact 
the owners and tenants of drug dens at a time when the crack-cocaine epidemic 
was at its height [53]. Despite McSwain’s appeal, in October 2019, U.S. District 
Judge Gerald A. McHugh did not believe the Crack House Statute applied to 
safe injection sites, such as Safehouse, as he did not believe that lawmakers had 
safe injection sites in mind when creating the Controlled Substances Act [53]. 
McHugh further argued that the goal of safe injection sites, such as Safehouse, is 
to “reduce drug use, not facilitate it, and that it was up to Congress to amend the 
statute if it wanted to deem safe injection [53].

After this initial victory defending the implementation of safe injection sites, 
the battle over the legality of safe injection sites has continued. On February 25, 
2020, McHugh issued a Final Declaratory Judgement for Safehouse which declared 
that the proposed safe injection site did not violate any of the federal drug laws 
[50]. Safehouse asked for this judgment to be assured that they could proceed with 
their plans to open a proposed safe injection site [54]. With this reaffirmation of 
the legality of safe injection sites, Safehouse was ready to bring the first safe injec-
tion site inside the Constitution Health Plaza at the corner of Broad and McKean 
Street in South Philadelphia [54]. However, McSwain adamantly continued his 
argument against the implementation of safe injections sites under the current law, 
and appealed McHugh’s decision to the U.S. Court of Appeals for the Third Circuit a 
few days after McHugh’s final judgment [55]. McSwain also asked for an Emergency 
Motion of Stay, which would prevent safe injection sites from opening until the 
Third Circuit court made its decision [50]. Along with McSwain, community 
residents in South Philadelphia resisted the idea of safe injection sites. Residents 
argued that crime would be brought to their neighborhoods, and that safe injection 
sites were not going to solve the opioid epidemic [56].
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Despite the resistance, Safehouse did not want to slow the progress they had 
made. On March 10, 2020, in response to McSwain’s order for a stay to be issued, 
Safehouse requested that a stay not be issued on the case [50]. However, during the 
following week, the city of Philadelphia went into lockdown due to the COVID-19 
pandemic, resulting in the closure of courts across the Philadelphia area [57]. Along 
with the COVID-19 pandemic, protests against police brutality swept across the 
nation after the killing of Mr. George Floyd in late May 2020 [58]. With city and 
country officials being overwhelmed with the challenges associated with COVID-
19 and the outrage over police brutality, McHugh ultimately decided to approve 
McSwain’s emergency stay on June 25, 2020 [58]. Even though McHugh did not 
change his original verdict on safe injection sites, he believed it was the “wrong 
moment for another change in the status quo” [58]. After a long delay, a three-
member panel of the Third Circuit Court of Appeals eventually started hearing oral 
arguments on November 16, 2020 [50]. At the conclusion of the case hearing, the 
Third Circuit Court of Appeals agreed with the Government that supervised safe 
injection sites are illegal under federal law on January 13, 2021 [59]. In a 2-1 deci-
sion, the appeals court decided to change to the decision of the federal district court 
as it argued that Safehouse “knows and intends that visitors to its consumption 
room will have a significant purpose of using illegal drugs” [59]. With this decision, 
Safehouse suffered a massive blow, as opening safe injection sites became declared 
to be illegal in the United States. On February 24, 2021, Safehouse filed a Petition 
for Rehearsing En Banc, which requested a rehearsal in front of the entire panel, but 
this request was denied on March 24, 2021, despite three judges issuing strong dis-
sents to the denial [50]. Safehouse still has options to appeal to the Supreme Court 
of the United States.

With the promise of a ruling on safe injection sites going to the Supreme Court 
of the United States, several states have continued to lobby for state laws that sup-
port the implementation of safe injection sites. For example, after first introducing 
the idea of Harm Reduction Centers in 2019, lawmakers revised two versions of a 
bill known as H 5245 and S 0016, which focus on the creation of a harm reduction 
center advisory committee and pilot program [60]. The Senate version of the bill, 
S 0016, which was passed on February 23, 2021, would result in the establish-
ment of an advisory committee that makes recommendations to the state’s Health 
Department Director on the regulation of safe injection sites. Unlike the house 
version, the Senate version of the bill provides liability protection that prevents 
“property owners, managers, employees, volunteers, clients, or participants, 
and state, city, or town government employees acting in the course and scope of 
employment” from being arrested or prosecuted [60]. If the house version of the 
bill, H 5245, is passed by the house and approved by Rhode Island Governor Gina 
Raimondo, Rhode Island could be the first state to legalize safe injection sites [60].

Along with Rhode Island, on March 2, 2021, the New Mexico House passed HB 
123, a bill authorizing counties to establish and operate OPPs (Overdose Prevention 
Programs) following guidelines that will be created by the New Mexico Department 
of Health by October 1 [61]. In the argument for the creation of OPPs, lawmakers 
took a similar legal stance to the proponents of Safehouse and argued that the pur-
pose of these sites is to protect the health of people who do drugs, not to facilitate 
drug use [61]. If the legislation passes through the New Mexico State Senate, OPPs 
will be established in New Mexico. Despite the ruling against Safehouse in January 
2021, state legislatures remain optimistic that their versions of safe injection sites 
will be federally legal, as President Biden has strongly emphasized the key compo-
nent of harm reduction in his National Drug Control Policy. The Biden-era Office 
of National Drug Control Policy (ONDCP), places a great emphasis on “confronting 
racial equity issues related to drug policy” and “enhancing evidence-based harm 
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reduction efforts” [62]. With strong support for harm reduction in combating drug 
abuse by the President, the legal approval of safe injection sites seems to be on the 
horizon.

4.4 Potential risks of safe injection sites

While safe injection sites carry tremendous potential benefits, there are also 
some important risks. Outside of the legal issues previously discussed, one main 
potential risk of safe injection sites proposed by critics is that they can encourage 
drug use and disincentive drug cessation by sending out the message that drug use 
is legally tolerable [46]. One study on Insite in Vancouver measured changes in drug 
use among PWID in Vancouver both one year before and after Insite was opened. 
This study showed that there were no significant differences in rates of relapse into 
injected drug use (17% versus 20%), or stopping injected drug use (17% versus 
15%) [63]. In addition, the study showed that there were no significant differences 
in crack cocaine smoking (12% versus 14%), rates of stopping methadone use 
(11% versus 7%) or starting methadone use (13% versus 11%), and rates of stop-
ping binge drug use (58% versus 63%) [63]. The opening of Insite clearly did not 
significantly affect community drug use or drug cessation. In addition, another 
study examined drug injection cessation between December 2003 and June 2006 in 
Vancouver after the opening of Insite with a sample of over 1090 participants, and 
it was found that 46% of participants entered into treatment [64]. Based on this 
study, drug injection cessation does not appear to decrease or be disincentivized as 
a result of opening up safe injection site facilities, such as Insite, as PWID entered 
treatment to stop drug use.

Along with potential increases in drug use and the disincentivizing of drug 
cessation, another potential risk of safe injection sites voiced by critics is that these 
sites increase crime and neighborhood disorder. In a study comparing annual 
periods before and after the opening of Insite in Vancouver, it was found that rates 
of drug trafficking, assaults, and robbery were similar after Insite’s opening [65]. 
Based on this study, neighborhood crime rates have not significantly increased or 
decreased as a result of opening safe injection sites, such as Insite. Similar to the 
trends in crime rates, there has been no evidence to show that safe injection sites 
increase neighborhood disorder. In a study comparing public injection drug use and 
public syringe disposal before and 12-weeks after the opening of Insite, there were 
statistically significant reductions in the daily mean number of injecting drug users 
injecting in public from approximately 4.3 users to 2.4 users and significant reduc-
tions in publicly discarded syringes from a daily average of 11.5 to 5.3 syringes [66]. 
This study also showed that there was a statistically significant reduction in injec-
tion-related litter for Insite as the pre/post daily mean count of injection-related 
litter decreased from 601.7 to 305.3 [66]. Based on this study, safe injection sites do 
not appear to increase neighborhood disorder. Moreover, critics of safe injection 
sites have also feared that these sites will promote drug tourism from outside of the 
community [46]. Despite the evidence showing that increases in crime rates and 
neighborhood disorder are unlikely, no studies are currently available that have 
analyzed the potential problem of drug tourism. However, scholars have pointed 
out that the majority of PWID users are residents in the area surrounding the safe 
injection Insite, so it would be unlikely that after the implementation of Insite 
people would travel long distances just to use drugs in a dangerous and impover-
ished area of Vancouver [46].

While crime rates, neighborhood disorder, and drug tourism seem unlikely to 
increase as a result of safe injection sites, continued potential risk of safe injection 
sites is the lack of community support for them. For example, South Philadelphia 
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residents felt “blindsided” by Safehouse’s decision to plan a safe injection site in 
South Philadelphia, and accused Safehouse of never soliciting the community’s 
support [49]. Many residents located near potential safe injection sites fear the 
potential for increases in crime and neighborhood disorder with some completely 
rejecting the notion that safe injection sites can even mitigate the opioid epidemic. 
However, one study analyzing community perceptions of neighborhood disorder 
5 years after the opening of the Uniting Medically Supervised Injecting Centre 
(MISC) in Australia, showed that the fears of residents seem to dissipate over time 
[67]. In this study, business owners and residents in the surrounding area of MISC 
noted that they had witnessed lower instances of public injecting and publicly 
discarded injecting equipment [67]. Over 90% of participants in this study also 
reported at least one advantage of MISC in their area [67]. Even though community 
support of safe injection sites tends to increase over time, it appears to be important 
to consult the community of proposed safe injection site locations to educate the 
members about the benefits and potential risks. This education could potentially 
make residents more understanding of safe injection sites from the start of their 
implementation.

According to critics, another potential risk of safe injection sites is that they will 
fail as PWID do not even want to quit injecting drugs to begin with. Scholars have 
argued that critics who have this viewpoint presuppose that PWID are “completely 
void of any desire to quit the drug habit, or that the PWID evaluate their desire to 
stay addicted so positively that the desire to quit is an insignificant element in their 
decision-making process” [46]. In a scenario like Insite where drug addiction is 
strong for users, it is false that PWID are completely void of any desires as addicted 
people experience a conflict between the desire to stay addicted and the desire to 
do away with drugs and start a normal life [46]. In addition, scholars believe that 
the view that the desire to quit is an insignificant element for PWID is false, as it 
implies that PWID enjoy a low quality of life along with the drug-induced euphoria 
they experience [46]. It is unreasonable to think that PWID enjoy their low quality 
of life filled with homelessness and violence in many cases. In a study of 42 PWID 
evaluating their perceptions of safe injection sites, several participants felt that safe 
injection sites would improve their neighborhoods through a lessened community 
exposure to drug use and less injection equipment on the streets [68]. Clearly, many 
PWID want to escape their life of drugs but need a facility, such as a safe injection 
site, to help overcome their addiction.

Along with the risk of safe injection sites failing based on the belief that PWID 
do not want to stop injecting drugs, safe injection sites also have financial implica-
tions. Unlike Canada where the operating costs of Insite have been provided by 
the British Columbia Ministry of Health Services and additional funding has been 
provided by Health Canada, cities in the United States are not currently funding 
safe injection sites [69]. Since the city of Philadelphia is not funding safe injection 
sites, many individuals rightfully question how these facilities will be funded and 
maintained. Before the potential opening of Safehouse in February 2020, Safehouse 
only had $200,000 in the bank, which was tremendously less than the estimated 
annual $1 million operating costs of the facility [54]. However, recently in March 
2021, the $1.9 trillion American Rescue Plan Act was enacted, which allocated $4 
billion to address the overdose crisis in America and face the challenges of substance 
use disorder and mental health [70]. Of the $4 billion, $30 million was allocated to 
“support community-based overdose prevention programs, syringe service pro-
grams, and other harm reduction services” [50]. This commitment to harm reduc-
tion may set the stage for funding for safe injection sites in the long term, although 
the funding of safe injection is still currently in the hands of private donors in the 
case of safe injection sites, such as Safehouse.
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5. Ethical analysis from a catholic social teaching perspective

The development of safe injection sites as a solution to the devasting opioid 
crisis in the United States has caused a tremendous debate amongst individuals 
from a wide variety of backgrounds. As previously discussed, the advantages of 
safe injection sites are extensive. Safe injection sites have been shown to success-
fully manage on-site overdoses, reduce drug-related overdose death rates, reduce 
the risk behavior associated with HIV and Hepatitis C, increase the delivery 
of medical and social services, and increase the number of individuals enter-
ing into substance use disorder treatment. In addition, further advantages of 
safe injection sites include reducing the amount and frequency individuals use 
drugs, along with saving costs via reducing the prevalence of diseases, overdose 
deaths, and the need for emergency medical services. While safe injection sites, 
such as Insite, have clearly been shown to be cost-effective and successful in 
combating the opioid crisis in Vancouver, safe injection sites are not without 
their concerns. Critics of safe injection sites highlight concerns of increased drug 
use, crime, neighborhood disorder and drug tourism, reduced drug cessation, 
and the notion that safe injection sites will fail as PWID do not even want to quit 
drugs to begin with. Furthermore, critics have concerns about the potential lack 
of community support, how safe injection sites will be funded, and the legality 
behind them.

While these concerns have been previously discussed, one notion of the argu-
ment that seems to be missing is the ethical implications of safe injection sites. Are 
safe injection sites even ethical to begin with? Clearly, it would not be advisable 
to support a project that is unethical in nature, even despite the end result of the 
means. Even if safe injections sites provide the end result of mitigating the opioid 
crisis, they simply cannot be unethical in nature if they are to be successfully 
instituted in the United States. To determine if safe injection sites are ethical, the 
Catholic social teaching principles of respect for human dignity, solidarity, the 
common good, and the stewardship of resources will be applied to safe injection 
sites. The relationship of safe injection sites to the harm reduction theory will also 
be elaborated on to evaluate the ethics of safe injection sites.

5.1 The principle of human dignity

The principle of human dignity is known as the foundational principle for 
Catholic social teaching. The United States Conference of Catholic Bishops 
describes the principle of human dignity as the following:

“Every human being is created in the image of God and redeemed by Jesus Christ, 
and therefore is invaluable and worthy of respect as a member of the human 
family” [71].

As expressed in this principle, every human being, from their conception to 
their death has inherent dignity and right to life based on that dignity. In practice, 
every human being, regardless of their personal race, religion, sex, age, national 
origin, sexual orientation, economic status, health, intelligence, or any other char-
acteristic that differentiates individuals from one another, is worthy of respect [72]. 
Despite differing characteristics between individuals, simply being a human being 
confers one this dignity. As a result of this dignity, the human person is always 
seen as an end in the Catholic view, not as a means. The presence of human dignity 
further guarantees every human person a claim of membership in a community 
known as the human family.



19

An Examination of Safe Injection Sites and Ethical Issues in Philadelphia, United States
DOI: http://dx.doi.org/10.5772/intechopen.104565

Applying the respect for human dignity to safe injection sites, all individu-
als, especially PWID, have an inherent value to their lives that must be respected. 
Despite using drugs, PWID are equal to every other human person in that their 
dignity must be safeguarded at all times. PWID are part of the vulnerable group of 
individuals across the world known as the invisible and dispensable minority. As a 
result, PWID are often stereotyped as less valuable members of society, and their 
dignity is overlooked. Safe injection sites respect the dignity of PWID by directly 
reducing drug use, drug overdose deaths, and diseases, all of which if left unat-
tended would directly threaten the inherent value of each PWID’s life. By helping 
to encourage PWID into substance use disorder treatment and giving them medical 
and social services, safe injections sites actually enhance the respect for human dig-
nity for PWID by protecting these individuals’ lives. Safe injection sites ultimately 
accept PWID for who they are and where they are at the present moment.

5.2 The principle of solidarity

The principle of solidarity at its core functions is to promote peace and justice 
for all, along with protecting the common good. The United States Conference of 
Catholic Bishops describes the principle of solidarity as the following:

“Catholic social teaching proclaims that we are our brothers’ and sisters keepers, 
wherever they live. We are one human family … . Learning to practice the virtue 
of solidarity means learning that ‘loving our neighbor’ has global dimensions in an 
interdependent world” [71].

As evident by this principle, every human being is part of one family known as the 
human family. Despite our national origins or any social, political, or economic barri-
ers that separate us, every human being is interconnected with one another. Promoting 
solidarity for all involves a commitment to every human being that you will seek peace 
and justice for everyone and promote the common good. The principle of solidarity is 
grounded in the Gospels’ calls for human beings to be peacemakers, and Pope Paul VI 
has elaborated on this notion by stating that “if you want peace, work for justice” [73]. 
Solidarity ultimately facilitates peace, justice, and the common good for all.

Despite this sense of togetherness across the globe, solidarity has been threat-
ened by the lack of concern for the poor and the most vulnerable individuals in 
society. The United States Bishops have even promoted the notion that more atten-
tion should be provided to “the needs of the poor, the weak, and the vulnerable, 
in a debate often dominated by more powerful interests” [71]. In terms of PWIDs, 
these individuals are part of the vulnerable, poor, and weak in society. PWIDs 
often lack social support and financial resources to overcome their addiction to the 
drug, leading them to continue in a constant cycle of addiction. Safe injection sites 
promote solidarity by emphasizing a preferential option for the poor and vulnerable 
by giving them adequate care and resources to overcome their addiction. While 
others may look down upon PWIDs, safe injection sites graciously accept them for 
the human beings they are and seek to invoke unity to overcome their addiction 
together. Safe injection sites are a direct commitment to the global community to 
reduce human suffering and ensure the value of human dignity for all.

5.3 The principle of the common good

The principle of the common good is an essential ethical imperative in Catholic 
social teaching. The United States Conference of Catholic Bishops describes the 
principle of the common good as the following:
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“The common good is understood as the social conditions that allow people to reach 
their full human potential and to realize their human dignity” [71].

Based on this definition, the common good is inevitability linked to solidarity and 
human dignity. The social conditions that promote the common good presume the 
“respect for the person,” “the social well-being and development of the group,” and 
the maintenance by a public authority that promotes the ideals of peace and justice 
[72]. Without the foundational pillars of solidarity and human dignity, there would 
be no common good. In addition, the common good implies the good of all and every 
individual, which should be sought together collectively. However, this notion of the 
common good directly contrasts with utilitarianism’s promotion of the greatest good 
for the greatest number. This utilitarian belief accepts the presence of a minority 
group always being injured, while the common good promotes equal treatment for 
all human persons. Since we are a global family of brothers and sisters, we all have a 
right and a duty to participate in society to seek the common good and well-being of 
all, especially for the poor and the most vulnerable individuals in society [71]. The 
Catholic Church emphasizes that the major role of governments and institutions is to 
protect human life and human dignity and to promote the common good [71].

With the presence of global interdependence in contemporary times, the 
principle of the common good emphasizes the “need for international structures 
that can promote the just development of the human family across regional and 
national lines” [72]. Since it is the government’s duty to promote the common good 
for all, including PWID, the creation of safe injection sites would support the goal 
of addressing the needs of the most vulnerable and poor in society. As a community 
with inherently valuable lives, we have a duty to support PWID. Reducing drug use, 
drug overdose deaths, and disease are all clear components of the common good 
that promote the inherent value of human life and are a preferential option for the 
poor and vulnerable. The common good could easily be promoted by governments 
in this case with the development of facilities, such as safe injection sites, that seek 
to combat the devastation of drug use, which affects the human person, and as a 
result, the global human community.

5.4 The principle of stewardship

The principle of stewardship is one that emphasizes the value of management, 
not ownership. The United States Conference of Catholic Bishops describes the 
principle of stewardship as the following:

“The Catholic tradition insists that we show our respect for the Creator by our 
stewardship of creation” [71].

Using this definition of stewardship, it is evident that a key role in Catholic 
social teaching is to protect the people and planet that God created. Since we are all 
created in the image of God, we not only have a moral responsibility to the environ-
ment, but also to our personal talents, personal health, and our use of the private 
property [72]. The principle of stewardship, therefore, contains the stewardship 
of resources, which in itself emphasizes a just allocation of resources in the world. 
This requirement for the just allocation of resources has tremendous implica-
tions for safe injection sites. For example, safe injection sites fulfill the duty of the 
stewardship of resources by providing a just allocation of healthcare resources. Safe 
injections sites, such as CUES discussed above, provide health care services, such 
as wound care, pregnancy tests, immunizations, recovery/detoxification services, 
referrals to treatment, and on-site overdose care to PWID, who are some of the 
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most vulnerable individuals in society. By justly allocating healthcare resources to 
PWID, the principle of the stewardship of resources is effectively and adequately 
promoted. Furthermore, safe injection sites, such as CUES, provide the vulnerable 
with equitable access to food and housing, which PWID would not have adequate 
access to without these facilities. Providing basic necessities and rights to individu-
als, such as the right to healthcare and safe injection sites, are improving the lives 
of individuals, which in turn improves the overall well-being of the interconnected 
global community. Moreover, the more general principle of stewardship is appli-
cable to safe injection sites through their ability to reduce waste in the environment. 
As previously described, safe injection sites reduce the number of drug injecting 
equipment waste present in the community, which further fulfills the goal of 
stewardship in promoting respect for God’s creation.

5.5 Ethical justification using the harm reduction theory

The driving ethical force behind the push for safe injection sites like CUES to be 
made available as a viable option for PWID is their potential to be used under the 
harm reduction idea. Harm reduction is an approach focused on minimizing the 
negative results that go hand-in-hand with drug abuse [74, 75]. Harm reduction 
techniques have both a medical and ethical impact on the individual and society as 
a whole. Harm reduction techniques accept the individuals as they are, while also 
tailoring that person’s treatment to fit his or her needs [76]. Furthermore, there are 
certain principles that are quintessential to an understanding of harm reduction, as 
listed by the Harm Reduction Coalition:

• Accepts, for better and/or worse, that licit and illicit drug use is part of our 
world and chooses to work to minimize its harmful effects rather than simply 
ignore or condemn them.

• Understands drug use as a complex, multi-faceted phenomenon that encom-
passes a continuum of behaviors from severe abuse to total abstinence and 
acknowledges that some ways of using drugs are clearly safer than others.

• Establishes quality of individual and community life and well-being–not necessar-
ily cessation of all drug use–as the criteria for successful interventions and policies.

• Calls for the non-judgmental, non-coercive provision of services and resources 
to people who use drugs and the communities in which they live to assist them 
in reducing attendant harm.

• Ensures that drug users and those with a history of drug use routinely have a 
real voice in the creation of programs and policies designed to serve them.

• Affirms drugs users themselves as the primary agents of reducing the harms of 
their drug use and seeks to empower users to share information and support 
each other in strategies that meet their actual conditions of use.

• Recognizes that the realities of poverty, class, racism, social isolation, past 
trauma, sex-based discrimination, and other social inequalities affect both peo-
ple’s vulnerability to and capacity for effectively dealing with drug-related harm.

• Does not attempt to minimize or ignore the real and tragic harm and danger 
associated with licit and illicit drug use [74].
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The CUES’ ability to allow PWID to have a safe environment to inject drugs 
gives itself the potential to be used as a harm reduction agent in and of itself. 
Furthermore, many individuals who die from opiate overdoses, such as heroin, did 
not receive the necessary medical treatment in time to save them; allowing PWIDs 
access to the CUES could possibly save many preventable deaths. If we, as a society, 
value human life as sacred, we must find a way to prevent these deaths. The CUES 
program, such as Insite in Vancouver, supervised by trained medical personnel as a 
harm reduction agent could present a viable alternative to address the growing her-
oin addiction epidemic and save thousands of lives. The heroin epidemic is growing, 
fatal overdoses are increasing, and people are becoming more and more frustrated 
by legal and political barriers to new forms of treatment being put in place to stop 
this problem. As shown above, SIFs like Insite have been shown to decrease heroin 
abuse, disease, and mortality rate in Canada and Europe. In the United States, over-
doses have led to 45,000 opioid overdose deaths in a 12-month period that ended in 
September 2017. This number is unacceptable by any standards [77]. Therefore, the 
harm reduction initiatives like Insite and a CUES must be introduced.

6. Conclusion

Safe injection sites are emerging as both an effective and ethical solution to the 
opioid crisis in the United States. However, to deal with the various concerns about 
safe injection sites along with the potential for additional benefits, this article seeks 
to make a variety of recommendations concerning the implementation of safe 
injection sites. These seven recommendations include legal, medical, educational, 
social, and financial implications that seek to make safe injection sites as effective as 
possible in the United States.

1. Legal: Mobile and portable units like a van could be used as safe injection sites 
to overcome the Crack House Statute. Even McSwain himself, a staunch critic 
of safe injection sites, acknowledged that mobile units would not be a violation 
of the Crack House Statute [78]. Since mobile and portable units do not pertain 
to real estate, McSwain does not think the Crack House Statute applies to them. 
Prevention Point Philadelphia already uses vans effectively for their clean 
needle exchange program.

2. Educational: Provide medical residents, physician assistants, nurse practitio-
ners, and medical students the opportunity to do rotations at safe injection 
sites. This would allow these medical professionals to be educated on com-
munication skills with vulnerable populations, which is often not addressed in 
medical education programs. The opportunity to do rotations would also give 
medical professionals a better sense of cultural sensitivity, further allowing 
these individuals to have a more holistic understanding of medicine.

3. Medical: Mandatory fentanyl testing at all safe injection site facilities to protect 
PWID. As discussed previously, fentanyl is over 50–100 times more potent 
than morphine and is becoming increasingly prevalent in cities such as Phila-
delphia. If we really care about PWID and want to respect their human dignity 
and their lives, then we should seek to mitigate the extremely dangerous risk of 
injecting opioids laced with fentanyl.

4. Social: Safe injection sites should provide social support services such as hous-
ing, employment, and job development counseling. This would help PWID 
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escape their addiction lifestyle, and give them skills and knowledge to be suc-
cessful and productive members of society.

5. Social: Create an advisory board to combat the concern of the lack of com-
munity involvement in the implementation of safe injection sites in various 
communities. This advisory board would be a diverse group consisting of 
medical professionals, community leaders, social workers, addiction counsel-
ors, and clergy.

6. Medical/Social: Preferably utilize addiction counselors who have been former 
addicts as they have a deeper relationality to PWID, which will allow them to 
treat PWID for who they are and where they are at in the present moment. 
These addiction counselors have walked the walked and talked the talk, which 
will enhance the rehab counseling experience.

7. Financial: No city funding should be put toward safe injection sites, as the use 
of tax dollars for safe injection sites would likely be extremely controversial. 
Instead, we recommend that safe injection sites rely on funding from grants and 
nonprofits, and potential partnerships with one to two local health systems. 
In Philadelphia, the five main health systems include Jefferson Health, The 
University of Pennsylvania Health System, Tower Health, Temple Health, and 
Trinity Health. Safe injection sites have been proved to be cost-effective and 
save medical resources by reducing the number of emergency room visits  
and the need for emergency services. As a result, partnering with safe injection 
sites could save healthcare systems money, and be a cheaper alternative than the 
expensive use of emergency medical resources.

With these recommendations, safe injection sites could legally and effectively 
open in cities across the United States with the aim of mitigating the devastation 
that the opioid epidemic has caused in the country for the last three decades.

© 2022 The Author(s). Licensee IntechOpen. This chapter is distributed under the terms 
of the Creative Commons Attribution License (http://creativecommons.org/licenses/
by/3.0), which permits unrestricted use, distribution, and reproduction in any medium, 
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Abstract

Humanity has been confronted with the concept and criteria of death for millen-
nia and the line between life and death sustains to be debated. The profound change 
caused by life support technology and transplantation continues to challenge our 
notions of life and death. Despite scientific progress in the previous few decades, 
there remain big variations in diagnosis criteria applied in each country. Death is a 
process involving cessation of physiological function and determination of death is 
the final event in that process. Legally, a patient could be declared dead due to lack 
of brain function, and still may have a heartbeat when on a mechanical ventilator. 
Though there is no point in supporting ventilation in a dead person, withdrawing 
a ventilator before the legal criteria for death may involve the physician in both 
civil and criminal proceedings. To identify the moment of death is vital to avoid 
the use of unnecessary medical intervention on a patient who has already died and 
to ensure the organ donation process, clear and transparent. The age-old standard 
of determination of death is somatic standard and cardiopulmonary standard. 
Harvard report (1968) defines irreversible coma as a replacement criterion for death 
and prescribed clinical criteria for the permanently nonfunctioning brain. The 
current unifying concept of death: irreversible loss of the capacity for consciousness 
combined with irreversible loss of the capacity to breathe. WHO (2014) adopted mini-
mum determinant death criteria, acceptable for medical practice globally, achieving 
international consensus on clinical criteria to maintain public trust and promote 
ethical practices that respect fundamental rights of individuals and minimize philo-
sophical and biomedical debate in human death. AAN (2019) endorses that the 
brain death is the irreversible loss of all functions of the entire brain and equivalent 
to circulatory death.

Keywords: definition of death, determination of death, bioethical issues of 
death, death determinant, controversies on death declaration, death declaration, 
international consensus on death declaration

1. Introduction

“The term brain death signifies that there is more than one variety of death. This 
is a serious misconception, perpetuated by such statements as “the patient declared 
brain dead at 3:00 a.m. on Thursday and died two days later.” There is only one 
real phenomenon of death that clinicians and families struggle to recognize.”
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“A case of Elaine Esposito who lapsed into coma following surgery on August 6, 
1941 and died on November 25, 1978, 37 years and 111 days later.”

President council (2008) of bioethics*1

Death is often considered in terms of medical, legal, ethical, philosophical, 
societal, cultural, and religious rationales. The biomedical definition of death is 
primarily a scientific issue supported by the best available evidence. A medical 
practitioner has certain ethical and legal responsibilities regarding death, such as 
the effort for prevention of death, determination of death, determination of time/
moment of death, declaration of death, issuing the certificate, and if needed, 
autopsy or organ removal for transplantation. That aspect has a lot of ethical, legal, 
emotional, and scientific issues. Dying is considered as a process, which affects 
different functions and cells of the body at different rates of decay. Doctors must 
decide at what moment along this process there is permanence and death can be 
appropriately declared. Diagnosis of death and a record of the time of the death, in 
most countries, are the legal responsibility of a medical practitioner. Determining 
the moment of death is vital to avoid the use of unnecessary medical interven-
tions on patients who have already died and to make sure that the method of organ 
donation is obvious and transparent. Also, the time of death is important because of 
survivorship clauses in wills.

For the millennia, human has struggled with the concept and criteria of death, 
and thus, the line between life and death continues to be debated. The profound 
changes caused by the life support in organ failure, organ substitution technology, 
and transplantation still continue to challenge our notions of life and death [1]. 
Despite scientific progress in the last few decades, there remain big variations in 
the diagnosis criteria applied in each country with legal regulations resulting in 
misunderstandings among the public and health care professionals. Since the ample 
decades, the academic literature and the media have raised the voice in alarm-
ing language in issues of death determination and dead donation practices [2]. 
Difficulty arises to distinguish valid scientific critique from those criticisms sup-
ported by the fear of death itself, mistaken diagnosis or a premature declaration of 
death, or the fear of retrieving organs from the living.

The challenges in discussions about death are complex due to philosophical, 
religious, and cultural differences in the concept and definitions of death; debate 
about ethics, law, and religion; problems in performing research and the resultant 
shortfall in information and evidence on various aspects of the dying process; dis-
pute in the validity of death determination practices; lack of understanding and/or 
awareness by general public and health professionals; last but not the least the emo-
tionally charged nature of the subject matter. There are plentiful ways of dying but 
just one way to be dead. Hence, the baseline determination of death criteria should 
be rigorous, global, and acceptable for medical practice worldwide, while remain-
ing respectful of diversities. International consensus on the clinical criteria for the 
death determination is of central importance to preserve public trust and promote 
ethical practices that respect the fundamental rights of people and promote quality 
health services [3].

In medical practice and law, the separation between being alive and dead should 
not be ambiguous. It designates the moments that follow events such as no medical 
or legal need to maintain resuscitation or life support, loss of personhood and indi-
vidual rights, decedent’s legal will execution, disposal of the estate, life insurance 

* McWhirter N. The Guinness Book of World Records. New York: Bantam Books; 1981. p. 42 [citing the 
case of Elaine Esposito who lapsed into coma following surgery on August 6, 1941 and died on November 
25, 1978, 37 years and 111 days later]
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settlement, burial or cremation of the body for final disposition, and religious 
or social ceremonies to mark the end of a life [4]. Dying is not an event rather a 
process, which affects various functions of the body at different rates of decay. The 
physician must confirm the moment along this process that there is permanence 
and death can be accurately declared [5]. Biological criteria of death are associated 
with biological features and irreversible loss of certain cognitive capabilities [6]. A 
patient could be declared dead legally as lack of brain function and may still have 
a heartbeat when on a mechanical ventilator. Though there is no justification in 
supporting the ventilation of a dead person, withdrawing the ventilator before the 
legal criteria of death may involve the doctor in both civil and criminal proceedings. 
The legitimate moment of death could be a wide range of time after the death has 
actually occurred. Many accident victims actually died at the scene of the accident 
but were declared dead officially on arrival at a hospital.

The scientific, biological, and medical aspects of the determination of death are 
still controversial. Certain ancillary and/or complementary laboratory tests could 
also be useful in situations where clinical testing cannot be executed or if confound-
ing or special conditions are present. It had been recognized that there are limita-
tions to the utilization of a number of these tests and further work will confirm the 
reliability of these tests. Death is a biological phenomenon, with profound social, 
religious, and psychological traditions, but very little background experience and 
available scientific information. The understanding of the biological aspect has 
gradually developed and strengthened as a direct result of technology, cell biology, 
organ donation, and transplantation, but was inadequately adjust in law, health 
policy, and bioethical discourse. Organ donation has forced the understanding of 
moment of death and acceptance or persisting controversy of where that line is.

It is urgent time demanding notion to adopt a minimum determination of death 
criteria to be acceptable for medical practice worldwide to achieve international 
consensus on clinical criteria to maintain public trust and promote ethical practices.

2. Philosophical, religious, and bioethical discourse/debate

The concepts and practices of death undoubtedly are influenced by values and 
social practice. The definition of death affects not only that consider to count as 
death, but also questions of grieving, medical treatment, asset disposal, organ 
donation, and a myriad of other legal and ethical issues [7].

The philosophical investigation of human death has focused on some overarch-
ing questions—What is human death? The conceptualization (definition) of death 
is the answer to this ontological question that defines death as the irreversible cessa-
tion of organismic functioning along with the irreversible loss of personhood. Next 
question, how can be determine that death has occurred? The answer is epistemo-
logical one, which furnishes both the general standard (criterion) for determining 
that death has occurred and specific clinical tests to show whether the standard has 
been met in a given case. Examples are traditional cardiopulmonary standard or 
neurological standard [8].

Finally, how do the deaths relate, conceptually, to the essence and identity as 
human persons? The metaphysics of the body and soul does so in terms of the logi-
cal dualism between the material body and consciousness or the immaterial mind. 
In the philosophy of mind, mental phenomena are nonphysical and thus distinct 
and separable from the body. The dualism of body and soul/mind suggests that 
while being a person is, undoubtedly, a matter of having a biologically human body. 
The existence of a person entails the presence of a thinking being, which has reason 
and reflection, and can consider itself as itself, in different times and places. The 
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individual identity of psychological persons is dependent on the brains’ neuro-
physiology [9]. The brain death need not be considered as biological death rather 
a proxy for the loss of individual identity, that is, personhood [10]. When a person 
has died, it does not merely mean that some biological entity no longer functions. It 
means some unique mind or person, realized as a cognitive or psychological entity, 
has ceased to exist. The personhood admits of application of the terms life and 
death. It has been exceedingly rare for the demise of a biological human organism to 
take place sometime after the death of a person. Artificial life support can maintain 
the biological life of an individual in the absence of their continued psychological 
existence. Such brain dead individuals have been considered living cadavers and 
twice dead [11]. Human life is operationally defined by the onset and cessation of 
organismal function [12]. There are two different meanings to human death being 
alive and having a life, the notion of personhood allows us to focus on the autobio-
graphical meaning of death—the loss of a person [13].

Other philosophical questions—When does a human being die? Is the organismic  
and denouement conception of death have any practical use? Schofield et al. present 
a definition of death focused on the final denouement of human beings as biologi-
cal organisms. According to their view, the moment of death is the last process in 
bodily functions that maintain homeostasis and finally ceases [14]. Reducing death 
to the biological denies an important characteristic of being human, intellectual, or 
psychological nature. The conception of death acknowledges the cognitive aspect 
of human existence, at the same time, accommodating embodiment, that we both 
have and are biological bodies [15].

Generally, people believe that death terminates the whole existence of a person. 
According to Christians’ belief, death puts an end to human existence on earth 
but does not end existence, instead opens an entrance into another sphere where 
existence continues either in heaven or hell after the final judgment that everybody 
will face it. Death is considered a type of sleep as the sleeper does not cease to exist 
while his body sleeps. Therefore, a dead person continues to exist despite the 
absence from the region in which those who remain can communicate with him. 
Sleep is understood to be temporary, but the unconsciousness in the dead is seen 
to be permanent [16]. Muslims and Jews have the same belief. The Quranic verses 
distinguish life and death, as sleep is a form of reversible unconsciousness (life) 
comparable to death as irreversible unconsciousness, both are the commandment of 
Almighty creator of the universe. With the moment of this commandment, the total 
integrating and coordinating mechanism of the human body is irreversibly lost and 
the person has no relation with this world. Finally, all religious beliefs support that 
death is the separation of the soul from the body. Plato defines death, as nothing 
else but the separation from each other of two things, soul and body [17].

Life is fundamentally grounded on the continuation of individual and collective 
cell function, dependent on the supply of nutrients and oxygen. Cell biology has 
exhibited that a layer of human cells, separated from the human organism, could 
also be grown in laboratory culture pending till bathed in a steady supply of nutri-
ents and oxygen. The human being, a complex package of trillions of cells organized 
into organ systems, requires a cardiopulmonary delivery system for oxygen and 
nutrients to reach the cells. The development and evolution of modern cardiopul-
monary resuscitation evolving into cardiopulmonary support technologies have 
been important advances informing our concepts of life and death.

The introduction of advanced medical technology poses new problems for the 
old standards that constitute death. The values automatically shape thinking of the 
death of a person, not merely a descriptive, scientific concept, but unequivocally 
contain evaluative content. The changing frontiers of the death drive to confront 
basic questions of persons and values that will adapt to address future questions. 
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It is vital to examine the evaluative content of concepts and practices relating to 
death, and reflects on what it is that we value or should value in persons. The philo-
sophical definitions of death in the absence of indisputable objective signs of death 
should be considered, loss of integrative functioning of the whole organism, failure 
to engage the environment spontaneously by respiration, loss of consciousness and 
sentiency, and the separation of some vital principles from the body.

The neurological criteria for death represent an interesting advance in the ways 
of responding to changes in death and dying. The development of medical technol-
ogy and life support techniques insist increasingly on precise notions to identify the 
most important aspect of neurological lives. However, the whole brain standard of 
death suffices in the vast majority of cases, but does not fully line up the value in 
persons. Time has come to decide the position of the current brain death standard 
as it mismatch with the values and negative consequences in determining death and 
in organ donation. Advances in technologies seem as if they will inevitably make 
this question inescapable. The prominence of biomedical criteria relying on brain 
death reduces the impact of metaphysical, anthropological, psychosocial, cultural, 
religious, and legal aspects disclosing the real value and essence of human life [6]. 
Should we retain the current brain death standard despite its mismatch with our 
values and despite negative consequences in determining death and in organ dona-
tion? Is a human being with total brain failure dead?

3. Definition of death

Ideally, the definition of death would link the concept of life or death with its 
clinical manifestations as closely as possible that fall in both two categories, the 
philosophical (conceptual), the understanding of essential differences between life 
and death, and empirical, which is to determine clinical signs, tests, or criteria that 
separate life and death most accurately.

Death is the transition from being a living mortal organism to being something 
that, though dead, retains a physical continuity with the once-living organism. 
Death is a process involving the cessation of physiological functions and the 
determination of death is the final event in that process. Death is a gradual process 
at the cellular level with tissues varying in their ability to withstand deprivation of 
oxygen. A distinction is now being made between death at the cellular and tissue 
levels and death of the person. Sydney declaration states, clinically, death lies not in 
the preservation of isolated cells but in the fate of a person. Korein’s view of the life 
of the multicellular organism as a whole could no longer be explained in terms of 
a cellular task alone. The life of a typical unicellular organism encompasses funda-
mental tasks of the metabolic and reproductive attributes of a particular organism, 
empowering it to amplify in a direction of decreased entropy production (bacteria, 
amoeba, or zygote). In a multicellular organism, a large mass of cells could be 
alive but this does not indicate that the organism as a whole was alive. Machado 
refused the hypothesis that an explanation of death should include the function 
that contributes to the key human attributes and the highest level of control in the 
hierarchy of integrating functions within the human organism [18–24].

The full version of death includes three unique ingredients such as the definition 
of death, yardstick of brain death, and the tests to prove that the standard has been 
satisfied. The definition of death is typically a philosophical task, while the criteria and 
tests are medical tasks. Particular standards and tests must match with a given defini-
tion. The definition must represent attributes that are so important and significant to 
a living entity that its absence is designate death [25, 26]. The nonfunctioning entire 
brain provokes the permanent cessation of the functioning of the organism as a whole.
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Biologically death is defined as the extinction of biological properties of life. 
Human death can be defined as the irreversible cessation of three interdependent 
and interlink vital functions of the body—the tripod of life (heart, lung, and brain). 
Another way death can be defined as a person is said to be dead, if he cannot take up 
spontaneous respiration or maintain circulation. There is growing medical consen-
sus in a unifying concept of human death, which involves the irreversible loss of the 
capacity for consciousness, combined with the irreversible loss of the capacity to 
breathe.

Uniform determination of death (UDDA) act defines death as, an individual 
who has sustained either irreversible cessation of circulatory and respiratory 
functions, or irreversible cessation of all the functions of the entire brain, including 
the brain stem, is dead. Montreal forum defines death as the irreversible loss of the 
capability for consciousness and loss of all brainstem functions. That could result as 
a consequence of permanent stoppage of circulation and/or after catastrophic brain 
injury. In the determination of death, “permanent” refers to the cessation of func-
tion that cannot resume automatically even not be restored through intervention. 
The determination of death must be made in accordance with accepted medical 
standards.

4.  Pathophysiology in death process: brain failure and ventilator 
support

The presence of the two vital functions, circulation and respiration in a body, is 
a sure sign of life. The patient who was diagnosed with entire brain failure and has 
been pronounced dead the vital functions are dependent on external support from 
the ventilator. The supporter of neurological standard designates these apparent 
signs of life are artifacts of the mechanical support that conceal the very fact that 
death has already occurred. To judge that logic, the essential facts of mechanical 
assistance for these vital functions be achieved if the interrelationship of three-body 
systems involved in breathing and circulation is understood. The three systems are 
the heart and circulatory system, the lungs and respiratory system, and the central 
nervous system. The pathophysiological processes that eventually end in mortal 
condition, total brain failure engage not only the central nervous system but also the 
circulatory and respiratory systems.

The prime functions of respiration are ventilation and diffusion. The ventila-
tion involves both inhalation and exhalation; the diffusion involves the exchange 
of oxygen and carbon dioxide between atmospheric air and blood. The respiratory 
system brings atmospheric air by inhaling process to the alveoli where oxygen from 
the atmospheric air is able to move into the blood by the process of diffusion. The 
exhaling process of breathing facilitates to rid the body of the waste products—
carbon dioxide. The walls of the alveoli are extremely thin, formed to facilitate the 
diffusion of gases between the sacs and the blood vessels. Oxygen is essential to the 
continued metabolic work of the trillions of cells in the body. The absence of an 
endless delivery of oxygen, brought into the body through inhalations and trans-
ported to the tissues by the circulatory system, the cells, tissues, and organs of the 
body would stop functioning. The gas exchange is facilitated by the contraction and 
the relaxation of the muscles of respiration and the diffusion of gases into the blood 
across the lining of the tiny alveoli.

The CNS plays a crucial role in maintaining an organism’s vital functions. The 
reticular activating system of the brainstem is also critical to the organism’s con-
scious life, essential for maintaining a state of wakefulness, which is a prerequisite 
for any of the activities associated with consciousness. The contraction of the 



37

Determination of Death: Ethical and Biomedical Update with International Consensus
DOI: http://dx.doi.org/10.5772/intechopen.100604

muscles of respiration is brought about by a signal sent from the respiratory center 
located at the brainstem. A relatively high level of CO2 in the blood stimulates the 
respiratory center to send a signal to the muscles of respiration, which excites them 
to contract. For life to continue, the CO2 must be expelled and new oxygen brought 
in. Other parts of the CNS also be involved in signaling the muscles of respiration 
to contract, like conscious breathing where a person deliberately controls the depth 
and pace of breathing or without conscious effort as during physical exercise. If the 
respiratory centers of the brainstem are disabled, the organism will not make any 
respiratory effort. The chest will remain absolutely immobile and the body’s need 
for oxygen will go unanswered [27].

To prevent the death of the organism, some external device (mechanical ventila-
tor) for the breathing process is essential. The mechanical ventilator works by alter-
ing the pressure in the lung cavities in order that oxygen-rich atmospheric air will 
travel down and CO2-rich air will travel back up the respiratory tree. Gas exchange 
in the lungs will be of no benefit to the patient unless the blood is kept moving as 
well. Incoming oxygen must be delivered to tissues that required it, and accumulat-
ing carbon dioxide must be a shift to the lungs for expulsion from the body. Hence, 
a ventilator will help the patient as long as another vital system is functional, con-
stituting the heart (working as a pump) and network of arteries, veins, and capil-
laries. The movement of blood occurs only within the body, whereas the movement 
of air is an exchange between the body and the surrounding atmosphere. Another 
relevant rationale of external support of vital systems is the indisputable fact that 
there is no part of the CNS that is absolutely essential for heart contractions within 
the way as the respiratory center in the brainstem is unconditionally essential in 
breathing. The heart is the most essential active part of the circulatory system and 
the vessels of circulation, being rigid plumbing lines that passively convey blood, 
pumped by the heart, are living tissues that undergo changes (some driven by 
CNS) to sustain a proper blood pressure. Patients of ventilator support must also 
be given drugs to maintain the blood pressure in a healthy range. Ventilator support 
designates the external supports of vital functions of breathing and circulation, in 
lieu of breathing effort of organism, stimulated by the respiratory centers of CNS, 
an external device moves the lungs and facilitates the inflow and outflow of needed 
air. It offers the heart muscle still to function, as the myocardium, like other cells 
in the body, needs oxygen to stay alive. The argument for the neurological standard 
of determination of death begins with facts that the respiratory motion supported 
in this way is not in itself a symbol of life, rather an artifact of technological 
intervention. Neither a beating heart, in this instance, a symbol of life, or merely 
the continuation of a spontaneous process would quickly cease if the ventilator is 
withdrawn [27].

Loss of the ability to breathe is not a sufficient condition for declaring that an 
individual has died, along with other functions indicative of life must be lost and 
functional losses must be irreversible. The inability to breathe automatically is 
insufficient for pronouncing death can often easily be dispelled by considering 
neurological injury that deprives a patient of the power to breathe and yet leave 
untouched the ability to continue activities dependent on other parts of the CNS. 
Patients with high spinal cord injuries remain awake and alert but dependent upon 
ventilators for respiratory support. Moreover, deprivation of all functions of the 
CNS is not a sufficient criterion for declaring death if this stoppage of function 
is not permanent. There are critical care cases that reveal the significance of this 
criterion such as a patient in a deep, nonbreathing (apneic) coma during a critical 
emergency and therefore assist in ventilator allowing time for CNS functions to 
return. Sometimes a full recovery of CNS functions happens, though the functions 
that return will only be enough to abandon the patient in a vegetative state and will 
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be labeled as a persistent vegetative state PVS.†2The deep, nonbreathing coma that 
the patient was in prior to waking into the vegetative state could not have been dead 
since the loss of functions proved to be reversible.

5. Historical landmark in biomedical aspect of death determination

5.1 Medieval landmark: transition from heart to brain

Humans have long used criteria and technology to assist in the diagnosis of 
death. The link between breath and life is equally as ancient and found in both 
Genesis (2:7) and the Qur’an (32:9). Somatic criteria, such as the presence of 
decomposition and rigor mortis, are the oldest in human history. Over 800 years 
ago, when Maimonides codified the diagnosis of death as the absence of the heart-
beat and respiration with cooling of the body [28], he was likely documenting a 
standard used from down of civilization.

In the eighteenth century, the physician was confirmed about death if the heart 
and lungs break off, but lacked adequate tests to certify it. In the twentieth century, 
the moment of death became less clear, and thus, the tests physicians had finally 
perfected proved insufficient. Historically, until the early twentieth century, physi-
cians’ inexperience in human anatomy and physiology left them poorly equipped to 
accurately test for death. From the eighteenth through the mid-twentieth centuries, 
a person was declared dead when the heart stopped beating and lungs ceased to 
function. In the early part of the twentieth century, while the standard to check 
death was well established, the understanding of when the death occurred became 
the subject of great debate. The fear of premature burial was replaced by the fear of 
apparent death sustained by life support systems. These issues reach a climax in the 
latter part of the twentieth century when the cardiorespiratory definition of death 
was reevaluated and a novice addition of brain death was introduced. Intensifying 
new questions as to the moment of death, the brain death criterion demands further 
revision of the empirical tests. The nature of death, however, does not lend itself 
to one discipline rather considers metaphysics, sociology, theology, and medicine. 
Historically, the irreversible stoppage of heart and lung functions constituted 
death as the absence of heart and lung activity immediately leading to failure of the 
entire organism. It has become apparent that cardiac and respiratory activities were 
significant for separating the living from the dead. The moment of death was firmly 
estimated but the task of confirming criteria to check for irreversible quiescence 
of functions proved more challenging and often had catastrophic consequences. A 
consensus emerged that once the heart and lungs ceased to function the person was 
dead, although the empirical criteria to test for death were suspect. Because of this 
critical divide between theory and practice, instances of premature burial occurred. 
To safeguard premature burial date back to antiquity with the Thracians, Romans, 
and Greeks, each waited 3 days for putrefaction to start before burying their dead. 
The Romans took a more extreme approach by amputation of a finger to ascertain 
if the stump bled, in addition to calling out the person’s name three times while on 
the funeral pyre. Hence, the premature burial was a great worry, though it did not 
attain climax until the eighteenth century, accelerated by the intellectual climate. 
The knowledge and scientific revolution instituted a radical change in the insight of 
life and death [29].

† Jennett B, Plum F. Persistent vegetative state after brain damage. A syndrome in search of a name. 
Lancet. 1972;1(7753):734-737
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Belief in the afterlife was not as important as life here due to the works of Bacon, 
Descartes, and Galileo, which emphasized the notion that life might be improved if 
not perfected by scientific manipulation. There is little practical obligation to worry 
oneself with an afterlife if this life could be manipulated by the art of medicine. 
Revulsion (drawing of disease) by the dissection of cadaver found in the sixteenth 
and seventeenth centuries as the study of human anatomy revealed the secrets of 
the belle mécanique, or the beautiful machine [30]. Fears of premature burial appear 
to have culminated in the eighteenth century, when George Washington made his 
dying request and Jean-Jacques Winslow in 1740 famously stated that putrefac-
tion is the only sure sign of death. In 1833, Dungson also voiced commencement 
of putrefaction as a certain sign of real death [31]. Traditionally, the physician 
uses the basic cardiopulmonary standards as heart or lung functioning criteria 
to determine the death. The physicians palpate pulse, listen for breathing, hold a 
mirror in front of the nose to test for condensation and look if the pupils were fixed. 
William Harvey, in seventeenth century, first described the circulation of blood 
and the function of the heart and under this concept, death was when the heart and 
circulation have stopped. Ibn al-Nafīs (died 1288), an Arab physician, wrote about 
pulmonary circulation 300 years before it was discovered in Europe [32–35].

During this era, fear for early burial was so prominent that led to the establish-
ment of waiting mortuaries and security coffins with alarm mechanisms and 
permanent air supply. The “Academy of sciences prize” was awarded in 1846 to  
Dr. Eugene Bouchut for his best work on the “signs of death and the means of avoid-
ing premature burials.” He suggested the utilization of the stethoscope, invented in 
1819 by Laennec, as a technological aid to diagnose death. Other popular practices 
for death determination were inserting leeches near the anus, applying specially 
designed pincers to the nipples, or piercing the heart with a long needle with a flag 
at the end, which wave if the heart is still beating. Bouchut suggested that a person 
could be declared dead if a heartbeat was absent for 2 min. He extended the period 
to 5 min, in the face of opposition [36–39]. Case reports from physicians (Harvey 
Cushing) writing around the beginning of the twentieth century had evident that 
patients of cerebral pathology would die from respiratory arrest and subsequent 
circulatory collapse. Loss of electrical activity in the brain and cerebral circulatory 
arrest might signify human death that was evident in subsequent decades. The 
advent of mechanical ventilation, halting the inevitable circulatory collapse that 
follows the cessation of spontaneous respiration with the advent of mechanical 
ventilation, and the relevance to diagnosing death using neurological standard were 
understood.

In 1959, two historical landmarks were published, Mollaret and Goulon pro-
posed the term coma de´passe´ for an irreversible state of coma and apnea, and also, 
Pierre Wertheimer’s group, a few months earlier, proposed neurological standard 
for death determination, that is, death of the nervous system [40, 41]. Those stan-
dards are practiced widely as an indicator of medical futility and a point at which 
ventilation might be stopped. Using neurological criteria, Belgian surgeon Guy 
Alexandre carried out the first transplantation from a heart-beating donor in 1963 
and Christiana Barnard performed the first heart transplantation in 1967, after 
DCD who satisfied the criteria for coma de´passe´ [40].

5.2 Papal allocution (1957): prolongation of life

A group of anesthesiologists observed problems of sustaining the body alive in 
the absence of total brain function. This problem was presented to Pope Pius XII and 
resulted in the publication of a papal allocution describing that the death declaration 
was not the province of the church. Acknowledged, it remains for the doctor to offer a 
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transparent and precise definition of death and therefore, the moment of death. Another 
important point in the relation of the “prolongation of life” was that death should not 
be opposed by extraordinary means in hopeless conditions, though precise phenom-
ena of hopelessness and extraordinary were not stated. Thus, in such hopeless cases 
resuscitation could be discontinued and death be unopposed [42].

The papal allocution culminate research, by three categories of French neurolo-
gists and neurophysiologists during 1959, separately studied comatose and apneic 
patients separately, narrated terms death of the “systema nervosum and coma 
de´passe´” translated as beyond coma or ultra-coma and subsequently by others 
as irreversible coma. These patients were respirator dependent, in an unresponsive 
coma, and areflexive. EEG and deep intracranial electrical activity were entirely 
absent. The investigators’ conclusion was that the brains of these patients were 
irreversibly dysfunctional. The WMA ethical committee and its council undertake 
dialogue and conference on death, 2 years earlier the first heart transplant by 
Christian Barnard in 1967. Wijdicks wrote that the first idea for the formation of the 
Harvard committee was recorded in a letter from Henry Beecher to Robert H. Ebert 
in September 1967. The Sydney and Harvard committees worked in parallel for 
several months, without either being aware of the other’s work [41–45].

5.3 Harvard Ad Hoc committee report and Sydney declaration: new definition

The year 1968 was a crucial time for defining human death on the neurological 
ground and a milestone event in the history of medical science. On August 5, 1968, 
the Ad Hoc committee of the Harvard medical school to examine the definition of 
brain death published a report, as irreversible coma, in the JAMA [46]. On the same 
day, the 22nd World Medical Assembly, meeting announced the Declaration of 
Sydney [47–49], a pronouncement on death that is less often quoted because it was 
overshadowed by the impact of the Harvard report. The delegates from 26 countries 
of 64 WMA member nations met in Sydney, Australia, to hold the 22nd assembly. 
The WMA had been worried about a new definition of death, to formulate a report 
of death under the new circumstances in an epoch of advances in resuscitation, 
and the increasing need to find organs for transplantation. The concept of brain 
death was formulated in this landmark report as irreversible coma. Though brain 
death has been widely accepted for the determination of death globally, many 
controversies yet to be settled. The concept evolved as a result of the convergence of 
several parallel developments including advances in resuscitation and critical care, 
research into underlying physiology of consciousness, medical futility, and ethics in 
end-life-care.

Since 1968, the concept of brain death has been extensively analyzed, debated, 
and reworked. Still, there remain much misunderstanding and confusion, espe-
cially for the general public [50]. The Declaration of Sydney touched on key philo-
sophical issues on human death. It proclaimed that in most situations physicians 
could diagnose death by the classical cardiorespiratory criteria. In spite of this, two 
modern practices in medicine force them to revise the time of death: first the ability 
to maintain circulation by artificial means and second the use of cadaver organs 
for transplantation. The essential public addresses death as a progressive process at 
the cellular level with tissues varying in their capability to cope with deprivation 
of oxygen, but clinically death “lies not in the preservation of isolated cells but in 
the fate of a person.” Also, it is described that the death determination must be 
grounded on clinical judgment, supplemented if necessary by a number of diag-
nostic aids, emphasizing the EEG. Nonetheless, it asserted that the overall judg-
ment of the physician could not be replaced by any ancillary test. The declaration 
went further, proposing a more philosophical and conceptual explanation about 
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the relationship between death and the fate of a person. The Harvard committee 
did not provide a clear concept of death but emphasized a clinical explanation of 
brain death, describing in detail the anatomical substratum and tests. The Sydney 
declaration did not use the term brain death but declared the clinical judgment for 
death determination and the Harvard committee, although mentioned the term 
brain death, finally select irreversible coma along with a detailed set of clinical 
criteria for death declaration. Both the Sydney and the Harvard committees suggest 
the use of EEG. For the purpose of the death diagnosis and transplantation, the 
Sydney declaration advocates two or more physicians not involved in transplanta-
tion should make the diagnosis, while the Harvard committee voiced that the death 
declaration should be made first, and then, physicians not involved in the trans-
plantation procedure should be the one to turn off the respirator. Both committees 
justify a legal regulation of this issue [49]. Sydney declaration was amended at 35th 
WMA, by the addition of a key point declaring that “It is essential to determine the 
irreversible cessation of all functions of the whole brain, including the brain stem” 
for diagnosis of brain death but the EEG was not mentioned and no other issues 
were modified [49, 50].

5.4  President’s commission report on medical, legal, and ethical issues in the 
determination of death: definition of death and UDDA

In July 1981, the President commission for the study of ethical problems in medi-
cine and behavioral research published a report, defining death, to the President, 
Congress, and the relevant US government departments. It proclaimed that a person 
is dead, who has experienced either irreversible stoppage of circulatory and respira-
tory functions, or irreversible cessation of all functions of the whole brain, including 
brain stem. The death determination must be practiced in accordance with accepted 
medical standards. President’s Commission report permitted consolidation of the 
whole-brain criterion of death [51].

A scientific basis was suggested to justify brain death with the theory of the 
brain as the central integrator of the body. According to this theory, the organism 
becomes a rapidly disintegrating collection of organs following the brain death 
(BD). Consequently, the concept of BD is not only an ethical and/or social concept 
or a matter of values, rather a matter of scientific facts such as irreversible stop-
page of functioning of the organism as a whole is death. The guiding principles of 
irreversible cessations of functioning of the entire brain are absolutely correlated 
with the permanent cessation of functioning of the organism as a whole as the brain 
is necessary for the functioning of the organism. The brain integrates, generates, 
interrelates, and controls complex bodily activities. A patient on a ventilator with 
entirely destroyed brain is merely a group of artificially sustained subsystems since 
the organism as a whole has ceased to function. President’s  Commission report 
also supports that rationale, convincing the gravity of the brain and recognized the 
profound instability of the brain-dead organism. In adults who have an irreversible 
stoppage of the whole brain’s function, the mechanically generated function-
ing could exist only for a limited time as the heart usually stops beating within 
2–10 days [51].

The enabling legislation for the President’s Commission directs it to study the 
ethical and legal implications of the matter of defining death, including the prob-
ability of developing a uniform definition of death [51]. The central conclusions 
were that the recent developments in medical treatment necessitate a restatement of 
the standards traditionally recognized for determining that death has occurred and 
such a restatement ought preferably to be a matter of statutory law, which should 
be uniform among all the states. The definition embodied in the statute ought to 
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address general physiological standards instead of medical criteria and tests, which 
will change with advances in biomedical knowledge and refinements in technique. 
The death is a unique episode that could accurately be confirmed either on the 
traditional grounds of permanent cessation of heart and lung functions or on the 
basis of permanent loss of functions of the entire brain. Any statutory definition 
must be separate and distinct from provisions governing the donation of cadaver 
organs and any legal rules on decisions to terminate life-sustaining treatment. 
American Bar Association, American Medical Association, and the National confer-
ence of commissioners on uniform state laws together have declared the statute, the 
Uniform Determination of Death Act (UDDA) affirmed: “an individual is dead who 
has sustained either, the irreversible cessation of circulatory and respiratory functions, 
or irreversible cessation of all functions of the entire brain, including the brain stem.” 
A determination of death must be made in accordance with the accepted medical 
standards [51].

The UDDA is a statute, to address the societal problem created in the mid-
twentieth century, due to the development of mechanical ventilation and other 
organ-sustaining technologies, to support permanently brain-injured individu-
als. The justification of the UDDA was to establish a uniform definition of death, 
determined by acceptable medical standards, that was transparent and socially 
accepted. The President’s Commission and the UDDA considered death to be a 
unique episode in spite of causation, resulting from either irreversible failure of the 
brain or circulatory function. The act acknowledged the biological facts of universal 
applicability while seeking to safeguard patients against ill-advised idiosyncratic 
pronouncements of death. The UDDA viewpoint was supported by the majority of 
medical and legal authorities, the original UDDA wording also supported by the 
AAN. The neurologic insults may cause temporary stoppage of multiple brain func-
tions, leading to disorders of consciousness, and the irreversibility component for 
the brain death criteria requires that these functions have ceased permanently, with 
no hope of resumption through clinical intervention or auto-resuscitation. Several 
medical associations support the UDDA definition of death and have participated in 
guideline development pertaining to the establishment of brain death in adults and 
children. A patient declared dead legally by considering neurologic criteria in all the 
state of USA except the state of New Jersey, however, allows for religious exemptions 
to the declaration of brain death if family members object. In such cases, death is not 
declared until the patient has met cardiopulmonary criteria for death [52–55].

5.5  Task force recommendations (1987): the guidelines for the diagnosis of brain 
death in infants and children (pediatrics guideline)

In the executive summary update of task force recommendations, declare req-
uisite for the diagnosis of brain death in children of two neurologic examinations is 
performed by two independent physicians and two apnea tests, both of which may be 
organized by the physician managing ventilator care [56, 57]. Examinations should 
follow an observation period of 24 hours for neonates less than 30 days old and 
12 hours for older infants and children up to age 18. It is significant to note that there 
may be institutional variance in the way these criteria are interpreted, and pediatri-
cians may adapt their brain death testing methods to take into account the age-related 
anatomical and physiological differences between neonates, infants, and children. 
Parents and other family members of children undergoing brain death testing may 
require close attention and additional support [58, 59]. The pediatric guidelines 
were updated in 2011 by the American Academy of Pediatrics. A recent study reveals 
widespread disparities in adherence to the guidelines nationwide. It is essential to fol-
low a standardized process to ensure accuracy in the diagnosis and inconsistencies in 
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diagnosis could lead to false-positive brain death determinations, which could erode 
the public trust in the ability of physicians to declare death [58–60].

5.6  White paper on controversies of determination of death by president council 
of bioethics: total brain failure (2008)

In December 2008, the President’s council on bioethics published a white paper 
(controversies in the determination of death) in which the neurological standard 
was carefully reexamined [27]. The council built the insight in biological reality by 
appropriately describing the clinical and pathophysiological understanding of brain 
death, which offers substantial reassurance to the ultimate validity of the neurologi-
cal standard. It effectively gives a new foundation to the justification for the neuro-
logical standard of death. The council strongly agreed that “Relaxation of the DDR 
is a morally unacceptable and logically specious way to deal with the uncertainties of the 
criteria for the death of the donor.”

The council works was a historical decision that answers lot of controversies and 
philosophical debate in light of sound biological and pathophysiological evidence; 
debate on several controversies in the determination of death includes those arising 
in the context of controlled DCD with a primary focus on the clinical and ethical 
validity of neurological standard; controlled DCD is analyzed and the traditional 
cardiopulmonary criteria, also voiced concerns about the difficulty of safeguarding 
adequate end-of-life care for the patient-donor. The principal argument was—Does a 
diagnosis of whole brain death mean that a human being is dead? In other words, does 
the neurological standard rest on a sound biological and philosophical basis? [27].

Whether a patient in the condition of total brain failure is actually dead and can 
it be said with sufficient certainty to ground a course of action as the mortal remains 
of a human being. To ascertain those, up to this time, two facts about the diagnosis 
of total brain failure have been taken to provide basic support for a declaration of 
death: first, that the body of a patient with total brain failure diagnosis is no longer a 
somatically consolidated whole, and, second, that the capacity of the patient to sustain 
circulation will cease within a definite span of time. Another dispute, a patient with 
total brain failure is no longer able to carry out the basic work of a living organism. 
The patient has lost permanently the openness to the surrounding environment and 
the ability and drive to act on this environment on his own behalf. The respiratory 
function and cell metabolism sustained by mechanical ventilation are not due to 
spontaneous respiration. The council on bioethics acknowledges that such interven-
tions with mechanical ventilation may preserve certain integrative bodily functions 
in patients declared dead by neurologic criteria, and such integration is not enough 
to define these patients as living. Patients who experience the neurologic criteria for 
brain death can no longer conduct the definitive work of a living organism, which 
is to be receptive to and act upon its environment in order to acquire the needs to 
preserve itself, such as breathing spontaneously, withdrawing from pain, or sleep-
ing and waking. While such behaviors do not justify self-consciousness, they verify 
that the organism is alive. However, the patients kept alive artificially, by pacemak-
ers, defibrillators, vasopressors, ventricular assist devices, artificial nutrition, and 
hydration, are not, by that fact alone, considered to be dead. A living organism 
participates in self-sustaining, need-driven activities essential to and constitutive of 
its trading with the surrounding world. These activities are genuine signs of active 
and existing life. A judgment that the organism as a whole has died can be made 
with confidence if these signs are lost and the activities had stopped.

Another view of the neurological standard was also pointed within the council 
for certainty about the vital status of patients with total brain failure, the only 
rational and defensible conclusion of such patients are severely injured, but not yet 
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dead. Hence, only the traditional signs of permanent cessation of heart and lung 
function should be used to declare a patient dead. Accordingly, medical interven-
tions for patients with total brain failure should be withdrawn only after they have 
been judged to be futile, in the sense of medically ineffective and non-beneficial to 
patients and disproportionately burdensome. The judgment must be done on the 
basis of ethical grounds considering the whole aspect of the particular patient and 
not merely the biological facts of the patient’s condition. Then, the interventions 
can and should be withdrawn so that the natural course of the patient’s injury can 
reach its inevitable terminus. Preparation for burial or for organ procurement is 
morally valid only when medical intervention has been judged as futile and the 
heart of the patient has stopped beating [27].

The understanding of medical futility [61, 62] has been developed in several 
papers by Edmund D. Pellegrino. Futility is the condition of a patient’s disease, 
which is beyond medical rescue, such as beyond the powers of medical technology 
to help. Clinical futility is present when any medical intervention is considered as 
ineffective, non-beneficial, and disproportionately burdensome for the patient. 
The clinical judgments of the futility of a given therapeutic intervention involve a 
rational balancing of three factors: efficacy of the given intervention, the purpose 
of which doctor alone can make; second, the advantage of that intervention, the 
patients and/or their surrogates can make; and third, the burdens of the interven-
tion (cost, discomfort, pain, or inconvenience), jointly assessed by both physicians 
and patients and/or their surrogates. Adjusting the relationship among those three 
criteria is at the heart of prudent, precautionary, and proportionate action [27].

Lastly, the council members on bioethics had opined that the current neurologi-
cal standard for declaring death, grounded in a careful diagnosis of total brain 
failure, is biologically and philosophically defensible. The council also concluded 
that, in an issue of organ transplantation, determining death and procuring organs 
should be addressed separately. The questions about the vital status of neurologically 
injured individuals should be taken up prior to and apart from ethical issues in organ 
procurement from deceased donors. The recommendations are: first, to reaffirm the 
ethical propriety of the dead donor rule (DDR); second, to reaffirm the ethical 
acceptability of the neurological standard as well as the cardiopulmonary standard; 
and third, to reject the use of patients in permanent vegetative states as organ 
donors. The council has concluded that the neurological standard remains valid that 
was adopted at the President’s commission of 1981 and enacted in UDDA.

5.7 Preserving the dead donor rule

The DDR has been secured for the ethical and social acceptability of organ 
transplantation protocols from their primitive days. This rule demands assurance 
of the death of the donor as the first step in any ethically legitimate transplantation 
protocol (other than those involving healthy, living donors). Additionally, the death 
of the patient must not be accelerated, nor end-of-life care made vulnerable in any 
way, to accommodate the transplantation protocols [27]. No protocol can demand 
ethical approval without trustiness to the present rule, in any ethically legitimate 
transplantation protocol (other than those involving healthy, living donors).

Relaxation of the DDR is a morally and ethically inappropriate and rationally spe-
cious way to deal with the uncertainties of the standard for the death of the donor. It 
leaves the options of the criteria for death to individual preference, amounting to the 
eventual abolition of any stable criteria for death. Numerous additional dangers are 
the use of assisted suicide to facilitate organ donation, legitimizing the utilization of 
patients in permanent vegetative states or of less-than-perfect infants as donors [27]. 
It exposes “undeclared” patients to “presumed” consent to donation [27, 62, 63].
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5.8  Montreal forum (2012): international guidelines for the determination  
of death

Montreal forum was formed to address the global challenge in response to the 
request from various countries to “WHO and Transplantation Society” to provide 
guidance for leading practices and health policy in death determination by neu-
rological and/or circulatory criteria. The guidelines would promote safe practices 
assuring the absence of diagnostic errors in death determination, safeguarding 
patients and health care professionals, upgrading public and professional confi-
dence in the dead donation process along with strengthening the availability of 
organs obtained by ethically legitimate donation and procurement practices. The 
principles adopted by the forum for discussion were the safeguarding the interests 
of dying patients overrides facilitating deceased donation for transplantation; task 
restricted to a scientific, medical, and biological basis for death determination; the 
principle of the “dead donor rule” applied to deceased donation practices; use of 
available best scientific and medical evidence for decisions; guidelines and recom-
mendations must have utility, applicability, and be workable in a wide range of 
global health care practice settings. The key issues of the forum considered death as 
a biological event with a focus on the physiological aspect of the dying process and 
death determination and respectfully recognized the impact of attending religious, 
ethical, legal, spiritual, philosophical, and cultural aspects of death [1].

Forum outcome of the review developed some terminologies for clarity for debate/
discussion on death. These terminologies reduce a lot of debates on death determina-
tion and arriving at a sound consensus; the second outcome was the consensus on 
death and brain, and death and circulation regarding illustrative examples of precondi-
tion for neurological testing, clinical and laboratory test for diagnosis of neurological 
and circulatory function, guidelines for declaration, neurological and circulatory 
sequences of dying process, integrated circulatory and neurological sequences of the 
dying process, minimum acceptable criteria for clinical test, apnea test and additional 
lab test, auto-resuscitation, circulatory arrest and brain function, and CPR and life 
support. These aspect created the foundation for understanding the scientific basis 
of death declaration and lastly operational definition of death with global agreement 
around complex practice and future research to enrich the knowledge and overcome 
the gaps. Finally, the forum came to a consensus on seven key areas: Death must be 
diagnosed on clinical standard based on direct, measurable observation or examination 
of the patient; physiological events of halting of circulatory and neurological functions 
leading to death were developed to prove the critical events occurring in a catastrophic 
injury or illness; clinical tests that satisfy the minimum clinical standard for the death 
determination were defined for both the neurological and the circulatory sequences; 
preconditions and confounding situations may impede or invalidate death diagnosis 
[1]; certain ancillary and/or complementary lab tests might be beneficial in situations 
where clinical testing cannot be performed or if confounding or special conditions 
present. Also, the drawback of using some of these tests is acknowledged and further 
research is recommended to identify the reliability of those tests; a precise terminology 
regarding death was reviewed and finalized in order to improve clarity in discussions 
and debate on death determination; the fundamental to define human death should be 
on measurable biomedical standards and authenticate movement away from anatomi-
cally based terms, brain death, or cardiac death misleading to imply the death of that 
organ. Priority had been placed on the stoppage of neurological or circulatory function 
and the predominance of brain function for determination of death [1].

The forum came to a consensus on an operational (practical and concrete) defi-
nition of human death based on measurable and observable biomedical standards 
that “Death occurs when there is permanent loss of capacity for consciousness and 
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irreversible loss of all brainstem functions.” This might result from permanent stop-
page of circulation and/or after catastrophic brain injury. The “permanent” refers to 
loss of function that cannot resume automatically and will not be returned through 
intervention. Death is a single phenomenon founded on stoppage of brain function 
(loss of capacity for consciousness and brainstem reflexes) with two mechanisms to 
reach that point: permanent absence of circulation or subsequent to a catastrophic 
brain injury—two entrances, one exit. It is understood that the overwhelming 
majority of death determination in the world occurs after the stoppage of circula-
tion and usually occurs external to health care settings. In some regions, the dead 
donation practices include re-establishing circulation (CPR, extracorporeal organ 
support) following death for the preservation of organs. Future research will enrich 
this issue for the clarity that constitutes re-establishing circulation, physiologically 
meaningful circulation, circulation versus oxygenation, and distinctions between 
organ targeted, regional, and whole-body circulation [1, 64].

6. Variation in death determination criteria in the Asia Pacific

During the 50 years since the publication of reports on the determination of 
death by neurologic criteria by Harvard University and the WMA (Sydney declara-
tion) in 1968, brain death/death on neurological criteria (BD/DNC) protocols have 
been developed in many countries around the world. However, some countries still 
do not have medical standards for BD/DNC, and there is also international and 
intranational variability between the protocols that do exist [65–68].

Discrepancies were noted in the studies by Wijdicks, Wahlster et al., and Chua 
et al. between protocols in this region in the criteria used for diagnosis of BD/DNC. 
Nonetheless, these studies were all limited reviews, though they addressed a num-
ber of examiners, observation time, the time between examinations, concordance/ 
discordance with AAN—brain death/death by neurological criteria practice param-
eters, target value and methods of apnea testing, and requirement for ancillary 
testing. They did not explore the more distinct aspects of BD/DNC protocols, such 
as the technique used to rule out the effect of drugs on the evaluation, minimum 
temperature and blood pressure for an evaluation to be performed, a technique used 
to assess each component of the examination and findings of BD/DNC, preparation 
for rationale to discard apnea testing, accepted ancillary tests, need for communica-
tion with a person’s family, time of death, and stopping of organ support [68]. The 
existence of a protocol in a given country is dependent on acceptance of BD/DNC 
as death, access to resources (neurosciences/critical care experts), the presence of a 
transplant network, and local laws. Religious beliefs markedly influence the accep-
tance of BD/DNC as death. Although religious views in these countries are distinct 
from those in the rest of the world, the diversity of political, economic, legal, social, 
and religious climates throughout the region mirrors that globally [65–68].

A review by Lewisa et al. in 2020 was published in a clinical neurology journal to 
find out the similarities and differences in the official protocols for the determina-
tion of death in Asia Pacific countries (57 of 197 UN) and concluded that protocols 
for conducting a BD/DNC determination vary markedly. In their report, only 24 
of the 37 countries had brain death protocols (69%), but vary in definition such 
as whole-brain death and brain stem death; a number of examinations vary from 
single to double, separated by 6–48 hours; and the prerequisites, clinical examina-
tion, apnea testing procedure, and indications for/selection of ancillary tests varied. 
But agreed on that the damage to be irreversible or be permanent, all function/
all activities are to be absent before declaring BD/DNC. Also, it is emphasized to 
harmonize protocols both within this region and worldwide [65–68].
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7. Practical guidance for the determination of brain death

Traditionally, death occurs with the confirmation of irreversible cessation of 
cardiorespiratory function [3, 53–58]. The use of artificial maintenance of life 
support and organ transplant leads to introduce a new criterion of death determi-
nation of permanently nonfunctioning brain, called irreversible coma equated to 
brain death. In recent years, however, controversy has arisen about the clinical and 
ethical validity of the neurological standard. WHO in 2014 formulated up-to-date 
update of minimum determination of death criteria for globally acceptable medical 
practice while respectful to diversities that achieve international consensus on the 
clinical criteria of determination of death to maintain public trust and promote 
ethical practices that respect fundamental rights of people and minimize philo-
sophical, ethical, and biomedical debate in the human death. This guideline of 
clinical criteria on the determination of death suggested that there may be various 
ways to determine death but there is only one way of being dead, so the two classic 
algorithms, the brain death and circulatory death, merge into a single endpoint 
identified as death and should not imply that brain death and circulatory death are 
two separate phenomena [3]. This guideline also prepares a workable flowchart 
(Figure 1) of cardiocirculatory algorithm and neurological algorithm to declare 
the death. The algorithms identify the tests that are required to be conducted at each 
stage of the event, but they do not specify the details on how each test should be 
performed, which may be a free-standing documents that do not demand cross-ref-
erences to other guidelines and be applied to both adults and children, and finally, a 
checklist is developed to facilitate the implementation of the different components 
stated in the algorithms [3]. This guideline provides acceptable clinical criteria of 
medical practice for the determination of death and earn international consensus 
on death debate but did not mention the detail of the clinical examination [3]. 
Harvard report describes the clinical criteria, and AAN guidelines on clinical 
criteria on neurological standard had already been accepted globally.

AAN clinical criteria on the determination of brain death [53–56] can be consid-
ered to consist of four steps: Prerequisites, Neurological assessment (coma, absence 
of brain stain reflex, apnea), Ancillary test, and Documentation.

I. Prerequisites for clinical criteria of brain death determination.

A. Establish permanent and predicted explanation of coma:

• The explanation of coma is often establish by history, clinical  
examination, neuroimaging, and laboratory tests.

• Rule out the existence of any CNS-depressant drug effect by history, 
drug screen, calculation of clearance; or, if available, drug plasma levels 
below the therapeutic range. Prior use of hypothermia (following CPR) 
may delay drug metabolism. The legitimate alcohol limit for driving 
(blood alcohol content 0.08%) is a practical threshold below which an 
examination to determine brain death could adequately proceed.

• Should be no current administration or existence of neuromuscular 
blocking agents (train of four twitches with maximal ulnar nerve 
stimulation).

• Should be no critical electrolyte, acid–base, or endocrine disorder 
(severe acidosis or laboratory values markedly deviated from the norm).
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B. Ensure normal core temperature.

Raise the body temperature and to sustain a normal or near-normal 
temperature (36°C) use a warming blanket. To prevent delaying an 
increase in PaCO2, normal or near-normal core temperature is preferred 
during the apnea test.

C. Ensure normal systolic blood pressure. Hypotension or hypovolemia 
should be corrected by vasopressors or vasopressin. Neurologic 
examination is commonly reliable with a systolic blood pressure 
≥ 100 mm Hg.

D. Perform neurologic examination (one neurological examination is 
enough to declare brain death in the USA). A certain period of time has 
to be passed since the onset of the brain insult to rule out the possibility 
of recovery (usually several hours). However, some US state statutes 
require two examinations.

E. Legally, all physicians are authorized to determine brain death in the 
USA. Neurologists, neurosurgeons, and intensive care specialists may 
have specialized expertise. It appears rational that all physicians mak-
ing a determination of brain death be absolutely familiar with brain 
death criteria and have demonstrated competence in this complex 
examination.

II. Neurological assessment for clinical criteria for brain death determination.

A. Coma:

• Profound loss of consciousness with no response to any stimuli. No 
evidence of responsiveness. No motor response on noxious stimuli 
other than spinally mediated reflexes.

Figure 1. 
Source: Ref. [3].
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B. Absence of brainstem reflexes:

• Lack of pupillary response to bright light is produced in both eyes. 
Usually, pupils are fixed in a midsize or dilated position (4–9 mm). 
Constricted pupils signify the possibility of drug intoxication. A 
magnifying glass can be used in doubtful cases.

• Oculocephalic testing and oculovestibular reflex testing: Absence of 
ocular movements. Once the integrity of the cervical spine is ensured, 
the head is briskly rotated horizontally and vertically. No movement of 
the eyes relative to head movement. The oculovestibular reflex is tested 
by irrigating each ear with ice water after the patency of the external 
auditory canal is confirmed. The head is elevated to 30°. Each external 
auditory canal is irrigated (one ear at a time) with approximately 50 ml 
of ice water. Eye movement was absent during 1 minute of observation. 
Both sides are tested, with an interval of several minutes.

• Absence of corneal reflex: Touching the cornea with a piece of tissue 
paper, a cotton swab, or squirts of water, no eyelid movement will be 
demonstrated.

• Absence of facial muscle movement to a noxious stimulus: Deep pres-
sure on the supraorbital ridge and the condyles at temporomandibular 
joints produce no grimacing or facial muscle movement.

• Lack of pharyngeal and tracheal reflexes. This reflex is tested after 
stimulation of the posterior pharynx with a tongue blade or suction 
device. The tracheal reflex is most reliably tested by examining the 
cough response to tracheal suctioning.

C. Apnea test:

Absence of a breathing drive is tested with a CO2 challenge. Usually, a 
rise in PaCO2 above normal levels is the typical practice but requires 
preparation before the test.

Prerequisites for apnea test: (1) Normotension, (2) Normothermia, (3) Eu-
volemia, (4) Eucapnia (PaCO2 35–45 mm Hg), (5) Lack of hypoxia, and (6) 
No prior evidence of CO2 retention (COPD, excessive obesity).

Procedure:

• Ensure a systolic blood pressure ≥ 100 mm Hg, if needed by 
vasopressors.

• It is mandatory to pre-oxygenate with 100% oxygen for at least  
10 minutes to a PaO2 > 200 mm Hg.

• Diminish frequency of ventilation to 10 breaths per minute to eucapnia.

• Diminish positive end-expiratory pressure (PEEP) to 5 cm H2O  
(oxygen desaturation with decreasing PEEP suggest problems with 
apnea testing).
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• If pulse oximetry oxygen saturation persists >95%, obtain a baseline 
blood gas.

• Detach the patient from the ventilator.

• Maintain oxygenation (deliver 100% O2 at 6 L/min by endotracheal tube).

• Observe closely for 8–10 minutes for respiratory movements. 
Respiration may be abdominal or may include a brief gasp.

• Exclude if systolic blood pressure decreases to <90 mm Hg.

• Exclude if oxygen saturation measured by pulse oximetry is <85% for 
30 seconds.

• If the respiratory drive is absent, repeat blood gas (PaO2, PaCO2, pH, 
bicarbonate, base excess) after approx. 8 minutes.

• The apnea test is positive if respiratory movements are absent and 
arterial PCO2 is ≥60 mm Hg (supports the clinical diagnosis of 
brain death).

• If the test is inconclusive but the patient is hemodynamically 
stable during the procedure, the test could be repeated for a longer 
period of time (10–15 minutes) after the patient is again adequately 
pre-oxygenated.

III. Supportive tests to diagnose brain death.

The ancillary tests such as EEG, cerebral angiography, nuclear scan, TCD, 
CTA, and MRI/MRA are at present used for adults in clinical practice. Three 
tests may be preferred such as EEG, nuclear scan, or cerebral angiogram, as 
the most hospital has the logistic to perform and interpret. The supportive tests 
can be done when there is no scope for apnea test or uncertainty exists. The 
ancillary tests are usually practiced to shorten the duration of the observation 
period. The interpretation of each of these tests requires expertise. In adults, 
ancillary tests are not needed for the clinical diagnosis of brain death and can-
not replace a neurologic examination.

IV. Documentation of the time of death.

The moment of brain death must be documented in medical records and is 
the time the arterial PCO2 reached the target value. But in patients where the 
apnea test is discarded, the time of death is when the ancillary test has been 
officially interpreted. A checklist is filled out, signed, and dated.

8. Conclusions

For the millennia, the human has fought with the concept and criteria of and 
the line between life and death continues to be debated. The profound changes 
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caused by life-sustaining technology and transplantation continue to challenge our 
notions of life and death. The cardiopulmonary approach is an age-old practice for 
the determination of death that ensures social acceptance without any debate. The 
public is also used to rely on the somatic standard for criteria of death such as cool-
ing of the body, absence of breath, loss of consciousness, rigor mortis, putrefaction, 
and so on.

Despite scientific progress in the last few decades, there remain big variations 
in the diagnosis criteria applied in each country with legal regulations resulting in 
misunderstandings among the public and health care professionals. However, the 
Harvard committee in 1968 develops a set of criteria of the permanently nonfunc-
tioning brain, called irreversible coma equated to brain death. On the same date, 
the WMA declared a guideline for the determination of death known as the Sydney 
declaration. These two landmarks’ innovations change our notions for researching 
a new challenge in death. The addition of neurological criteria of death to cardio-
respiratory criteria of death was a paradigm shift that evolved when patients with 
acute brain injury could be resuscitated in medical facilities. Brain death, defined as 
the irreversible cessation of all brain activities, has been included in the medical and 
legal definition of death for nearly 60 years.

The global philosophical, ethical, legal, and biomedical controversies of deter-
mining death due to life support, organ supports, and organ transplantation issues 
console us in the historic report published (1981) by President commission for 
the study of ethical problems in medicine and behavioral research, defining death 
that a person is dead, who has sustained either irreversible stoppage of circulatory 
and respiratory functions, or irreversible cessation of all functions of the entire brain, 
including the brain stem. The death determination must be made in accordance with 
the accepted medical standards [3]. Since then, the neurological standard has been 
accepted as one of two valid standards for determining death and has been adopted 
legally in many countries throughout the world. The other accepted standard is the 
older, traditional cardiopulmonary standard. One of these two valid standards was 
followed by UDDA legislation for legal criteria of determination of death. President 
council of bioethics (2008) also reconfirm this definition of death and controlled 
the DDR rule for organ transplantation purposes. They accept controlled DCD for 
organ transplantation purposes.

WHO in 2014 published clinical criteria on the determination of death, men-
tioning various ways to determine death but there is only one way of being dead, so 
the two classic algorithms of brain death and circulatory death merge into a single 
endpoint identified as death and should not imply that brain death and circula-
tory death are two distinct phenomena [3]. They prepare a workable flowchart 
of cardiocirculatory algorithm and neurological algorithm to declare death. That 
guideline provides a minimum determination of death criteria to be acceptable for 
medical practice worldwide to achieve international consensus on clinical criteria to 
maintain public trust and promote ethical practices that respect fundamental rights 
of people and minimize philosophical, ethical, and biomedical debate in the human 
death. The WHO clinical criteria of 2014 did not mention the detail of clinical 
examination. Harvard report describes the clinical criteria and AAN guidelines on 
clinical criteria already accepted globally.

American Association of Neurology (AAN) in 2019 validated that brain death is 
the irreversible loss of all functions of the entire brain and is also equivalent to cir-
culatory death. The testing methods of brain death take into account the age-related 
anatomical and physiological differences between neonates, infants, and children. 
Parents and other family members of children undergoing brain death testing may 
require close attention and additional support [58, 59].
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Chapter 3

Compassion Versus Care in 
Healthcare Institutions: What’s the 
Difference?
Una P. Canning

Abstract

In February 2013, the Francis Report outlined what it described as ‘systematic 
failings’ at Mid Staffordshire NHS Foundation Trust resulting in the death and 
suffering of many patients through neglect (in the UK context, hospitals can apply 
to gain foundation trust status. Foundation trust hospitals are part of the National 
Health Service (NHS) but are not directed by central government and have greater 
freedom to decide the way services are delivered. They adhere to core NHS prin-
ciples of free medical treatment based on need and not the ability to pay.) A lack of 
compassion, particularly among nursing staff, was identified as one of the contrib-
uting factors to poor care. The NHS was founded on the core value of compassion 
that today is one of six values all NHS staff are expected to demonstrate. Frequently 
invoked as a means to ensuring good patient care, it is a concept that is contested 
by a number of writers who argue that such moral emotions are not only unneces-
sary but dangerous. The purpose of this work is to explore the difference between 
compassion and care (but not medical treatment) in the context of the NHS. The 
paper draws on the work of Anca Gheaus, who argues there is a distinction to be 
made between the two and that while it is possible to be compassionate towards 
everybody, the ability to care, is limited to fewer people and is a more intense and 
engaged activity. Regarded as the founding myth of the NHS, the work also draws 
on the parable of the Good Samaritan to make the distinction between the two 
concepts more visible, and argues the roles played by the Good Samaritan and the 
innkeeper, remain relevant to the workings of today’s healthcare system. It also 
reflects on the need for kindness within the system.

Keywords: Care, compassion, Francis Report, Good Samaritan, NHS

1. Introduction

In February 2013, the Francis Report [1] outlined what it described as ‘systematic 
failings’ at Mid Staffordshire NHS Foundation Trust (foundation trusts are still part 
of the National Health Service (NHS) but are not directed by central government and 
have greater freedom to decide the way services are delivered) [2]. These systematic 
failings resulted in the death and suffering of many patients through neglect. In look-
ing to identify the causes of these failings, a lack of compassion particularly among 
nursing staff, was identified as one of the contributing factors. In his response to the 
Francis Report, the prime minister, David Cameron, recommended nurses ‘be hired 
and promoted on the basis of having compassion as a vocation’ and not just academic 
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qualification to ‘ensure that it plays a part in every healthcare interaction [3]. 
Cameron’s suggestion that nurses’ pay should be made dependent on their ability to 
demonstrate compassion in their jobs, gives rise to what Anne Bradshaw [4] describes 
as ‘a McDonald’s – type nursing care rather than heartfelt care.’ In Bradshaw’s view 
[4], failures in the NHS cannot be attributed to failures in nursing care but is argu-
ably the result of the rejection by a pluralistic society of ‘Judaeo-Christian values’ that 
no longer regards such values as relevant or valuable. In their absence, a utilitarian 
model of healthcare has emerged that is ‘market-driven and bureaucratised’ and is an 
approach that has overtaken the value of care [4]. Following an economic downturn 
in the 1970s ideas from economics started to have an impact on medicine. Economists 
such as Alan Maynard advanced a utilitarian argument that criticised healthcare 
delivery in the UK as an inefficient use of resources, claiming it was unethical 
because it deprived other patients of services [5].

According to Bradshaw [4] ‘Judaeo-Christian virtues, such as compassion, […] used 
to play a significant, though often unstated part in medicine and nursing in the west-
ern world’ but this moral framework came to be rejected by nursing leaders who ‘were 
anxious to remove the quasi-religious base for care.’ The change first occurred in the 
USA but later began to influence UK nursing that up until the 1970s saw generations 
of student nurses trained using the classic nursing textbook written by Evelyn Pearce 
[4]. In her writings, Pearce emphasised the importance of nurses developing ‘a moral 
character’ and the need to exercise ‘kindness, compassion and unselfishness which 
contact with sick people demands.’ [3] As a result of these changes, UK nurses entering 
training with a presumption of a moral framework akin to that emphasised by Pearce 
‘underwent a professional socialisation and doctrinal conversion that repudiated such 
values.’ [4] Instead, nursing began to be influenced by contemporary views of care 
emerging from the USA that included the works of Carole Gilligan and Nell Noddings. 
Both these writers espoused a view of feminine morality that countered the Kantian 
view of rights and justice, and resisted the ethics of care being formalised into abstract 
principles [6]. In the case of Noddings, she regarded the moral impetus to care as:

‘An engrossed subjective experience and not a moral norm. It is neither generaliz-
able nor universalizable and depends on an affirmative response in the cared-for. 
From this perspective, “compassion” is an emotional response dependent on recipro-
cation, and not a virtue to be cultivated as an aspect of individual character.’ [4].

For Bradshaw [4] writings on the ‘feminine ethic of care’ is problematic as it 
provides no ‘moral basis for the nurse to help the unresponsive, indifferent or even 
hostile and unsympathetic stranger. Not normative, and derived from the feminine 
nature, it is problematic for the male nurse too.’ Anca Gheaus [6] agrees and argues 
the ethics of care is not a women’s morality but a universal morality and ‘the ability 
to care well are things in which women and men can (and should) be socialised’ 
and if conceived as an exclusively feminine morality, will only lead to ‘exclusion, 
oppression and neglect.’ Other criticisms by feminist writers against feminist moral 
reasoning in terms of care have also been raised. A typical worry about such an 
ethics of care is noted by Claudia Card:

‘Resting all of ethics on caring threatens to exclude as ethically insignificant our 
relationships with most people in the world because we do not know them, and we 
never will. Regarding as ethically insignificant our relationships with people remote 
from us is a major constituent of racism and xenophobia.’ [7].

In this work I intend to explore these two views in the context of healthcare. In 
doing so, I hope to signpost a way though these opposing views; that is, between 
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the view that moral emotions such as compassion are necessary for delivering good 
healthcare and those who oppose such views and argue compassion is irrelevant 
in healthcare settings because ‘it is an engrossed, subjective experience.’ To do so, I 
explore the concepts of compassion and care and rely on the work of Anca Gheaus 
[6] who argues that there is a distinction to be made between other regarding 
virtues such as compassion and that of care. In the work I also refer to the parable 
of the Good Samaritan and argue that the respective roles played by two of the key 
characters, the Samaritan and the innkeeper, are a good example of this distinction.

Today, compassion is included as one of six values in the NHS Constitution [8] 
and is frequently invoked as a means for ensuring good patient care. Despite its 
inclusion, it is a concept that is contested by a number of writers who argue such 
moral emotions are not only unnecessary but dangerous [3]. In the literature, care 
has defined in general terms as a disposition and activity of meeting needs [9] but 
according to Gheaus, although care is similar to other moral emotions such as com-
passion, it is a more intense and engaged activity [6]. Recounting the parable of the 
Good Samaritan - considered to be the prototype of the British welfare state - the 
paper reflects upon the respective roles played by the Samaritan and the innkeeper 
in the parable as a means to illuminating the difference between these two concepts. 
The paper proposes that the concept of care might be a more useful means of 
safeguarding good patient care because it involves the desire to actively help when 
possible whereas compassion is more of an attitude one may have towards people in 
general. The argument developed here references the findings of the Francis Report 
[1] and the failures in care identified at Mid Staffordshire NHS Foundation Trust. 
Obstacles to providing good care are discussed in the final sections of the paper.

2. My brother’s keeper

In the 1970s the British Secretary of State for Health, Barbara Castle, stated that 
the NHS ‘is the nearest thing to the embodiment of the Good Samaritan that we have 
in any aspect of our public policy.’ [10] In 1970 Richard Titmuss published his study 
of British blood donors, The Gift Relationship and in it he describes how the universal 
impulse to help strangers was simply enacting a fundamental truth of human exis-
tence and ‘to love oneself, one must love strangers.’ [11] In Bradshaw’s view [4] this 
specific understanding of care in nursing differs from contemporary understandings 
and in ‘a modern supposedly secular and plural society’ it is disingenuous to claim its 
values and says there is a need to acknowledge that new models of care have different 
underpinning values. The NHS Constitution currently emphasises six values that 
staff are expected to demonstrate as part of their work including: ‘Working together 
for patients; compassion; respect and dignity; improving lives; commitment to 
quality of care; everyone counts.’ [8] According to the Constitution, compassion is 
central to the care provided in the NHS and is achieved by:

‘Respond[ing] with humanity and kindness to each person’s pain, distress, anxiety 
or need. We search for the things we can do, however small, to give comfort and 
relieve suffering. We find time for patients, their families and carers, as well as 
those we work alongside. We do not wait to be asked, because we care.’ [8].

Historically, the development of the compassionate character provided the 
nursing profession with its ethos until its rejection in the 1970s. Up until then, nurse 
training involved becoming kind and compassionate, as well as becoming techni-
cally competent with ‘the character of the nurse considered just as important as 
the knowledge she possesses.’ [4] But with the traditional system of nurse training 
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considered no longer acceptable, nursing leaders set the profession on ‘an entirely 
new course.’ [12] In 1986 the UK Central Council for Nursing, Midwifery and Health 
Visiting (UKCC) published proposals that saw the implementation of Project 2000 
and the traditional apprenticeship style of nurse training giving way to a model 
that saw nurses acquire student status. With these changes, concerns were raised 
that nursing had become too academic and had ‘ditched its core vocation to care.’ 
Nurses it was claimed, had become ‘too posh to wash’ and the bedpan - ‘the enduring 
symbol’ of traditional nursing was now being emptied by someone else [12].

In Bradshaw’s view [4] the term ‘care in nursing’ has traditionally been understood 
as an axiom and is a normative moral practice of compassionate help for the stranger 
in need. Bradshaw believes this is the understanding the UK government, the Royal 
College of Nursing and the NHS Confederation appear to presuppose in their discus-
sion of the subject and is a view underpinned by the parable of the Good Samaritan 
that has its origins in the Old Testament. In the ancient Book of Leviticus, Israelites are 
commanded to welcome strangers and told to: ‘treat resident aliens as though they 
were native born and love them as yourself.’ [13] In the New Testament the parable 
of the Good Samaritan also recalls this command. It recounts the story of a travel-
ler attacked by bandits and left to die on the roadside and the response of the four 
characters who encounter the victim including the Samaritan (despised by the Jewish 
people), the priest (a privileged member of Jewish society), the Levite (a lawyer, 
inferior to the priest but still belonging to a privileged group in Jewish society) and 
the innkeeper (despised by Jews and Samaritans alike.) [10] Drawing on religious and 
racial tensions common among Jews and Samaritans at that time, the story tells of how 
two esteemed pillars of Jewish society (the priest and the Levite) refuse to help the 
victim as he lay gravely injured by the roadside because of fear of attack and also fear 
of being defiled through touching the victim. Instead, it is the Samaritan who comes to 
the victim’s aid and as he dresses the victim’s wounds, flouts laws about ritual impurity 
common among both Jews and Samaritans. During the course of the story, listen-
ers are also told that the Samaritan was a seller of oil and wine, an occupation both 
Jews and Samaritans despised, as such traders were considered ‘very shady people, 
indeed, even criminals.’ [10] Because of this listeners would have been surprised at 
the Samaritan’s actions and of his ‘willingness to go to the margins of society in his 
ministry of healing [that] defined the depth of his compassion.’ [10] The role played 
by the fourth character, the innkeeper, (a class of people generally considered to be 
thieves and robbers) adds a further unexpected twist to the story as Arbuckle explains:

‘The inn in the story was a den of thieves, and the head thief was the innkeeper, 
yet he was prepared to help the victim, for a price […] Knowing what to expect 
from the innkeeper, the Samaritan simply bribed him in order to guarantee that 
the patient would be looked after and kept alive. He left the innkeeper a certain 
amount but promised more when he returned.’ [10].

According to Arbuckle the Samaritan was a ‘shrewd businessman’ and as well as 
having the material goods to help the victim, he also had the relevant management 
skills as was evident in his dealings with the innkeeper. Alert to the weaknesses of 
human nature, the Samaritan bribed the innkeeper so he would care for the victim 
and is an example says Arbuckle, of the values of efficiency and excellence. For 
Arbuckle, there is a convergence between the values inherent in the Good Samaritan 
parable and the founding values of the welfare state in Britain and he identifies two 
kinds of values (final and instrumental) that are relevant to both:

‘Final, that is, meaning a desired end state, and […] instrumental, that is, those 
actions that are adequate or essential to achieve the desired end.’ [10].
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3. Reasoning from love to the moral inclusion of strangers

In examining the relationship between compassion and care Bradshaw [4] sug-
gests the word compassion is associated with religious belief, especially Christianity 
and that caring as an activity requires ‘cultivating the virtue of compassion in the 
carer’ that in the context of nursing, is acquired through training. On this view, com-
passion is understood as suffering together with another and is more than an emo-
tion or feeling but a whole praxis that has ‘a moral and intellectual component that is 
universalisable.’ [4] For Bradshaw, compassion is not an abstract theoretical idea but 
is lived out in the practice of the carer - a view also held by Florence Nightingale.

But in the context of healthcare, Anna Smajdor [3] argues that such moral emo-
tions are not only unnecessary but also dangerous because our capacity to love and 
feel compassion is so circumscribed that ‘[U]nless we regard healthcare profession-
als as saints, we cannot demand that they guarantee an unlimited flow of compas-
sion for each patient’ and that:

‘Medical professionals need to protect themselves as well as performing their 
medical duties, and if we demand compassion in addition to medical expertise and 
knowledge, we are setting our healthcare professionals up for failure.’ [3].

In Smajdor’s view the terminology surrounding the word care is unhelpful 
because ‘[T]o care can be either to feel a certain way, or to carry out certain activi-
ties’ and compassionate care is only really possible when, for example, we are a 
mother caring for her child or a wife for her husband. This kind of ‘relational’ care 
ethic is all very well when we are treating loved ones but as healthcare professionals 
do not routinely treat loved ones, it is dangerous and unfair relying on compassion 
as the motivation for ensuring essential tasks are carried out.

Anca Gheaus in her work, rejects the view that the relational aspect of care is 
a barrier to the moral inclusion of strangers and argues the relational nature of 
human beings has an epistemic role to play in defining the scope of human morality 
[6, 7]. Acknowledging that allowing personal relationships and emotions to be part 
of the argument that informs morality runs the risk of treating those unrelated to 
us unfairly, Gheaus argues it can still be a source of value in determining the proper 
scope of our morality as it is:

‘Imaginable, that […] intelligible, emotional connections (which I call here 
‘love’) based on the universal need people have for each other, can do the work left 
unfinished by the argument from actual connectedness.’ [7].

Defining love as ‘personal’ and directed towards a particular individual Gheaus 
argues this type of love can form the basis of our ability to respond morally to 
strangers. It is an argument she claims that is not dissimilar to religious love for 
humanity (which is universal and impartial) as it too, has sometimes ‘been consid-
ered to facilitate an ability to see the equal worth of all human beings.’ [7] By invok-
ing people’s relationships and need for each other, Gheaus argues we can engage in 
moral reasoning because of the relational fact that we are creatures who need to love 
others and also need others’ love.’ And although we relate differently to loved ones 
compared to strangers, she argues we should be morally concerned for strangers 
because they are ‘at least potentially – somebody’s loved ones.’ [7].

In reasoning from love to morality Gheaus [7] draws on feminist ethics, includ-
ing the works of Sara Ruddick (1989) [14] and Eva Kittay (1999) [15] both of whom 
‘indicate a way of reaching universalising moral conclusions from the existence of 
particular, personal bonds of love.’ She also draws on the work of the philosopher 
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Raimond Gaita [16] and his book A Common Humanity (2000) where he invites us 
to think of how our commitments to those we love, are relevant for the obligations 
we have towards other people in general. In his work, Gaita argues that precisely 
because we are able to love some individual human beings, we are able to gain a 
full understanding of the moral value of people in general and he illustrates his 
point with the story of a nun’s visit to the wards of a psychiatric hospital where he 
worked for a period in the 1960s. In the story, Gaita describes the moral responses 
of the doctors and nurses looking after the patients as diverse, ranging from brutal 
to kind. He also tells of how despite the expression of compassion by some of the 
regular staff, it was only the visiting nun that related to the psychiatric patients as 
equals and in doing so, acknowledged their full humanity. This came as a revela-
tion to Gaita, who believed the nun’s attitude was made possible by her love for the 
patients – in this case universal, Christian or saintly love. But once revealed Gaita 
believed this love was independent of the nun’s religious background and accessible 
also to those who do not hold metaphysical beliefs.

Agreeing with Gaita that love has an epistemic role to play in our morality, 
Gheaus however considers the account of the nun’s revelatory love as problematic as 
a means to universal moral inclusion because it is potentially unsustainable. Instead, 
Gheaus argues that an example of secular love, that is personal love directed at a 
particular individual, would be more convincing because the nun’s love can best 
be understood as impartial and unconditional and therefore more sustainable as a 
general attitude than it would be coming from any of the nurses or doctors involved 
in caring for the patients. For Gheaus, it is not mere coincidence that the daily hands 
on care for the patients was done by the non-compassionate nurses, and the ongoing 
responsibility borne by the compassionate but condescending doctors while the 
nun was just a passer-by. Gheaus’ argument here is that in the context of ordinary, 
everyday challenges, striving to maintain unconditional love is difficult, if at all 
humanly possible, and impartial love, disentangled from knowledge of the par-
ticularities of the beloved, is more easily amenable to being unconditional. On this 
view, an example of ordinary, partial and therefore more fragile love would be more 
convincing for two reasons:

‘First because this is the love which most of us experience. And second, because as 
already noted, this ordinary love unlike impartial and unconditional Christian 
love is not as such a moral emotion.’ [7].

A further feature identified by Gheaus of personal, partial love that is constitu-
tive of our human morality, is that of beings ‘who need each other’, and whose 
‘moral agency is in part determined by our need to be in (loving) relationships.

In her discussion of human need, Onora O’Neill argues that utilitarian thinking 
assigns no special importance to human need and leaves vital dilemmas unclarified 
and unresolved, despite the fact that all human action is predicated on ‘a plurality 
of mutually vulnerable beings who never achieve more than limited and specific 
forms of rationality, independence and self-sufficiency.’ [17] Developing an abstract 
Kantian argument that rejects ‘principled indifference to others’ she argues for a 
theory of obligations similar to that found in Christian and other religious traditions 
and also ‘present in the idiom of much of our social life.’ [18] In contrast to a utilitar-
ian perspective that endorses the pursuit of happiness without specific concern to 
meet needs, or a human rights perspective that often fails to allocate obligations to 
help those in need, O’Neill proposes an obligations theory that is premised on not 
‘bas[ing] our lives on principles that are indifferent to, or neglectful of others.’ [18] 
On this view ‘the fact that we cannot help everyone only shows that we have no 
obligation to help everyone and not that we have no obligation to help anyone.’ [18] 



65

Compassion Versus Care in Healthcare Institutions: What’s the Difference?
DOI: http://dx.doi.org/10.5772/intechopen.97860

According to O’Neill ‘ethical traditions that extol universal benevolence, love for 
all mankind, or concern for all’ are misleading because nobody can provide help or 
care for all others and therefore the rejection of indifference cannot be expressed in 
action for all others [18]. As help or care for all others is not possible, the rejection 
of indifference is demonstrated through the provision of ‘some care to sustain some 
others in some ways’ [18] that is not trivial or sporadic and sustains at least some of 
their capacities and capabilities.

Not contingent on any special relationship, these obligations are called imperfect 
obligations because concern for all is not possible and therefore selective and ‘the 
pattern and occasions of virtuous action may leave much open for judgement.’ 
[18] Regarded as a moral duty, imperfect obligations cannot be claimed as a matter 
of right and are distinct from perfect obligations which gives the right to one party 
to take legal action against a party that has failed to perform a particular duty. In 
O’Neill’s view, contemporary liberal thinking marginalises imperfect obligations 
and excludes all but justice from their ethical perspective and takes pride in being 
‘agnostic about the good of man.’ [17] If we want to establish intellectually robust 
norms in health, O’Neill suggests it would be preferable to start from a systematic 
account of obligations, rather than of rights because it makes it easier to spot 
incoherence in the system [17].

4. Compassion versus care: what’s the difference?

For Gheaus the terms love and care partially overlap. In the literature ‘care’ has 
been defined in general terms as a disposition and activity of meeting needs [9]. In 
her analysis Gheaus [6] argues that when thinking of the word care there are several 
understandings of the word in the literature including: care as a type of work, care 
that signifies a special emotional bond between persons, and care as a virtue – a 
type of moral motivation as in ‘caring about.’ Distinguishing between several pos-
sible concepts of care in the literature and their relationship to each other, Gheaus 
[6] argues the different concepts do not necessarily exclude each other but that each 
presupposes the others to some extent. Rather than attempt to reduce the various 
meanings of the word found in the literature to a single concept, Gheaus [6] argues 
for a multi-layered understanding of care and proposes that we can best understand 
care and its moral significance, by connecting it to the idea of needs. The adoption 
of a multi-layered understanding that is connected to the idea of needs, makes it 
possible in Gheaus’ view, to identify different contexts of care such as healthcare 
‘that are not based on care as an emotion close to love’ but depending on context, 
can enable us to care for distant others [without] any emotional connection towards 
those one is embracing.’ [6] In the many different senses in which the word care 
is used in the feminist literature, Gheaus argues the concept of need is a common 
feature and that:

‘The most widespread way of understanding care is responsiveness to the needs of 
concrete individuals. The moral value of care is intimately linked to the fact that 
human beings are most of the time not self-sufficient, invulnerable creatures, but 
beings who depend on others for survival and thriving.’ [6].

For Gheaus meeting the needs of others necessitates individuals being treated 
in a personal way and this requires an interest in, and knowledge of, the particular 
circumstances of each person.

In the literature discussions about care have mainly been associated with 
compassion and benevolence. While noting how similar care is to other moral 
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emotions, authors have rarely provided an exact analysis of how they differ and 
according to Gheaus [6] this has precluded a full understanding of the distinctive-
ness of care. In attempting to delineate the boundaries between care and other 
moral emotions, Gheaus [6] argues that the particular meaning one attaches to the 
word means it can also come close to other moral emotions such as benevolence, 
compassion, empathy but that the scope of care is wider and involves acting on 
behalf of others. For Gheaus care is distinct from compassion or pity because 
one can be compassionate towards everybody but to qualify as care, the desire to 
actively help must also be present:

‘Compared with pity, compassion or charity, the scope of care is wider. Both pity 
and compassion are mainly about concern with people’s suffering and desire that 
it should be alleviated. But […] alleviating harm is only part of the work of care. 
Care is as much concerned with fostering growth and happiness; it is as appropriate 
a reaction to cheerful situations as to distressful ones. An additional point is that 
one may be called compassionate or feel pity without necessarily getting too actively 
involved with the suffering. By contrast, to care for someone who suffers (or rejoices) 
requires a higher degree of commitment than that of compassion. To qualify as 
“care”, an attitude must involve at least the desire to actively help when possible.’ [6].

Distinguishing care from altruistic motives that typically targets strangers, she 
develops the argument further by taking the example of benevolence:

‘One can be truly benevolent without being committed to act extensively on behalf 
of those who are the objects of benevolence. Even more important, benevolence is 
a much less partial disposition than care. One can perhaps be benevolent towards 
everybody or at least towards everybody one interacts with […] but care is more 
intense and engaged [and] our capacity to give it is limited to fewer people.’ [6].

In Arbuckles [10] analysis of the Good Samaritan parable, the distinction 
between the two concepts can be readily identified. Motivated by compassion for 
the victim, the Samaritan assists him at the roadside but is unable to commit to 
looking after the victim’s long-term needs because of business commitments: unable 
to stay and provide the necessary care, he uses the resources at his disposal (money) 
to pay someone else to do the caring. That ‘someone else’ was the innkeeper who 
agreed to actively help the victim for money and in return, was rewarded for his 
efforts with the promise of further payment on the Samaritan’s return.

In thinking of the relevance of the Good Samaritan parable to contemporary 
healthcare, the role of abstraction is important for without abstraction ‘there is 
no communication with those of differing cultures […] in short there is nothing 
that is universally relevant.’ [17] The move to abstraction in liberal thinking is, 
in Onora O’Neill’s view, a result of the absence of homogeneous community and 
culture. Abstraction has been criticised for several reasons, including the view 
that it idealises human agency and assumes ‘various superhuman capacities such 
as complete transitively ordered preferences, complete knowledge of the options 
available and their outcomes, and unwavering powers of calculation.’ [17] 
Other criticisms of abstraction are that it omits important or material aspects 
of the matter at hand. But in advancing an abstract Kantian argument that 
rejects ‘principled indifference to others’ O’Neill argues for a ‘realistic account 
of circumstances’ and says defenders of abstract rights ‘have to say something 
about the way in which obligations […] should be allocated to individuals, office 
holders and institutions.’ [17] According to O’Neill a right to healthcare requires 
counterpart duties that must be carried out by specified persons or institutions 
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that have the relevant competency and capabilities to carry out those duties [17]. 
Alongside the right to healthcare, individuals and institutions can have obliga-
tions but fulfilling or discharging those obligations, necessitates individuals and 
institutions having adequate capabilities [17].

5. Caring relationships versus institutional care

In Gheaus’ view the difference between care as work and care as relationship is 
mainly one of focus and if we introduce a strong emotional link as the basis of care 
‘we are no longer able to account for some paradigmatic cases of care-giving.’ [6] 
Rather than looking at all types of caring to see what common skills they involve, 
Gheaus [6] suggests proceeding the other way round and defining the activity of 
caring ‘via the disposition of care and its employment.’ Advocating for a multi-
layered understanding of care, Gheaus [6] suggests that in thinking of care work 
within the family or within institutions, it is not necessary to say that one type of 
care is more valuable than another as it is reasonable to think ‘that people need 
various types of caring relationships during life.’ Institutional care may be valuable 
in itself if it is a complement to the loving care one gets in intimate relationships 
and the caregivers are enabled to meet the needs well. On this view, care received 
in institutions should not be seen as a replacement to intimate relationships but as 
complementary and valuable in their own right:

‘As long as it is done well, we will definitely want to call their work “care” and 
there is no contradiction in doing so, since the criterion for judging institutions need 
not be identical to those for judging people.’ [6].

Clarifying the relationship between care directed towards a particular individual 
involved in a personal relationship and institutional care, Gheaus argues that when 
the work of caring for someone is not directly motivated by the personal concern 
of the care-giver, care is still the moral reason behind the respective practice (for 
example in hospitals) but the motivation may be different and that:

‘At its best, the work of care is concerned with wanting to meet someone’s needs but 
in caring for strangers, the motivations may be different, and can be about money 
or a desire to keep jobs.’ [6].

In the following paragraphs, and in Reference to the findings of the Francis 
Report, and the failings of care at Mid Staffordshire NHS Foundation Trust, I hope 
to demonstrate how compassion, understood here as an attitude one may have 
towards people in general, is different to the work of care because it involves acting 
on behalf of others and is also limited to fewer people.

6.  Mid Staffordshire NHS foundation trust: the findings of the Francis 
Report

In the ethics of care, needs play a central role but arriving at a precise specifica-
tion of what counts as needs is particularly challenging when thinking of care-
giving institutions [6]. In a series of articles in The Lancet the dominance of the 
biomedical model was identified as one of the major obstacles to giving the ‘right 
care’ to patients in acute hospitals [19]. Medics are educated according to the prin-
ciples of biomedicine and value acute diseases offering the prospect of successful 
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treatment with medical specialities demonstrating the shortest length of stay hav-
ing the greatest prestige. But a growing ageing population, presenting with complex 
medical needs, means that older people are the major users of hospital services 
and often accused of ‘bed blocking.’ This is a term mainly used in cases where older 
people are deemed to be ‘medically fit’ but waiting for home care or alternative 
accommodation in a residential or nursing home setting. Nurses occupy a liminal 
professional space within traditional, biomedical institutions (especially hospitals) 
and for some, the emphasis on caring is detrimental to the profession. Paley, for 
example, sees care being used as a paradigm to attack the medical-scientific model 
of nursing that prevents its real development [4].

To be admitted to an acute hospital bed, a patient must first be suspected of 
having an underlying medical condition requiring treatment such as heart failure, 
hip replacement, pancreatitis to name but a few. In hospital settings, diagnosis and 
treatment are normally the responsibility of the individual physician and patients 
requiring medical treatment may be prescribed a range of treatments from drug 
therapy to surgical procedure, or both. Medical treatment is increasingly premised 
on evidence-based medicine (EBM), a method that typically tests traditional 
biomedical interventions such as drugs, devices and procedures using randomised 
controlled trials (RCTs) to arrive at the soundest evidence of a treatment’s effi-
cacy. Working alongside physicians treating patients, nurses use their clinical 
expertise and monitor a patient’s progress through constant observation of vital 
signs such as blood pressure, bodily temperature, and administering medicines etc 
and assisting with basic nursing care where needed.

In the case of Mid Staffordshire NHS Foundation Trust, a distressing feature of 
the poor care identified by the Public Inquiry was the ‘plight of patients calling for 
water, languishing in soiled bedding or dying neglected and confused.’ [3] In her 
evidence to the Public Inquiry, the former Chair of Mid Staffs, Toni Brisby claimed 
the hospital was no different to any other and that:

‘A reaction that I’ve had from quite a lot of people within the NHS, which is that 
actually that’s the sort of thing that goes on virtually in all hospitals, and there but 
for the grace of God go we. Now, I’m not saying that to defend poor care, […] but I 
am saying that Stafford is not a peculiar hospital.’ [1].

Concerns about nursing care highlighted by the Public Inquiry identified failures 
in clinical care such as completing charts, weighing patients, checking intravenous 
infusions, dressing wounds, and avoiding pressure sores: in several instances, 
patients were not helped to take their medication. Other failures involved those 
associated with basic nursing care including:

‘…such matters as the supply of and help with food and drink, a timely response to 
call bells and buzzers, attention to the hygiene needs of patients, and respecting the 
dignity and privacy of patients [1].

In an article responding to the findings of the Francis Report, Anna Smajdor 
dismisses the claim that a lack of compassion particularly among nursing staff is 
to blame for poor care and argues the root cause of poor care is a lack of time and a 
lack of resources in the NHS but fails to specify where the scarcity lies. On Smajdor’s 
view compassion is not necessary when caring for patients and one can:

‘[R]emove an appendix without caring about the person from whose body it is 
taken, empty a bedpan without caring about the patient who filled it, or provide 
food without caring about the person who will eat it.’ [3].
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Conflating different types of healthcare tasks (removing an appendix versus 
emptying a bedpan) and the roles performed by different healthcare professionals 
(surgeons compared to nurses or healthcare assistants) Smajdor dismisses the need 
for compassion and suggests ‘reminders, routines, and checklists,’ can do the same 
job as compassion [3].

The theory of obligations advocated by Onora O’Neill suggests that those 
who reject ‘indifference and neglect’ must meet demanding standards: ‘but what 
those standards demand is inevitably variable and selective.’ [18] In the context 
of a ward setting, patients have many different needs, including medical and 
surgical needs (requiring many years of speciality training) and needs associated 
with basic nursing care, such as wiping bottoms, emptying bedpans, chang-
ing soiled bedsheets, or dressing seeping bed sores. The tasks associated with 
these latter needs are usually performed by a nurse or healthcare assistant and 
conflating different types of healthcare needs and the roles performed by dif-
ferent healthcare professionals, fails to do justice to patient suffering and of the 
harms inflicted through neglect, that was so much a feature of Mid Staffs NHS 
Foundation Trust.

Furthermore, Smajdor’s analysis fails to recognise a key concept in healthcare 
which is the prevention of suffering and harm. The current COVID-19 pandemic 
has triggered debate about the right for all to access healthcare and the scarcity of 
resources: Mannelli [20] argues that in the present crisis ‘as in other circumstances 
in which there is a scarcity of resources, it is unfortunately not possible to avoid 
harm at all. The effort is to reduce it.’ At Mid Staffs such efforts were not always 
apparent, as patients were denied water not because water was scarce, but because 
ill and frail patients were neglected. Care work or ‘basic’ nursing as it is often 
referred to, is integral to the work of the nurse and if a nurse or health care assistant 
fails to respond to the patient who says: ‘I need the toilet now’ or: ‘I cannot hold a 
knife or fork but can chew and swallow’ then it is hard to see how the distressing 
situation of Mid Staffs can be avoided in the future.

A shift in healthcare away from one in which the doctor and patient knew each 
other, to healthcare provided in complex institutional settings, necessitated a refo-
cus on medical ethics. In an effort to avoid paternalism and to protect patients, more 
formal relationships and procedures were instigated between the two [17]. This 
was achieved partly through the mechanism of informed consent that aimed to avoid 
imposing medical treatment or action on patients without being fully informed. 
But in O’Neill’s view, there are other ethically important concerns in healthcare 
such as ‘unnecessary surgery, clinical negligence, or unwarranted risky treatment’ 
aside from informed consent and most ethical positions do not consider informed 
consent as sufficient for respecting patient autonomy:

‘Contemporary accounts of autonomy have lost touch with their Kantian origins 
in which the links between autonomy and respect for persons are well argued; most 
reduce autonomy to some form of individual independence and show little about its 
ethical importance.’ [21].

Other emerging trends in healthcare include the concept of patient-centred care 
in which the ideals of independence and self-care are promulgated. The phrase 
‘patient-centred care’ originated in the United States but has gained prominence 
in the UK [22]. Linked to the shift in healthcare from paternalism to autonomy, 
patient-centre care (or person-centred care as it is more frequently known) is 
intended to represent the shifting of power and control from the healthcare pro-
vider or practitioner, to the patient. With patient autonomy taking precedence over 
paternalism or ‘best interests’ Jonathan Evans argues that advocating independence 
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for patients who are dependent upon others for help may be worthless without the 
necessary power needed to secure the care and attention they require [23].

Up until the late 1970s, Anne Bradshaw [4] notes that nearly every survey 
into nursing care contained unsolicited comments on the kindness and helpful-
ness of nursing staff but that patient perceptions changed in the 1990s. Under 
Tony Blair’s government, attempts at measuring compassion using patient 
surveys, was proposed by then Secretary of State for Health, Alan Johnson who 
said patients had a right to be treated with ‘dignity, respect and compassion’ – a 
move that was supported by the Royal College of Nursing [4]. Dismissive of such 
moves Anne Bradshaw [4] claims it is inherently false to measure and reward 
the appearance of compassionate care (such as encouraging nurses in the art of 
smiling or the saying of warm words) for the purposes of data collection. For 
Anna Smajdor the ‘insidious’ need to measure all we touch, including compas-
sion, is part of a broader trend that is in awe of the evidence-based structure of 
our health service:

‘Some – perhaps much – of the suffering experienced by patients and health-
care professionals in today’s healthcare systems, is the result of a clash between 
incompatible values. On one side, there is a scientistic ideology which holds that 
everything which is meaningful must be measurable and controllable. On the other, 
there is the conviction that some of the most valuable things in life are intrinsically 
so; […] It is not compassion per se, that is at issue here, but a far broader and more 
insidious need to measure all we touch.’ [3].

Following concerns about variability in medical practice and rising costs, efforts 
were made to make such systems more quantifiable by introducing a range of 
initiatives including compulsory clinical audit, quality assurance (QA) and evi-
dence-based medicine (EBM.) [5, 19] The Department of Health in Britain in 1994 
embraced the notion of knowledge-based medicine and assumed that science could 
identify non-effective treatments or procedures thereby creating uniformity in the 
delivery of services to various patients [5]. This ‘scientistic ideology’ according to 
Smajdor has contributed to much of the suffering experienced by today’s patients 
and healthcare staff alike and has stifled our ability to care. But given evidence-
based medicine is primarily concerned with the effectiveness of drugs, devices 
and procedures and not tasks associated with assisting patients on and off the 
commode, or helping with food and drink, Smajdor’s claim is somewhat puzzling. 
This is particularly so as such tasks are typically exempt from the scientific impulses 
driving evidence-based medicine. And, as effectiveness and outcomes represent 
values and not scientific universals [5], outcomes that may be seen as good from 
the doctor’s perspective (the patient is medically fit to go home) are not necessarily 
good from the patient’s perspective (the medically fit patient awaiting discharge is 
left to languish in soiled bedding).

Furthermore, Smajdor’s suggestion that ‘reminders, routines, and checklists,’ 
can do the job of compassion may only further inhibit ‘human interaction and 
thinking, lead[ing] to an increasingly rationalised world.’ [24] Such tools may 
be superfluous to the basic task at hand and potentially damaging to its perfor-
mance. Plus, the utility of such tools when compared to the potent ‘reminder’ of 
a patient calling out for help, or the pungency of a bedpan that needs emptying 
remains questionable. The NHS is a much criticised and much loved organisation 
that some argue has taken the place of religion [25]. Misdiagnosing all that ails 
the NHS, coupled with gratuitous sentimentality can only prove fatal to its proper 
functioning in the long run.
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7. Care of the self

As the capacity to care and respond to an individual’s needs is one of the defining 
characteristics of being human, losing our ability to care can be harmful. Caring about 
something constitutes a need in itself as it can bring meaning into our lives because life 
perceived to be meaningless can lead to depression [6]. In the Francis Report there were 
many accounts in which healthcare professionals employed at Mid Staffs, expressed 
their distress and feelings of depression and helplessness at finding their concerns 
dismissed [3]. In looking to identify the causes of the Trust’s failings, the Public Inquiry 
investigated the effectiveness of the Trust’s whistleblowing policies that were ‘intended 
to empower employees to raise concerns.’ From its review of the Trust’s actions in 
the case of an A&E nurse, the Inquiry concluded Mid Staffs did not follow its stated 
whistleblowing policy of supporting and protecting those who raised concerns:

‘Ms Donnelly was offered no adequate support. She had to endure harassment from 
colleagues and eventually left for other employment. Clearly such treatment was 
likely to deter others from following her example and she was aware of colleagues 
on whom this had an effect.’ [1].

It was also revealed that Ms. Donnelly was failed by her professional organisa-
tion, the Royal College of Nursing (RCN). The Inquiry also noted that doctors who 
sought to raise concerns fared little better than nurses. In evidence given to the 
Inquiry by Dr. Pradip Singh, the doctor admitted he was not ‘brave enough.’ He told 
the Inquiry raising concerns would have had a detrimental effect on his health and 
he also feared losing his job: ‘I would have then ended up becoming either a stroke 
or a heart attack, and being on the road.’ [1].

One difficulty with care-giving institutions is the number of people needing care 
at any one time. This can have implications for the quality of care and can lead to the 
overburdening of care-givers. Unlike a utilitarian or Kantian perspective on morality, 
which states that one must not place the requirements of self above the requirements 
of others, the ethics of care makes allowances for the better care of the self and rec-
ognises the moral importance of ensuring one’s own needs are met [6]. This is a view 
also articulated by Mary Wollstonecraft; writing in the eighteenth century on women’s 
human rights, she advised her female readership - often deprived of opportunities for 
self-development - that their ‘first duty is to themselves as rational creatures.’ [26] In 
conversation with a former psychiatric nurse, she described how she was distressed 
at the manner in which patients were treated on the ward she worked, and explained 
she liked to treat patients in the same way she would treat a relative, or how she herself 
would like to be treated. On referral to a counsellor (provided by her employer) she 
was told it was unrealistic to expect her colleagues to care for patients in the same way 
she did, and having such expectations, would only be detrimental to her own well-
being. She has since left the profession and now does odd jobs to earn a living.

At its best, the work of care is concerned with wanting to meet someone’s 
needs and with compassion one of the six values of the NHS Constitution, staff 
are expected to demonstrate compassion and kindness as part of their work. Staff 
placed under unremitting pressure can however become estranged from each other 
and those ‘coerced by circumstances become coercers.’ [11] Michael West writing 
for the NHS Leadership Academy maintains NHS leaders need to embody the virtue 
of compassion because in an environment that is:

‘directive, controlling, punitive, threatening or uncaring, […] compassion dries up 
and […] bullying becomes dominant [27].
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And in the context of care-giving institutions, care-givers need to be able to rely 
on people and institutional structures to support them because:

‘For those invested with institutional power, though the responses will be different 
from the requirements that apply to non-institutional interaction there is no reason 
to believe that a citizen who wishes to live in a caring society would not have any 
more reason to tolerate institutional abuse than the one who wishes to live in a just 
society.’ [6].

The NHS Constitution lists compassion as one of six values that is central to the 
work of the organisation that is realised through the expression of humanity and 
kindness to both patients and fellow staff members. In their book On Kindness11, 
Phillips and Taylor write that the pleasures of kindness are fundamental to our 
sense of well-being, a view also shared by the Mental Health Foundation in the UK 
that chose kindness as its 2020 theme:

‘[kindness] Has the singular ability to unlock our shared humanity. Kindness 
strengthens relationships, develops communities and deepens solidarity. It is a 
cornerstone of our individual and collective health.’ [22].

But unkindness is now the norm in our society, according to Philips and Taylor 
and overcoming our current attitude towards kindness, requires a form of ‘ordinary, 
unsentimental kindness’ because:

‘Real kindness is not a magic trick, a conjuring away of every hateful or aggressive 
impulse in favour of a selfless dedication to others. It is an opening up to others that 
[…] enlarges us and so gratifies our profoundly social natures.’ [11].

Following Freud and Winnicott, both Phillips and Taylor argue that sentimen-
tality and nostalgia, and not hatred, are the enemies of kindness with too much 
kindness seen as a saboteur of fully formed independence. Gaita [28] agrees we 
often struggle against a disposition to sentimentality that prevents us from seeing 
things as they are, rather than as they appear:

‘When concepts such as sentimentality, pathos are causes of the false, they are 
psychological states that can cause thought to go astray more or less as tiredness, 
drunkenness, fearfulness or recklessness can.’ [28].

Seeing things as they are and not as they appear, requires a form of understand-
ing in which head and heart are inseparably combined and says Gaita ‘is neither a 
Kantian nor a Humean thought, but one which acknowledges what is important to 
both of these traditional oppositions.’ [28].

8. Conclusion

Drawing on the parable of the Good Samaritan and the work of Anca Gheaus 
and the ethics of care, this paper has explored how the concepts of compassion 
and care differ. The distinctiveness of care according to Gheaus lies in the desire to 
actively help when possible and is a more intense and engaged activity compared 
to compassion. In the parable of the Good Samaritan, the difference between 
compassion and care is best illustrated by the differing levels of involvement of 
the Samaritan who had the resources to pay someone to do the caring, and the 
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innkeeper who agreed to care for the victim in return for money. As the work of 
care is concerned with wanting to meet someone’s needs, the motives for caring may 
be different depending on context, and for those in care-giving institutions, their 
relationship with patients remains largely instrumental and can be about money 
and staying employed. In extrapolating from the parable of the Good Samaritan 
to contemporary healthcare, the paper follows O’Neill and her arguments on the 
utility of abstraction and the need to take a realistic account of circumstances.

Bureaucratisation and rationalisation have been blamed for usurping the value 
of care with the traditional approach to care as ‘my brother’s keeper’ falling apart 
in the face of such efforts. With utilitarianism now considered to be a major influ-
encer in the practice of medicine, its influence has also seeped into UK nursing. 
Unlike compassion - here understood as an attitude one may have towards people 
in general - the work of care is concerned with wanting to meet someone’s needs. 
The ethics of care is opposed to a utilitarian approach to care and argues for care 
to retain its special moral significance, a vivid sense of particular situations and 
concrete individuals is necessary.

In the context of healthcare, meeting the needs of concrete individuals, remains 
a challenge to the NHS. As care is a more intense and engaged activity according to 
the ethics of care, defining what counts as needs, and determining how such needs 
are met, particularly among patients who are most vulnerable, requires a form of 
thought in which head and heart are intertwined. The dangers to a healthcare system 
that encourages staff to rely on ‘reminders, routines and checklists’ rather than 
thinking and human interaction along with ordinary, unsentimental, everyday kind-
ness, can only give cause for concern, and may do little to avoid the harms previously 
experienced by patients and staff at the Mid Staffordshire NHS Foundation Trust.

© 2021 The Author(s). Licensee IntechOpen. This chapter is distributed under the terms 
of the Creative Commons Attribution License (http://creativecommons.org/licenses/
by/3.0), which permits unrestricted use, distribution, and reproduction in any medium, 
provided the original work is properly cited. 
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Chapter 4

The Risk of Inequality in Italian 
Healthcare Due to Covid-19
Carlo Ciardo

Abstract

The Italian National Health Service, characterized by the principles of  
universality, equality and fairness, has undergone changes over the years that have 
involved these essential characteristics. The decrease in financial resources was the 
first element that touched the Italian health organization. The spread of Covid-19 
has attacked the balance of healthcare in Italy and put the equality of the entire 
care system at risk. The reform of the Italian health system, especially through the 
correct use of European financial resources, is the real test for the Italian health 
system of the future. It can be a moment of relaunch or the certification of a 
decline that jeopardizes constitutional rights.

Keywords: healthcare, inequality, Italy, covid-19

1. Introduction

1.1  The fundamental principles of the Italian Health Service and the criticalities 
of public health expenditure

The Italian National Health Service, characterized by the principles of uni-
versality, equality and equity, has suffered over the years an erosion of the afore-
mentioned pillars also due to the systematic decreases in funding. In addition, the 
balance of the entire social welfare system is today subjected to an unexpected and 
very significant attack caused by the health emergency dictated by COVID-19.

The Italian model, created by Law n. 833/1978, was invoked evidently to the 
British experience of the original N.H.S. [1], while being distinguished by an accen-
tuation of the intervention public. Wanting to summarize the criteria of the law 
establishing the NHS, 5 key points can be identified: a) “universality” of the provision 
of assistance services, b) “uniqueness” of the management of health facilities and 
hospitals by the USL (Local Health Units), the real engine of the reform; c) “equal-
ity” in carrying out therapeutic treatments; d) planning of assistance objectives and 
resources financial.

The 1978 reform implemented the constitutional provision of art. 32 of the 
Constitution, preparing a health network suitable for an organic and global 
protection of health. Just the art. 1 of the aforementioned law openly recalls the 
constitutional text, defining the protection of health «as fundamental right of the 
individual and collective interest» (art. 1, paragraph 1) and in paragraph 2, follow-
ing the provisions of art. 32 of the Italian Constitution: «the protection of physical 
and mental health must take place in respect for the dignity and freedom of the 
human person». Strictly consequential with respect to this regulatory provision, 
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it is the direct intervention of the public authorities in the organization and in the 
provision of assistance itself.

In this regard, it is necessary to highlight that the definition of health protec-
tion does not only concern the absence of disease or disability. These references 
are now reductive and simplistic, so much so that the Organization World Health 
Organization has stated that health must be done to mean “a state of complete 
physical, mental and social well-being […] Condition of harmonic functional and 
physical balance and psychic organism dynamically integrated into its environ-
ment natural and social” [2]. Thus, the notion of health cannot yet be linked to the 
absence of infirmity, but has undergone a significant expansion of both a biological 
and social nature, alongside integrity physics of a static nature, also a dynamic 
element e relational [3].

In the light of the constitutional and normative arguments already mentioned, 
the solidity of the founding principles of the nal Health Service outlined since 
1978 is of primary importance. Subsequently - already represent a substantial 
modification of the original structure on which the epidemic from Covid-19 had a 
decisive impact.

With reference to financial resources, it should be noted that the crisis of 
2007–2008 had already triggered a spiral of decrease in economic allocations also 
through the provision of cost containment measures (for example: increase in the 
sharing of the so-called ticket and blocking of turnover).

The aforementioned measures have achieved, in the short term, the objectives 
set, so much so that in 2012 there was a beginning of a decrease in public health 
expenditure. This reflection, however, must be completed with a broader examina-
tion. In order to fully understand the overall picture, it is necessary to highlight 
that healthcare expenditure depends on multiple components: the aging of the 
population, epidemiological change, scientific progress and the change in informa-
tion asymmetries between doctor and patient. The variation of each of these factors 
determines a change in the demand for services and therefore has an impact on the 
Health Service and its economic needs.

1.1.1 Factors affecting the organization and financing of health care

The first element to be evaluated is the demographic one. It is undeniable that 
there has been an increase in life expectancy. In Italy, from 1960 to today, life expec-
tancy at birth has increased by 12.8 years for women and by 13.6 years for men, so 
much so that the average age of women is 85.2 years and for men it is 80.8 years. The 
national average is 83 years compared to the 80 years of the OECD average [4].

These data, together with the slowdown in the birth rate, have produced an 
increase in the elderly population, to which new welfare needs are linked.

The exponential increase in chronic diseases (for example: cardiovascular 
diseases, cancer, diabetes and dementia) - those most present in the elderly 
population - has a significant impact on both the organizational structure of the 
National Health Service and the economic one. Suffice it to say that in Europe 
in 2016 the treatment of cardiovascular diseases alone cost 192 billion euros, 
much higher than the expenditure necessary for the diseases that most afflict the 
younger population [5].

Another factor that affects the health organization and its financing is that 
linked to scientific progress and technological innovation. This element does not 
depend on the choices of each individual country, but on investments in research 
and development by manufacturing companies (especially pharmaceutical com-
panies). The public resources made available in this field have the effect of condi-
tioning the degree of access to knowledge and new technologies. In summary, the 
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availability of about 14,000 medical device patents each year provides answers to 
health problems and creates, on the other hand, a new perceived need and, conse-
quently, a new demand for assistance with undeniable repercussions on health 
care costs.

Think that the growth of technological innovation is much higher than the 
growth rate of the economy, so much so that between 2008 and 2012 while Italy 
recorded a decrease in GDP equal to 2.3%, in Europe 1 patent for medical devices 
was registered every 38 minutes [6], proving the fact that the National Health 
Service cannot keep up with the technical and scientific developments.

The last element of this picture of factors is represented by the variation of 
information asymmetries between doctors and patients dictated by the ease of 
acquiring information through the mass media and, above all, through the internet. 
If this increases the levels of knowledge of citizens, on the other hand, information 
bulimia also increases the risk of inappropriate requests, up to the so-called defen-
sive medicine, a prescriptive modality that does not safeguard the patient’s health, 
but removes the risk of professional liability, increasing inappropriate spending.

All the aforementioned affect the National Health Service and determine an 
ever-increasing and different demand for services, moreover in an emergency 
context dictated by the spread of COVID-19, which requires new financial flows 
and imposes a radical organizational change.

2.  The right to health protection “conditioned” by financial and 
organizational resources in the light of constitutional jurisprudence

The entire issue of the health organization must also be read in the light of 
constitutional jurisprudence.

The Italian Constitutional Court, in implementation of art. 32 of the 
Constitution [7], has ruled that the right to health protection, understood as a 
request for services and benefits, is “primary and fundamental” and requires “full 
and comprehensive protection” [8].

This interpretative orientation changed, however, in the 1990s, when the need to 
contain public spending was imposed [9]. In the last decade of the last millennium, 
in fact, the Italian public debt had come close to 100% of GDP, while the public 
deficit was 11%. Especially since 1992 the situation has appeared out of control, so 
much so that the successive Governments (the first in this sense was the one chaired 
by Prof. Giuliano Amato) have begun a new phase of fiscal consolidation, with 
inevitable effects also on health expenditure [10].

The sentence of the Constitutional Court no. 455/1990 with which, while 
reiterating that the right to obtain health services must be guaranteed to every 
individual, he stated that this right is conditioned by the legislative choices of 
balancing the protection of health with other constitutionally protected interests: 
“taking into account of the objective limits that the legislator himself encounters 
in his work of implementation in relation to the organizational and financial 
resources available at the moment” [11]. For the first time it was established that 
the right to health protection had to deal with economic and organizational pos-
sibilities [12].

The subsequent evolution of constitutional jurisprudence has confirmed the 
need to achieve a balance between the right to benefits and economic and organiza-
tional limits, but has also provided for an essential core of the right to the protection 
of health that can never be undermined [13]: “in the balance of constitutional values   
operated by the legislator had an absolutely preponderant weight, such as to com-
press the essential core of the right to health connected to the inviolable dignity of 
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the human person, we would be faced with a macroscopically unreasonable exercise 
of legislative discretion” [14].

Constitutional jurisprudence relating to the patient’s freedom of choice is also of 
considerable importance. Precisely the need to take into account the limited economic 
resources and the need for general health planning led the Italian Constitutional 
Court to establish that the patient’s freedom of choice of the health facility at which to 
carry out a diagnostic examination or a medical intervention cannot be considered as 
an absolute right because of the incompressible economic needs [15].

The above is a confirmation, from the wall of the Italian Constitutional Court, of 
the policies to contain health costs, albeit within the limits of a reasonable balance 
with the various constitutionally relevant interests.

3.  The evolutionary lines of the National Health Service and the 
legislative choices of the Italian Regions

Looking at the evolution of public policies in the health field, one must take into 
account the multiple choices made by the Italian Regions in the organization of 
Regional Health Services.

In most cases there has been a progressive unification of Local Health 
Authorities (ASL) and Hospitals (AO). One of the first Regions to make this choice 
was the Marche Region with the creation in 2003 of the Single Regional Health 
Authority (ASUR). This example was followed by the Abruzzo Region, with only 4 
ASLs, and by Umbria, which passed to 2 ASLs.

Further examples can be given on the choice of reduction. Puglia already after 
the health reform of 1992 had gone from 55 Local Health Units to 12 ASLs, but in 
2007 it decided to carry out another merger until it reached only 6 ASLs.

In 2015, the Tuscany Region reduced the ASLs from 12 to 3, and 4 university 
companies were added to these. In 2014, the Emilia Romagna Region created a single 
ASL (for the territories of Forlì, Cesena, Ravenna and Rimini) with over 1 million 
inhabitants, 12,000 employees and a budget of 2.2 billion euros.

In 2015, on the other hand, the Lombardy Region replaced the ASLs with 8 
Health Protection Agencies and 25 Territorial Social and Health Companies.

Analyzing the different choices of the Italian Regions, in an effort of synthesis it 
can be said that the mergers were designed to create economies of scale, to simplify 
administrative procedures, to eliminate duplications. It should also be noted that 
these choices, in the medium term, can also cause inefficiencies linked to the exces-
sive size of the ASLs and difficulties in creating middle management.

The above must be completed with an assessment of the evolution of the hospi-
tal organization.

The Law Decree n. 95 of 6 July 2012 provided for a reduction in hospital beds, 
so much so that a maximum value of 3.7 beds per 1,000 inhabitants was reached, 
compared to the previous value of 4 beds per 1,000 inhabitants. To this was also 
added an evaluation of small public hospitals in order to dismiss these structures 
and favor home care.

The process of reducing the number of beds and reorganizing the network of 
small hospitals was implemented with the decree of the Ministry of Health no. 
70 of 2 April 2015 which defined the qualitative, structural, technological and 
quantitative standards. This legislative choice was aimed at reducing health care 
costs, reorganizing the hospital network and moving health care for many chronic 
diseases outside hospitals to put it at the expense of “territorial assistance”.

In reality, however, this reorganization made the mistake of having accelerated 
the rationalization of hospitals by the Italian Regions, but it was not as effective 
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as regards the creation of a new territorial assistance which, therefore, remained 
incomplete in many parts of the national territory.

4. Effects of public policies on the National Health Service

After the economic crisis of 2008 there was a gradual reduction in the financ-
ing of the National Health Service. In the period between 2009 and 2014, Italian 
public health expenditure increased each year by 0.7%, while from 2003 to 2008 the 
growth in health expenditure was equal to 6%.

These policies to contain national health expenditure and the choices of the 
Italian Regions to reduce their budget, have had undeniable positive effects both on 
the national budget and that of many Regions that were in financial crisis (think 
of Regions such as Lazio, Campania and Sicily). At the same time, however, these 
choices have had an impact on health care.

The first effect of the reduction of economic resources for the National Health 
Service was the reduction of some assistance services. This aspect had a fundamen-
tal impact on citizens as those who had the financial availability were able to turn 
to private health facilities, while those who could not afford this expense indepen-
dently had to give up temporarily.

This has also led to an increase in patient waiting lists at public health facilities. 
The “Annual report on hospitalization activities” of the Italian Ministry of Health 
(2019) contains some significant data. For example, in 2017 the average expecta-
tions were over 27 days for breast cancer, 53 days for prostate cancer, 119 days for 
tonsillectomy, 90 days for inguinal hernia [16].

In Italy 40% of specialist health visits, 49% of rehabilitation services and 23% of 
diagnostic tests are paid directly by citizens [17].

In addition, the policies to contain health costs also had a direct influence on 
medical personnel. In Italy there is no shortage of doctors, so much so that every 
year there are about 9,000 graduates in medicine and surgery, but only 6,000 
graduates each year can receive a specialist scholarship. This means that every year 
in Italy about 2,000 doctors live in the uncertainty of their professional future, 
despite the enormous need for new doctors by the National Health Service.

To confirm what has been said, the fact that in the Veneto Region there is a defi-
cit of 400 doctors, in the Piedmont Region and in the Puglia Region there is a need 
for about 300 doctors. If we look up to 2025, a national shortage of about 16,700 
medical specialists is expected. An incredible paradox [18].

5.  A change of legislative step and the possible repercussions deriving 
from the COVID19 emergency

It must be borne in mind that in recent years there has been a change in the 
choices of health policies. The resources allocated to the National Health Service 
have been slowly increased, although still largely insufficient. In the 2019 Economic 
and Financial Document, health expenditure for 2018 was estimated at approxi-
mately 115.4 billion euros, recording a growth of 1.6% compared to 2017.

This precarious balance has, however, been completely upset by the emergency 
caused by the spread of COVID-19 which has imposed a campaign of staffing and a 
sudden technological and infrastructural investment of which the exact extent is not 
yet known. In this regard, it must be taken into account that the first legislative inter-
vention approved in 2020, in full epidemiological emergency, was the “Cura Italia” Law 
Decree, which immediately provided for the following emergency measures: additional 
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funding for incentives to healthcare personnel (Article 1); hiring by the Minister 
of Health of 40 medical executives, 18 veterinary executives and 29 non-executive 
personnel, allocating over 5 million euros for 2020, 6,790,659.00 euros for 2021 and 
2022 and almost 1,700 € .000.00 for 2023 (Article 2); possibility for the Regions to 
purchase medical equipment also from private health facilities (art. 3); an increase in 
the financing of healthcare for an amount of almost 2 million euros (Article 17).

This was only the first step in a series of economic increases which during 2020 
(and also at the beginning of 2021) were expected to address a condition that has 
upset not only Italian society, but above all the entire National Health Service.

All this must also be taken into account the impact that the national and global 
financial crisis that was triggered by the pandemic, moreover on the Italian econ-
omy, which even before the health emergency had shown signs of weakness [19]. 
One of the first reports by the Moody’s agency supported a possible recession in the 
Italian economy with a reduction in GDP of over 10%. For this reason, what must be 
watched carefully is the behavior of both the European Union and that of the ECB.

6. Is Italian healthcare likely to be unequal?

The evolutionary framework of the interventions of economic and organiza-
tional policies in the health field gives us a plurality of indices from which multiple 
inequalities emerge, so much so as to touch the foundations of the constitutional 
right to the protection of health.

The first imbalance is between Northern Italy and Southern Italy. Already today 
in the Northern Regions the life expectancy for men and women is respectively 
81.2 years and 85.6 years, while in the South the life expectancy for men and women 
is 79.8 and 84.1 years. Years.

An index of inequality is represented by healthcare mobility between Regions, 
so much so that in 2017 88% of Nitalians who moved to be treated were hospitalized 
in Lombardy, Emilia Romagna, Veneto, while 77% of citizens who moved to try 
to be treated came from the Regions of Central and Southern Italy (Puglia, Sicily, 
Lazio, Calabria and Campania).

A further sign of inequality is linked to the renunciation of care by the poor-
est sections of the population. 43% of Italians with serious economic difficulties 
declare that they are not in good health, while only 23% of those who do not 
have economic difficulties believe that they are not in good health [Italian Higher 
Institute of Health, “Report on inequalities”, 2019]. It must also be assessed that 
55% of people with a low level of education report that they are in poor health 
(compared to 20% of Italian graduates) and 12% say they have depressive symp-
toms (compared to 4% of graduates).

This context of inequalities is even more relevant if we consider that over 11 
million Italians in 2017 gave up on treatment for economic reasons and 7 million 
Italians went into debt to take care of themselves.

This fragile health care landscape is also characterized by significant paradoxes, 
the first of which is linked to the ineffectiveness of care services. It has been esti-
mated that 19% of public spending, 40% of private household spending and 50% of 
the expenditure incurred by insurance policies, is used for diagnosis or for inappro-
priate or ineffective health services.

All this represents the photograph of a National Health Service that was already 
present before the COVID-19 emergency was characterized by gaps and contradic-
tions and that, with absolute probability (if not certain), the spread of the virus will 
only exacerbate, especially with regard to of the poorest faces of the population, 
those socially more fragile and, in particular, towards the elderly.
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We are in the presence of welfare, territorial and access to care inequalities 
that risk completely undermining not only the foundations of the National Health 
Service, but also those of the constitutionally protected right to health protection.

Furthermore, still on the subject of inequalities, the annual reports of the World 
Bank, the International Monetary Fund and the OECD, which constantly provide 
data on the increase in the concentration of wealth, cannot fail to have reinterpreted 
on the welfare state and, consequently, on the gap between the assistance poten-
tials provided by technical-scientific progress and the actual levels of assistance 
provided.

From the above it follows that the picture of the evolution of Italian healthcare, 
also in the light of the contingencies that the current health emergency, opens the 
way to pressing fundamental doubts about the effectiveness of the principles of 
universality, equality and equity that inspired the creation of our SSN and which 
today risk being only chimeras.

Faced with this complex picture, it is necessary to think not only about how to 
convert entire healthcare companies into hospitals dedicated to the care of patients 
suffering from Covid-19, moving patients with other diseases to other small 
hospitals, but it is also urgent to already start planning a future in which there are 
integrated assistance systems, with large hospitals that are centers in which invest-
ments are concentrated and specialization is developed, connected in telemedicine 
with small hospitals.

In this new vision, one cannot imagine addressing the issue of small hospitals 
only with a view to reducing costs, but it is necessary to plan their use in a perspec-
tive of continuity of care and strengthening of territorial assistance.

On the side of medical personnel, the time has now come to face the season of 
the shortage of doctors and nurses with determination, nor can we think that this 
problem can be solved exclusively with urgent procedures for the recruitment of 
usable staff to fight the pandemic. Instead, it is necessary to design new care models 
and launch real training programs for the phase following Covid-19. The contingent 
criticality must be transformed into an opportunity to strengthen a poor health 
system, first of all, from the point of view of the staff. It will be possible to plan the 
reconversion of services by leveraging the energies and skills of young doctors to be 
included in the National Health Service.

Furthermore, it would be short-sighted to limit ourselves to asking for economic 
policies to increase public spending to be allocated to the health service (back to 
a percentage of about 7% of GDP), nor would it be satisfactory to limit ourselves 
to hoping for investments for the adaptation of structures. Hospital. Instead, it is 
necessary, right from the start, to train young doctors and nurses, as well as new 
professional figures capable of bringing new services.

Finally, any reorganization of the National Health Service would be empty if the 
problem were not raised (and the solution started) of strengthening local health 
care, because only through this simple (but essential) Copernican revolution will 
we be able to address both the needs imposed by the pandemic and the needs that 
health care has to face every day in order to provide answers to the many health 
protection questions raised by the population.
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Chapter 5

Radical Bioethics: Difference, 
Disability, and Desiderata
Mary Jo Iozzio

Abstract

With diatoms—globally abundant single cell algae—as both a model and an 
extreme example of diversity among a single species, Radical Bioethics examines 
narrow constructions of human diversity as a failure of imagination and a refusal to 
recognize disability as another instance of difference. Along with other disciplines, 
bioethics has been slow to consider its biases, inherited from a history of social 
constructions, against people with disability. Both desire and desiderata offer an 
alternative to harms committed against people with disability in matters relating to 
initiatives that foster their inclusion as critical participants in and rightful recipients 
of the commonweal.

Keywords: bioethics, desire, desiderata, disability, diversity, historical consciousness, 
theological anthropology, United Nations Convention on the Rights of Persons with 
Disability, World Health Organization

1. Introduction

Knowingly or not, disability in the human community is a global reality about 
which too few register a thought concerning its prevalence. As a result of this 
unrecognizability, this failure to register, too few people without immediate experi-
ence of or any regular encounter with persons with disability remain unconcerned 
with this largest and most diverse minority of people across the globe (by the 
World Health Organization estimates, at least 15% of Earth’s human population). 
Moreover, the likelihood of able-bodied/able-minded persons joining this minority 
increases with age if not by accident or by diagnosis of, for example, Alzheimer’s 
Disease, arthritis, depression, diabetes, heart disease, mental illness, multiple 
sclerosis, Parkinson’s, and other conditions. No geographic location is immune 
from this prevalence, particularly in relation to the vicissitudes of contemporary 
life—for example, travel, trudgery, terrorism. Unsurprisingly, both poverty and 
place of residence both increase and exacerbate the vulnerability to being born with 
or acquiring a disability in one’s lifetime. My focus on “Radical Bioethics” offers one 
response to a dearth of theo-ethical and bioethical reflection on a critical concern 
for this population. This concern includes the requirements of justice that have been 
largely ignored in the vein of care for the support and development of basic human 
functioning capabilities that are available in the common good, the means of which 
“commons” would be distributed with a preferential justice and safeguard for 
persons and communities of people with disability [1].

The ethics of critical medical and essential health care for people with disability 
remains under-considered explicitly, except perhaps as an aside to the focus of 
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research in bioethics and healthcare ethics more broadly. Nevertheless, a growing 
number of academics in the humanities and social sciences recognize the need 
for bioethical, philosophical, and religio-theo-ethical reflection on the subject of 
disability. Many have begun to notice and reflect upon the ways in which people 
with disability have been ignored and/or grossly underestimated as participants in 
and rightful recipients of the commonweal: the common goods of health, educa-
tion, recreation, employment, commerce, social and political affairs, and religious 
observance.

What follows continues work I have done on theological anthropology, explor-
ing the diversity of creation, and the radical dependence that characterizes all 
people—not singularly or especially people with disability but—a dependence that 
characterizes all people, from the most robust to the infirmed. Such dependence 
raises critical questions of procedure in theological ethics, bioethics, and health-
care. Among the obstacles frequently encountered in this work are the persistent 
attitudes, notably identified by the social constructions of disability, that preclude 
many initiatives that would attend to both critical and basic health care for people 
with disability. Nevertheless, and even as most are not likely to have been exposed 
to the histories of the many tragic and rather appalling experiences that people with 
disability have endured, the good news is as important as the sad and scandalizingly 
brutal treatment people with disability have received at the hands of their caregiv-
ers, communities, and medical professionals in addition to abuse from strangers. 
Thus, as more people with disability participate today in many different settings 
where previously they had been excluded de rigueur, nondisabled people have 
become more accustomed to both casual and commercial interactions with them; 
my hope is to further the work of removing the obstacles to care and the inclusion 
of people with disability throughout the commons of human encounter.

In this essay I offer a broad look at the current lack of sustained attention in 
bioethics to the social forces and inherited assumptions that the field has failed to 
recognize particularly in an unexamined critique of its power and influence to shape 
the medical and social imaginary. Before entering into bioethics, I offer two precises, 
first a theological anthropology of radical dependence and second why radical bio-
ethics –both viewed through a lens that includes an often-overlooked history of the 
experiences that people with disability have endured over the millennia. Theology 
undergirds the challenge of wholesale inclusion of people with disability in the 
main as well as in considerations of how people with disability are to be engaged in 
participatory bioethics like other moral agents in their exercise of autonomy and 
self-determination. I then explore the contours of a radical bioethics as it is rooted 
in principles with which I approach bioethics, namely, a radical posture and proc-
lamation that people with disability are people first. I move then to difference and 
diversity as key to the root of the participation of people with disability in the com-
mons and the professions. I conclude with a desiderata-like meditation on a radical 
embrace of flourishing for all.

2. A theological anthropology of radical dependence

People with disability and the non-disabled belong to a common humankind 
that is deigned the imago Dei and in which, through the Kenosis, God identifies 
with all human joys and sorrows, births and growth, disability and deaths, as well 
as the past and the future. As imago Dei, humankind takes its primary data from 
the Christian tradition’s teaching on creation, the Incarnation, and Trinitarian the-
ology. The implications of this theology extend beyond a facile nod to the identifi-
cation of God with humankind: if the Trinity is the theo-anthropological ground 
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of being human, then the Trinitarian symbol of God must function as a template 
for all divine and human affairs [2]. The critical importance of a Trinitarian 
theological anthropology cannot be overstated. If the datum of the tradition is to 
be believed, then we must be earnest in engaging with God and with one another 
along the lines of relationship and relationality that is the manifest expression of 
God for Us [3].

The Christian tradition has long discussed and defended the doctrine of the 
Trinity and the Trinity’s action in the world as Father, Son, and Holy Spirit. 
However, the Trinity carries doctrinal importance beyond the formulaic introduc-
tion to prayer: the doctrine of the Trinity holds the potential of transformative 
practice among believers and nonbelievers alike. If every person is created in the 
image and likeness of God, and as God has been revealed to us in triune relational-
ity in se and ad extra, then relationality—not isolating autonomy or dogged self-
reliance—is the form of the imago Dei.

“Trinitarian theology is the language of relationality par excellence” [4]. not only 
in se but ad extra for us and for our salvation. The relationality that subsists within 
the Trinity is a relationality of a willed quasi-dependence of the Three Persons in 
One God. We Christians do not know God in any other way than in this Tri-Personal 
Relationality. This relationality is as God wills it to be in salvation history, in se and 
ad extra dependent in form and matter though uniquely unified and subsistent in 
effects: “the economic trinity is the immanent trinity and vice versa” [5]. It is thus 
in se wherein God enjoys/relates in God’s own company and ad extra wherein God 
enjoys/relates to all that God has wrought for us—the symbol of a relational God 
functions.

“That symbols are signs is certain: they are expressions that communicate a 
meaning; this meaning is declared in an intention of signifying which has speech as 
its vehicle” [6]. Christian theology speaks of God in the terms of an I-Thou relation-
ship. If the symbol of God functions in a vehicle of relationality and to be in relation 
suggests dependence within the one and the three, then relational dependence holds 
first place in the ways that we are to envision the imago Dei.

Of course, dependence in inter- and intra- Trinitarian relationality differs 
exponentially from the dependence experienced by the imago Dei, nevertheless 
dependence is in this anthropology relieved of its burdensome negative con-
notations. Dependence in this sense is neither a bad word nor a bad idea. It is, 
alternately, liberative. I am suggesting that unity in diversity translates to the imago 
Dei as radical dependence, human dependent relationality: we human beings are 
dependent upon God and upon one another from our conceptions and births, 
through childhood, adolescence and adulthood (to think otherwise is foolhardy) 
[7]. This symbol of God for us expresses intentional relationality as the ontological 
ground for understanding the function of the symbol that is the imago Dei rightly 
inclusive of every manifestation of God’s creative incarnate sanctifying love or 
wrongly exclusive of any.

In this theology, relations exist on account of difference. God is conceptualized 
through a medium of difference or diversity as the Trinity of Divine Persons, dif-
ferent and related: God as Father and Creator, God as Son and Incarnate Word/Jesus 
of Nazareth/the Risen Christ of Faith, and God as Holy Spirit and Transcendent 
Love within the Godhead and to all the world. “The mystery of God is revealed in 
Christ and the Spirit as the mystery of love, the mystery of persons in communion 
who embrace death, sin, and all forms of alienation [e.g., difference] for the sake of 
life” [8]. In Christian terms, the only way for us to know God is through God’s own 
self-disclosure as the divine being in relation with Godself in Trinitarian union and 
in relation with the rest of creation and perhaps we human beings in particular, in 
anthropological terms. As beings created in God’s own image, we human beings are 
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known only in relation to God and to one another: our self-knowledge is dependent 
on the diversity of persons and all other beings and things in the world.

I propose that we take difference or diversity as the key to our being in the world 
and in relationality with all reality thereby. While we may hesitate to consider 
disability as the sine qua non condition of humankind, it behooves us to recognize 
diversity and the dependence that attends to all beings and to all of our relation-
ships, of intimate and of distant or impersonal kinds. This dependence on “the 
other”—all too frequently assumed true especially (only?) for people with dis-
ability—unfolds in both deliberate and indeliberate ways, by choice or by literal or 
figurative accident. However, whatever our present status on the ability- disability 
spectrum, our task is to become ever more mindful of the other(s) among us and to 
recognize the webs of connection in place of potential self-loathing or of rejection, 
disdain or fear of the unfamiliar/not related/unrelatable other. Such a potential is a 
blasphemy against God in whose image we are all created and by whose begetting us 
makes us members of a single family, more than neighbors, sisters and brothers all. 
And we need to confess the sins and the near occasions of these blasphemous sins 
against God, ourselves, and our siblings near and far. The radical dependence of 
being in the world belies autonomy and the “self-made man.”

Thus, when we turn to disability identity with a posture of humility, we may 
soon discover the magnificent diversity in the ways that persons become them-
selves and we may soon find them and ourselves beautiful. Consider the tendency 
of delight many of us experience at the sight of a majestic mountain scape, a 
field of wildflowers, a herd of buffalo, a night sky filled with stars, or the songs 
of wild birds. We marvel at nature’s diversity, but we may be stingy in recogniz-
ing diversity in humankind. In the world of dualistic segregations, superficially 
identifiable differences have been used to categorize and, invariably, establish 
hierarchies that ranked individuals and communities on the basis of their confor-
mity to a norm. In the case of human norms the dualisms of male/female, spirit/
body, white/non-white, heterosexual/homosexual, and non-disabled/disabled 
have designated de facto the second part of each pair as a defective version of the 
first part; those designations subsequently led to the oppression or patroniza-
tion of the second by the first. However, when diversity, inclusive of people with 
disability, is presumed as normative, these dualisms lose their power to elevate 
one expression of diversity, however narrow or large, over the diversity of other 
expressions. When diversity is normative dualisms no longer make sense and an 
anthropology of inclusion can emerge in their place.

3. Why “radical” bioethics?

3.1 Meanings and implications of Radicality

The Oxford English Dictionary offers three meanings of the term “radical,” each 
referring to the defining nature of someone or something as 1) fundamental or 
basic, essential, quintessential; 2) inherent or innate, intrinsic, structural; and 
3) comprehensive or constitutive, organic, root [9]. I start with the notion of 
“radical” as root to agitate any personal complacence toward what we in the “west” 
have inherited as a hierarchy of being, at least since Linnaeus in the eighteenth 
century if not well before, with the 6th century BCE pre-Socratic philosophers to 
the Aristotelian trajectories in metaphysics of the 4th century BCE. Additionally, 
with the anti-racist, feminist, and LGBTQ critiques, I hold a view toward a socio-
political and theological kind of disruption about the taxonomic hierarchy and the 
subsequently normative ways of thinking about ourselves as members of the family 
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hominid, genus homo, and species Homo sapiens. I challenge determinations at the 
root of “Who Counts” as members of the human fold at the fundamental, inherent, 
and comprehensive levels of this hierarchy. And I challenge the agency that some 
members of the species have exercised in determining restrictively the agency of 
most others—those many others classified as marginal to the social, political, and 
religious, let alone the academic and professional elite.

I am suggesting a radical/root change in the way people with disability are 
perceived by many among the nondisabled community and the subsequent ways 
in which they—people with disability—are disabled by the social, medical, philo-
sophical, political, and theological constructions of non-normative “being” in the 
world. The idea of constructions that cohere with the now widely accepted rejec-
tions of and efforts to dismantle racial, ethnic, and gender biases is critical to the 
work of dismantling stereotypical assumptions about disability and about people 
with disability. Briefly, the social construction approach presents the contemporary 
critique of long-held-to-be true determinations about individuals and groups of 
“like” individuals such that all persons belonging to the class have uniform experi-
ences of “being” a Woman or Black or Indigenous or Gay … or Disabled. Moreover, 
individuals and the groups to which they have been “assigned” are stigmatized for 
being … women, non-Anglo, Native/Indigenous, Queer, and/or Disabled [10]. Thus, 
following the lead of people with disability and their co-agitators in the radical dis-
ability movement, my approach to disability has matured from a focus on individual 
problems experienced by individual persons with this or that particular impairment 
“to the wider oppression and social barriers that [have historically] excluded and 
disabled people” [11].

For all its efforts to promote autonomy, beneficence, nonmaleficence, and 
justice, bioethics is not immune to the inherited social constructions of disability. 
These constructions hold alongside the inherited assumptions about people with 
disability and the various ways in which they, people with disability, have been and 
continue to be calcified, categorized, and classified as, mostly, unfit to share space 
with the nondisabled. However, since none of us are immune from these inherited 
assumptions and their subsequent applications to real people, it is important to 
unpack the assumptions about disability for the dangers that lurk within them. 
Similarly, it is important to dismantle the oppressions that accompany the construc-
tions that build on these assumptions. Granted, none of us likes to think that we 
can be mistaken about the values inherent to this or other concepts (like beauty, 
strength, and adaptability). Nevertheless, glaring examples of the misappropria-
tion of personhood abound: for example, some of the handing down of religious 
practices from generation to generation were conducted under penalty of death 
if refused and, just as mistakenly, imperial conquests (e.g., by the Portuguese, 
Spanish, British, French, Chinese, Ottomans, and the United States) denied the 
humanity of many indigenous peoples in Africa, the Americas, and Asia. Let us not 
be fooled. Many people today suffer enslavement in the form of human trafficking 
for exploited labor, organs, or reproductive service, and sex [12]. In ways similar to 
the contemporary enslavement of people who occupy places hidden from a decid-
edly prejudicial social history and from “polite” company, too few people register a 
thought about the similarly prejudicial, marginalizing, and oppressive experiences 
of people with disability.

With exceptions, people with disability have not been treated well. Their treat-
ment has been identified and outlined for us by social science academics, psychol-
ogy and nursing professionals, and humanities scholars in a system of models 
that distinguish one manner of treatment–with positive or negative effect—from 
another manner. Contemporary studies offer an approach to this history through 
the models of disability, developed by people with disability, that are related closely 
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to the ways in which the non-disabled and dominant codified their perceptions of 
people with disability according to the social roles to which they were assigned. The 
most common models of disability are the religious-moral model where individuals 
or their parents or communities are responsible for disability as a punishment from 
God for sin or sins committed; the medical model, which “conceptualizes disability 
as deviance and lack within the individual, and therefore all medical interventions 
are geared toward bringing the individual as close to normalcy as possible” [13]; 
and the social construction model of physical and attitudinal barriers of exclu-
sion, like stairs and inaccessible educational, commercial, health, political, or 
recreational opportunities. In addition to these three, other precisions have been 
offered with the tragedy/charity, expert/professional, rehabilitation, economic, 
and rights based, customer/empowering models [14]. Parallel to these models are 
social roles to which people with disability have been assigned as their being sick or 
sub-human, a menace, pitiable, a burden, holy innocent, inspirational, amusing, 
and a blessing [15]. Regardless of model or role, each of these assignments includes 
greater or lesser degrees of stigma: the defining mark of otherness that clears the 
way to marginalization and to greater or lesser degrees of direct marginalization, 
oppression, and violence [16]. The models offer a shorthand reference to under-
standing the presumptive attitudinal barriers that people with disability and their 
companions encounter all-too-frequently to this day [17].

As disability advocates remind us: “it’s important to remember here that 
throughout recorded history all forms of inequality, injustice, and oppression have 
been sanctioned in one way or another on the basis of assumptions of biological 
inferiority” [18]. Contemporary efforts to decry these injustices and to reject these 
assumptions, such as to include the perspectives and insights of people with dis-
ability, are rare and, when present devolve all-too-easily into patronizing thanks 
and nods. “Why, at almost the end of the second decade of the 21st century, are the 
[basic and fundamental] human rights of people with disability still ignored?” [19].

As suggested above, those with the power to make and shape societies have 
been grossly mistaken in their judgment about the inherent human value and 
dignity belonging to people with disability and others who do not conform to 
hegemonic norms. Those mistaken judgments are the bases of a history of mal-
treatment that people with disability have endured, a history that has been largely 
ignored and likely intentionally unrecorded; in effect, people with disability 
themselves and their stories of success and failure and of loves and losses have 
been silenced over the course of time. However, that culture of silence is no longer 
acceptable: the truth to be told is that newborns, infants, children, and adults have 
been neglected, abused, and exterminated on account of the presence of disability 
in their lives [20].

I now turn to the historically prevalent exclusion of people with disability to 
contextualize their experience and its residue in the main and in bioethics today.

3.2 A brief survey of historical experiences

With 15% to potentially 25% of people worldwide having one or more disability 
today (up to 1.75 billion of 7.6 billion people), it is undeniable that people with dis-
ability have been among the members of the human economy from antiquity to the 
present. Combining the models of disability (medical, moral, and social) to parallel 
social roles (menace, burden, clown), individuals were identified taxonomically as 
other. Given the lessons that contemporary retrievals of the historical experiences 
of many members of minority populations have uncovered, this “othering” of 
people with disability has resulted in their oppression as a class that, like racism and 
sexism, can no longer be tolerated.



95

Radical Bioethics: Difference, Disability, and Desiderata
DOI: http://dx.doi.org/10.5772/intechopen.97654

To the extent that those who have held power and authority record history, 
resolutions concerning people with disability resulted in their marginalization on 
account of the causes those powers presumed were at fault from: divine punishment 
for some sin (either one’s own or one’s parents) or a pre-emptive warning show of 
divine power; consorting with evil; an imbalance of humors; maternal stress during 
pregnancy; bestiality; menstruation; and astrology. Each of these causes encour-
aged perceptions that people with disability were more animal or otherworldly than 
human, that they could tolerate environmental extremes and malnutrition, and 
that they were dangerous to the societies in which they lived—conclusions that gave 
license to harm them with impunity by taming, exhibiting, sequestering, and worse.

Scandalously, many individuals with disabilities–feared and/or loathed by the 
non-disabled—would have been exposed at or near birth or otherwise ostracized 
once the presence of a disability became known [21]. Infanticide by exposure was 
widespread and, in some state-sponsored cultic systems, the practice was manda-
tory. Some early Greek medical texts instruct on recognizing defects at birth, in the 
first months, and early years so as to determine a child that is not worth raising [22]. 
Aristotle too recommended laws to prevent the rearing of “deformed” children and 
to deny deaf children access to schools, since they would burden the progress of the 
non-disabled children/boys of the community [23]. In Greco-Roman antiquity it 
would not have been uncommon for newborn girls or a newborn with observable 
disability to be abandoned or left in a crude cradle at a crossroads or near a market, 
gymnasium, or temple with some possibility of being taken (and likely enslaved), 
or tossed into a river by their patriarchs. Equally troubling and perhaps more hor-
rifying, some parents or overseers and other wardens, who depended on “income” 
from begging, would mutilate their biological or “adopted” children with disability 
to increase the pity-value that patrons might assess on them and thereby increase 
almsgiving to their cause of household maintenance [24]. Among other curiosities, 
the Roman gladiator games included the spectacle of fights between little people, 
the deaf, other people with varying disability, women, and animals. Less brutal 
but not less disturbing were practices that exhibited individuals with disability in 
courts of power: as a sign of blessing, entertainment, or pity to extend telethon-like 
charity.

The early medieval period made way for the custom of caring for the sick, those 
with disability, and the poor. Outside of the support of their natal homes, people 
with disability were reduced often to poverty and they resorted to begging as a 
principal means of income. Wanting to follow the example of Jesus, who attended 
to those who were marginalized for this or that stigma, Christians began to extend 
compassion on the less fortunate. By the height of the Middle Ages in Europe, a 
“period of organized beggary” led to guilds open to people with disability wherein 
leaders emerged, and rules and languages developed by guild members [25]. The 
guilds represent a welcome initiative by today’s standards. Yet, this same period saw 
the institution of “idiot cages” that kept people with disability confined, while the 
cage protected those beyond the bars. And where cages were insufficient or when 
the masses tired of this or that caged group, the “ship of fools” provided another 
form of distance to keep people with disability separate and exploited as members 
of a traveling carnival-horror-freak sideshow for port residents and visitors alike.

And then came the development of institutions. Founded as a result of a system 
of hostels for pilgrims on their way to a holy site for both blessings and cures, 
hospitals for the sick and incurable became asylums for the insane and invalid. 
With the advent of the Enlightenment project to reject the old and quaint in favor 
of a rational order, new scientific ways of conceiving the individual in society and 
the common good brought to the fore utopian concerns of a more perfect commu-
nion, overtly including an underlying concern for the dangers lurking in any near 
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presence of people with disability. The isolation of institutions provided safety for 
the non-disabled as well as it gave rise to better or worse care for those institutional-
ized where—up to and including the 21st century—as a captive population, they 
could be studied “objectively.” With concentrated access to people with a diverse 
array of disabilities, doctors and scientists began to investigate the causes of dis-
abilities using then newly advanced medical and empirical methodologies. Some of 
this early science fueled the later nineteenth and early to mid-twentieth centuries’ 
eugenics movements through the subsequent sterilization of people with disability 
and other suspicious folk [26]. Consider the scientific “proofs” of a biological basis 
for the categories of race and the subsequent discrimination against non-white 
peoples, especially peoples of African descent, that labeled many deviant. People 
from Mediterranean countries and Asia were considered to be of “questionable 
genetic stock” and likely to increase the number of feebleminded or criminals 
that would become wards of the state; it would be better to prevent them from 
reproducing altogether [27]. As long as people were institutionalized and isolated 
from general human commerce, they were–and those who remain institutionalized 
are—vulnerable to abuse, exploitation, and other dehumanizing injustices.

The confluence of social progress, science, and rational self-interest led to 
the systematic individualization and medicalization of all persons–those deemed 
“normal” and those deemed “othered”—as subjects (the normalized) and as objects 
(the aberrant/abnormal/disabled). This systematic program led to a widespread 
ideology of disdain for, dis-ease with, and distrust of any who did not/do not con-
form to the hegemonically putative/normative/ideal modern man. By the twentieth 
century, eugenic initiatives were set in Europe and the United States with steriliza-
tion programs and final solutions in a murderous holocaust of untold, unnumbered, 
and unaccounted hundreds of thousands of people with disability. Scandalously 
still, eugenics and euthanasia by a different name continue apace with neonates, 
children, adolescents, and adults in their prime and elderly with disability as today’s 
principal populations that are vulnerable to medical-social-scientific control. While 
eugenics may not be institutionalized, it holds ideological power and is practiced 
widely in reproductive medicine and the selective abortion of fetuses. Similarly, 
euthanasia remains a threat as the contemporary equivalent of exposure by with-
holding life support from a person–neonate or adult—who could thrive if given the 
chance, not with heroic or extraordinary intervention but with the radical bioethics 
notion of ordinary care.

4. A disability-informed bioethics

4.1 Disability is multi-dimensional and multi-experiential

“Disability is a multi-dimensional concept, which should be understood in 
terms of a continuum” [28]. This continuum is true for all people once born and 
throughout the days of our lives. Even so, a disability continuum may have more 
dramatic punctuations than the general population. As such, bioethics attention to 
the multifaceted experiences of people with disability has the potential to integrate 
disability experiences in both critical interventionist care for things like substance 
abuse or cancers as well as the more mundane and presumably easier access to rou-
tine health checks and preventive holistic services like nutritional support, exer-
cise, education, and social interaction in arts and leisure and recreation. Bioethics 
will need to approach the subject with humility, since any attempts to categorize 
disability in generic terms will fail, especially since the human organism is itself 
complex; nevertheless, the phenomena of disability are expressed in the literature 
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as physical impairments, sensory impairments (e.g., blind and deaf), cognitive 
and/or developmental difficulties, mental health, and chronic illness.

While disability has been a feature of human life throughout the millennia, the 
contemporary climate suggests that the phenomena is rare or, if not rare, better to 
be left unspoken and closeted. The history above belies the rarity of disability and 
the suggestion that a culture of glamor or power or the accumulation of wealth is 
sufficient to disguise the presence, the challenges, the joys, the hopes and sorrows, 
as well as the contributions of persons with disability in ways grand and small 
yesterday and today [29]. The initiatives of the United Nations in its Convention 
on the Rights of Persons with Disabilities (2006) are key for advancing the cause of 
recognition and self-determination for all people with disability. Although the 
United States has signed, it has not ratified the Convention and remains thereby 
not bound by its statutes. Article 4 notes nonetheless that “States Parties undertake 
to ensure and promote the full realization of all human rights and fundamental 
freedoms for all persons with disabilities without discrimination of any kind on 
the basis of disability” [30]. The full realization of all human rights requires that 
persons with disabilities, like the nondisabled, have access to the basic goods of safe 
housing, potable water, nutritious food, education, family relations and friend-
ships, healthcare, employment, recreation, public services, and religious or other 
spiritual practice. Additionally, Article 10 reaffirms “that every human being has 
the inherent right to life and [States Parties] shall take all necessary measures to 
ensure its effective enjoyment by persons with disabilities on an equal basis with 
others” [31].

In 2001 the World Health Organization published the International Classification 
of Functioning, Disability, and Health (ICF) and in 2007 the ICF-CY (children and 
youth) as the framework for measuring health and disability at both individual and 
population levels. In these texts and in the related 2011 World Report on Disability, 
WHO conceptualizes a person’s level of functioning as a dynamic interaction 
between her or his health alongside environmental and personal factors, with a 
comprehensive basis for the definition and measurement of health and disability 
[32]. The idea of functioning as a measurement standard was inspired by the work 
of economist Amartya Sen and philosopher Martha Nussbaum, who developed 
the “capabilities approach” to discern an individual’s functional development and 
attainment of health [33]. In brief, the capabilities approach holds that all human 
beings have a virtual obligation to develop the abilities–inherent to each albeit 
in variable and disproportionate measure across the capability spectrum— as a 
positive natural right and the province of human initiative that lead, if given the 
opportunity, to flourishing and a good human life. Nussbaum articulates these 
capabilities as the basic human rights to acquire functional development of life: 
bodily health; bodily integrity; senses, imagination, and thought; emotions; 
practical reason; affiliation; concern for other species; play; and control over one’s 
environment [34].

As used in the ICF, the capabilities approach offers a holistic metric to deter-
minations of health and well-being based on individuals’ development of abilities 
aligned with the personal, local, regional, national, and global infrastructures—of 
educational, occupational, medical, recreational, and social opportunities—that 
are necessary to support that development. In matter-of-fact straightforwardness, 
WHO admits “Disability is part of the human condition” [35]. WHO argues further:

[The] ICF is named as it is because of its stress is on health and functioning, rather 
than on disability. Previously, disability began where health ended; once you were 
disabled, you were in a separate category. We want to get away from this kind of 
thinking. We want to make [the] ICF a tool for measuring functioning in society, no 
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matter what the reason for one’s impairments. So, it becomes a much more versatile 
tool with a much broader area of use than a traditional classification of health and 
disability.

This is a radical shift. From emphasizing people’s disabilities, we now focus on their 
level of [functioning and] health [36].

4.2 A radical shift in understanding disability

The ICF distinguishes between body functions, body structures, activities and 
participation, and environmental supports or lack thereof. To use the language of 
more common parlance: the functions reflect the purpose of mental, sensory, voice, 
organ, metabolic, reproductive, neural-muscular-skeletal, and skin systems; the 
structures refer to the engagement of procedures or steps involved with voluntary 
and involuntary movement. Activities and participation consider the degree to 
which individuals engage both functions and structures from cognition, affect, 
and locomotion, to self−/family−/community−/social−/civic-care. Environmental 
factors include considerations of the presence or absence of support for integral 
human development and flourishing.

Thus, given the complexities of functions and structures, disabilities fall into 
one or multiple classifications. In a similar vein, many people have co-occurring 
symptomatic dysfunctions, particular disabilities, and health complications 
with their primary mental, sensory, voice, organ, metabolic, muscular-skeletal 
disability. Under the Americans with Disabilities Act (ADA), the categories that 
qualify a person for accommodations of individualized support or relief are 
expressed in physical or mental impairments that interfere with major life activi-
ties [37]: Affective Disorders, Autism, Blindness, Cognitive Disability, Deafness, 
Emotional/Development Delay, Hearing Impairment, Intellectual Disability, 
Muscular/Physical/Skeletal Impairment, Neurological Impairment, Other Health 
Impairment, and Specific Learning Disability. These initiatives and legal precedents 
cohere with a baseline understanding of human capability that takes the contexts 
and particularities in which individuals and communities live as key to unlocking 
and supporting everyone’s basic human functioning capabilities. Nevertheless, 
“People with disability are characterized by low human and social capital” [38]. 
Thus, to consider health on the basis of functional capabilities development is both 
promising and dangerous for people with disability. Promising since focus is placed 
on the determinations of an individual’s capabilities and efforts in collaboration 
with social systems to develop those capabilities; dangerous since location will 
determine access to those necessary support systems. As a cause and consequence 
of disability, poverty remains the single most difficult obstacle to overcome, and 
poverty is directly related to an individual’s ability to both develop and then exer-
cise her/his basic functioning capabilities and thereby to thrive.

5. The difference of radical bioethics

The thing I propose as “radical” here is not in the sense of “protocol-be-damned” 
but in the more mundane and more nuanced frame of the ways in which a funda-
mental set of attitudes and actions can take hold in matters pertaining to bioethics 
in general, to the subject of disability and, more importantly, toward persons with 
disability in particular. The radical nature of this inquiry hearkens to the origins 
of the discipline of bioethics begun with the Hastings Center in New York (1969), 
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the Kennedy Institute for Ethics at Georgetown University (1971), and to Van 
Rensselaer Potter (1970), the oncologist who coined the term (at least in its English 
usage) [39]. Potter was particularly interested in the intersections and shared 
information of findings between the biological sciences and the humanities so as to 
ensure the benefits of research would yield results that attend to real persons and 
the eco-systems that support life: “global in scope, transdisciplinary in method, 
and, most importantly, compelled by a commitment to action that demanded per-
sonal engagement with social issues” [40]. This inquiry is radical in its adherence to 
the foundations of the discipline per Potter and our early colleagues at the Hastings 
Center and Kennedy Institute—many if not most of whom were trained as under-
graduate students in philosophical and/or theological disciplines and for whom the 
sciences of medical care and interventions were perforce designed for human health 
and the social good. Further, my project invites you to adopt this interdisciplin-
ary approach of a radical bioethics of dependence on the whole sphere of human 
commerce, with dependence as a normative key thereby for all persons inclusive of 
persons with disability across the millennia.

Difference is key to appreciating the diversity of persons and the perhaps 
even greater diversity of experiences among people with disability as equal to 
those among the general population. In order to ensure a comprehensive view, 
the insights of sociological critiques, which approach bioethics with quasi 
casuistry from the particularity and context of specific cases, offer a compelling 
argument that attends to lived experience, institutional culture, and structural 
injustice as the starting places to uncover the realities that honor persons with 
disability [41]. These approaches recognize that determinations of functioning 
capabilities depend upon considerations of interpersonal relations, institu-
tional structures, and the overall social world wherein the subjects of concern, 
whether persons with disability or women or people of color, are situated in real 
time and place.

Moreover, “We cannot reduce the complexity of disability to either a biologi-
cal problem, a psychological problem, or a social problem” [42]. All the factors 
of an individual’s life must be considered and interventions—of medical and 
rehabilitation kinds, assistive devices, psychological support, barrier removal, 
welfare benefits, legal protections, and cultural change—must be engaged at 
different and particular levels for the benefit of the individual in need of care 
(there is no one protocol that fits all persons adequately). As many in the field 
of Disability Studies argue forcefully, disability may present as a health concern, 
but it is more an issue of social and economic concern. As noted above, across 
the world people with disability lack access to basic health and rehabilitative ser-
vices as well as a lack of social support in the development of their basic human 
functioning capabilities. “They face barriers and prejudice, or poorer quality 
of healthcare. This [subpar access to care] means their health outcomes are 
worse—not as a result of their underlying impairments, but because of failures 
of [access to] general care” [43].

But what is difference at its root? Difference is a condition of being or a rela-
tion of distinction or diversity between one thing or person and another. An older 
Latin connotation points difference in the direction of diversity and is suggestive of 
variety, a point of dissimilarity but similar enough as to be recognizable as this or 
that thing or person. I have argued that diversity is the distinguishing feature of all 
creation, human beings included [44]. And I argue that diversity is the signature of 
God’s handiwork throughout the known world and beyond. I recognize this diver-
sity as God’s own “calling card” and the way that God, in the Christian tradition, 
reveals Godself to us in relation with self and with others.
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6. Radical bioethics: desiderata

I have long avoided the question of desire in Ref. to interrogating my own life 
and its wondrously circuitous and amazing turns except to ponder the opportuni-
ties given alongside the choices made that brought me to this moment in time, 
and to give thanks. I’ve led a charmed life, not without roadblocks here and there 
but, charmed, nonetheless. For an even more conscious period of time, I have 
avoided the question of desire in Ref. to the lives of people with disability. I like 
to think that this avoidance is rooted in a posture of humility by virtue of not 
knowing in any intimate sense what life is like in another person’s shoes. I cannot 
truly fathom another person’s “longing for something lost or missed,” “to feel the 
loss of,” or “to be wanting” [45], the root meaning of desire. Nevertheless, I am 
drawn now into this subject in recognition of the sad history of medical and social 
treatment that people with disability have experienced across the millennia—
from exposure to bullying, abuse, and murder—and to conversations that many 
academics, medical professionals, and policy makers have regarding the spoken 
and unspoken assumptions that “they”/people with disability would be better off 
dead. I am drawn also into the subject of desiderata by genuine calls initiated by 
some persons with disability and their family members, friends, and caregivers 
for interventions that promise rightly to relieve some of the conditions—espe-
cially physical pain and the internalized suffering of rejection—that compromise 
human flourishing.

“Disability, in everyday thought, is associated with failure, with dependency, 
and with not being able to do things. [Many of the nondisabled] imagine it must 
be miserable to be disabled. [But] both empirical evidence and anecdotal testi-
mony reveals that for many people with disabilities, life is surprisingly good” [46]. 
Moreover, when asked, many people with lifelong disability say, “we don’t want to 
be cured.” For many, except for bouts of pain (it is initially very different for people 
who acquire disability in their teen and adult years), their lives are fulfilling the way 
they are and their disability is part of their identities such that it is near impossible 
to envision a life without disability. “The medical focus of cure and change [is] 
linked to an assumption that disabled people want to be cured. … The dominant 
discourse fail[s] to recognize disability as a desired differentness, which can be core 
to an individual’s identity” [47].

Despite the best of intentions of family members and caregivers, like the non-
disabled, persons with disability are themselves the principal subjects of their own 
lives and desires and they are thereby entitled to the exercise of autonomy. I am pre-
suming a degree of cognitive and communicative autonomy that may be absent on 
account of age or developmental disability. Age aside, unfortunately, their desires 
were rarely taken into account across the standard practices of paternalism, such 
that past discussions in the medical arena on life with disability were often limited 
to questions of “to treat or not to treat” (and to let die) [48]. Today, with increasing 
Disability Rights Advocacy and given the voices of people with disability on the 
subject of cure, questions of intervention point more directly toward facilitating 
life with disability through barrier removal alongside of relief for sickness when 
autoimmune responses or influenza or cancer or diabetes or other calamity present. 
Thus, not unlike preferred choices when it comes to the dinner menu, decisions 
regarding this or that intervention, care protocol, or cure demand the exercise of 
personal autonomy and must be solicited from persons with disability in as equally 
an informative measure and accessible language as are decisions solicited from the 
nondisabled: the desires of people with disability must be honored.

As I return then to desiderata, a minimum desire among the communities 
of people with disability is to recognize their agency. Granted, the spectrum of 
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conditions that qualify as disabling are themselves diverse and often overlapping, 
both identity and agency diversities will emerge between physical, cognitive, 
and developmental disabilities but social stigma—the historically definitive 
construction of people with disability as inferior “to the main” and, as such, 
“other”—remains a common experience across the spectra. The de-construction of 
stigmatizing “otherness” remains the principal desiderata of my work. From that 
recognition, the tangible desires voiced by people with disability include minimally 
[49]: 1) the removal of barriers both physical and attitudinal to wholesale inclusion 
throughout the many avenues of social commerce—oppression remains the single 
most problematic of personal barriers to overcome; 2) reasonable accommodations 
to facilitate participation (e.g., accessible communication formats like sign lan-
guage, braille, and illustrations); 3) an overall slower pace in language and in move-
ment from place to place and for task to task; 4) attention and equitable access to 
basic and critical healthcare, education, and employment; and perhaps most of all 
5) friendship and other personal relationships beyond kith and kin in educational, 
social, commercial, employment, political, recreational, and religious arenas.

What else is to be desired?
Since many disabilities are acquired over the course of a person’s life, prevention 

of disabling impairments is an obvious desire. Hence, practical initiatives to reduce 
acquired disability include hard hats and other protective gear for manual laborers, 
immunizations from communicable diseases, reduction of exposure to hazardous 
materials, balanced diet for all and nutritional support especially for women who 
are pregnant or planning pregnancy, moderate alcohol and other “recreational” 
drug consumption, respect for speed limits and traffic conditions, avoidance 
of violent games and guns. We delude ourselves into thinking that any of us are 
immune from any of these eventualities.

On immediately practical and tangible levels, people with disability globally 
face obstacles to living and to living well that many of us see only as voyeurs during 
newscasts or from charity appeals for help. But the daily needs of most people with 
disability are embarrassingly simple: mobility aids like wheelchairs and rollators, 
barrier removal, reliable electricity, access to potable water, protein and carbohy-
drate, contained human and animal waste, basic healthcare and primary education. 
Let us recognize that meeting the desires of people with disability is not rocket sci-
ence but, until we break free of these attitudinal and ideological barriers to recogni-
tion that people with disability are people first, these basic needs of common goods 
remain out of reach. It’s rather simple to admit, but not easy to make the changes 
necessary for a tomorrow that all can better enjoy.

7. Concluding thoughts on radical bioethics

I started this work with an invitation to consider today’s more than one billion 
people with disability as one of the most diverse populations—15% to potentially 
25% of the 7.6 billion people worldwide. This population is a mass of people rel-
egated to the margins of the larger social groupings to which they belong. In a time 
when gender, race, and bio-ecological diversity are championed and barriers to 
inclusion dismantled for some, the margins of human commerce to which many if 
not most people with disability are consigned are no longer tolerable.

Truth be told, medical and healthcare professionals have approached care 
concerning persons with disability with a jaded view and a jaded past regard-
ing their worth as marginal at best or their status as less than deserving of either 
routine or critical care. In response, I suggest, this “radical bioethics” that 1) invites 
healthcare and bioethics professionals to recognize that a patient with disability 
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is a patient first; 2) points to a lack of attention on the part of these professionals 
and the discipline of bioethics to be aware of the similarities and differences that 
disability presents in deliberations of treatment protocols; and 3) as WHO admits, 
“from emphasizing people’s disabilities, we [have made a radical shift to] now focus 
on their level of [functioning and] health.” Thus, following the lead of members 
of the communities of disability who have engaged legal argumentation on behalf 
of their vulnerable sisters and brothers with disability who have not received a fair 
hearing regarding their care, this disability consciousness is best informed before 
considerations about medical interventions available to persons with disability are 
pronounced.

As Professor of Law and Bioethics Alicia Ouellette observes:
“bioethicists tend to support individual choices to refuse medical care, family 

decision making, and advance directives. Members of the disability community are 
often skeptical of or opposed to these practices. Some disability experts view medi-
cally assisted nutrition and hydration as a basic human right; bioethicists tend to 
think of medically assisted nutrition and hydration as no different from other medi-
cal treatments [that may be withheld or withdrawn]. Bioethicists support efforts 
of doctors to “fix” physical impairments; disability scholars question the need to 
“fix” the bodies of individuals with disability and look instead for societal solutions. 
Many bioethicists view persistent vegetative state as something entirely different 
from other disabling conditions; some disability activists deny those differences. 
[And] many people in bioethics seek to resolve individual cases without taking into 
account social and community concerns, whereas social and community concerns 
are central to the disability community” [50].

Desiderata.
And a final word regarding the title of this work. Philosopher and lawyer Max 

Ehrmann wrote the poem “Desiderata” in 1927, it was published posthumously 
in 1948. Its popularity may have waned of late but we human beings continue to 
burn with desires/desiderata of many kinds, some mundane and others profound. 
Whatever the desires of people with disability, their family members, friends, those 
who care for and about them, and those who do not, I think we can take Ehrmann’s 
word to head and heart in our strivings for a better tomorrow:

Go placidly amid the noise and haste, and remember what peace there may be in 
silence.
As far as possible, without surrender, be on good terms with all persons.
Speak your truth quietly and clearly;
And listen to others, even to the dull and ignorant; they too have their story.
…

Beyond a wholesome discipline, be gentle with yourself.
You are a child of the universe, no less than the trees and the stars;
[And] you have a right to be here.
…
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Chapter 6

For a Model of Revision, 
Assistance and Care of Identities
Federico D’Angiolillo

Abstract

The global crisis scenario has highlighted the weaknesses of advanced personal 
assistance and care systems, based on the absolute primacy of technical knowledge. 
Almost all health organizations have been challenged by the new Coronavirus. 
The universal system because it is realistically unable to reach everyone efficiently 
and effectively. The private model, albeit moderated by intentions of global care, 
because it is onerous and, in fact, not very inclusive. This study, without any 
pretense of completeness, thanks to an examination of the most well-known docu-
ments published by the organizations for the promotion of human health, both EU 
and international, highlights the essential aspects and purposes of some of the main 
models of health care, also identifying the critical issues and the remedies prepared. 
The main purpose of the text is to highlight and reflect on possible alternative 
solutions to the current strategies to combat the pandemic, implemented by the 
states. The probable contributing causes that have contributed to the spread of the 
new coronavirus and its variants globally and that have their roots in now dated 
issues are then analyzed. The lesson that the Pandemic teaches us is that “no one is 
saved alone” and that the problems of each family, social, national etc., represent 
the problems of everyone. The document concludes in the sense that, only through 
a new approach to individual and collective health care, marked by greater solidar-
ity and respect for individual, specific identities and frailties, starting from those 
“hidden” in society (adolescents, elderly, of handicaps, immigrants, etc.) it will be 
possible to promote welfare systems that are more attentive to the needs imposed by 
the challenges of globalization and therefore really more effective, economical and 
efficient, and therefore more humane.

Keywords: Pandemic, identity, health, fragility

1. Introduction

The global pandemic crisis shakes the situational equilibrium on which our 
realities are founded.

The pandemic shows the difficulties of modern social organizations to take 
care of the most disadvantaged and fragile people (elderly, people with disabilities, 
immigrants without residence permits, children and adolescents) [1] starting from 
each single identity [2].

As has been acutely observed [3], health promotion, understood according to 
the World Health Organization, as a state of physical, mental and social well-being, 
represents a productive factor of growth and development of the entire community.
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But in recent years, governments attention has waned and produced a disman-
tling of the welfare state that has removed the social protection net of the most 
vulnerable people.

In this scenario, the pandemic caught us fundamentally unprepared, unable to 
oppose a reaction on the ground even of a cultural nature.

At the beginning of the crisis, the only serious collective defense tool was to take 
time by suspending fundamental freedoms, individual and collective, waiting for 
the vaccine.

On the now essential need for a common preventive strategy of defense against 
the danger of contamination by biological agents, and on the consequences pro-
duced by the pandemic, see, by way of example, the documents published by the 
World Commission for the Ethics of Scientific Knowledge and Technology Unesco 
(https://en.unesco.org/themes/ethicsscience-and-technology/comest) and the tech-
nical guides published by the WHO (https://www.who.int/emergencies/diseases/
novel-coronavirus-2019) to which reference should be made.

Faced with today’s crisis scenario, shared responses are necessarily urgent.
In this context, the use of vaccination represents, however, only one of the 

possible means of protection, not the only one, being by itself, unable to prevent the 
re-emergence of the elements favoring the current crisis situation on a global scale 
(which could be repeated) exposed (s) below:

• Loss of biodiversity - zoonoses (the pandemic of the new SARS-CoV 2 coro-
navirus is the result of the circulation of the virus from animals to humans 
[4] - have almost certainly been favored by pollution and habitat loss, by the 
creation of artificial, from the manipulation and trade of wild animals and 
more generally the destruction of biodiversity [5].

• Human interference in ecosystems - Human interference with the delicate 
balance of the climate system is taking place the risk of transmission of viral 
diseases [6].

• Abuse of the planet’s natural resources - Need to change lifestyle, promoting 
a rebalancing of natural resources on the planet, reducing pollution factors 
(Co2) and strongly compressing the consumption of natural resources in 
developed countries.

If these factors did not immediately trigger the pandemic, they almost certainly 
have favored and, in some cases, accelerated its propagation with the consequences 
in terms of the cost of human, social and economic lives, which we know well.

For these reasons, the task of this chapter will be to investigate the factors that 
have contributed to the current pandemic crisis without neglecting the teaching 
that it brings with it: that of a great opportunity for rebirth.

2. A society of situational balances

The current pandemic crisis has shaken the balance of our life from the 
ground up. It has been estimated, in fact, according to a negative type 2 sce-
nario, [7] that not before the end of 2020 the cost in terms of loss of human life 
in the United States alone would have reached 300,000 units. Unfortunately 
at the time of this writing the number of deaths it has exceeded, in the US, 
the 500,000 units, while globally far exceeded 3,000,000 deaths, [8] and is a 
number destined to grow.
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At the end of the pandemic, the victims of Covid-19 - currently not quantifiable 
even through the use of the most advanced artificial intelligence algorithms - will be 
underestimated, even in the worst forecasts, with a large margin of deviation from 
reality.

Faced with such a scenario, it is therefore necessary to take a step back, question-
ing the reasons for the current social, economic and human vulnerability or at least 
explaining the anthropological and relational reasons that have given rise to this 
condition of generalized weakness.

In analogy with the great epidemics of the past, [9] the contagion has spread 
from east to west, affecting all the countries of the world.

The long and, unfortunately, cyclical wave of the pandemic (we are now in the 
3rd wave) has changed our lifestyles, social habits, logical and relational patterns, 
both from the working point of view (employer-worker), but also personal-
family (parents-spouses-children), behavioral, affective, personal-individual 
(man-woman).

A reflection is therefore required on the individual specific areas in which the 
pandemic has affected, in order to highlight not only the critical profiles, but also 
any positive aspects that this state of emergency has triggered.

3. Face-to-face work is not always good

Due to the pandemic, the massive use of new technologies made it possible not 
to suspend certain types of work services (for which it was not essential the physical 
presence of workers), which paradoxically appear to have strengthened in terms of 
organization and performance.

In particular, the spread of smart-working on a global scale that has been shown 
to be a useful, economical and sustainable remedy from the point of view of impact 
on the environment. Not only that, in the time of the restrictions imposed by the 
pandemic, it has also represented a formidable resource for employers who have 
achieved equal (if not higher) productivity results with less and better allocation of 
human and financial resources.

Remote work has made it possible to reduce physical and temporal distances by 
ensuring a large margin of time for the care and attention to fundamental relational 
interests (family, emotional and friends), but also to improve the quality of life and, 
in some cases, to devote personal time to volunteering [10].

According to a survey conducted by the American channel CNBC in collabora-
tion with the online survey tool Survey-Monkey, people said they were happier 
doing their work remotely and an increasing percentage said they wanted to 
continue doing it even after the pandemic [11].

In conclusion, the experience of remote work successfully experienced during 
the pandemic could turn into a formidable tool for the transformation and reorgani-
zation of the world of work and society in order to make them more simplified and 
humans, not only for some social categories (workers, consumers, savers, etc.) but 
for all citizens.

4. Family relationships at the time of Covid: the role of women

According to a study conducted by Eurostat, the Pandemic would have burdened 
the work of women in the social and family contexts in which it is required with 
greater responsibility and affliction. According to Eurostat, the restrictions deriv-
ing from the lockdown would have had a greater negative impact on the female 
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component, determining in particular in domestic contexts, the conditions for a 
significant increase in physical and moral violence, a complication (unpaid) of 
family duties and responsibilities, an extensive decrease in the employment rate of 
women, exclusion from top decision-making processes due to of the pandemic.

In particular, in the European context [12], it was observed how “the pandemic has 
separated families and friends, disrupted everyday life and even endangered democ-
racies. It has affected every aspect of our European way of life. The crisis, however, 
has not been felt uniformly by every individual in our societies. Income inequality, 
geographic location, age and, in particular, gender, have determined, separately but 
also together, the way how the crisis has affected and will continue to affect citizens.

Gender and sex dominated not only the clinical aspects of the COVID-19 pan-
demic, but also how we responded to it. From urgent and pressing issues such as 
domestic violence and an alarming male mortality rate, to more structural and funda-
mental questions about the perceived value of different roles in society, it has become 
clear that gender has been an essential aspect of this virus and of relative crisis.

The competent Commission for women’s equality of the House of Commons 
[13] of the United Kingdom Parliament also reached similar conclusions, who 
denounce how the Pandemic has triggered a significant increase in gender inequal-
ity, with particular reference to the percentage of requests for use of the sick state, 
and benefits also expected due to the pandemic, an increase in domestic violence 
against women, an increase in situations of poverty and female unemployment, an 
imbalance in the weight of domestic work and the burden of responsibility between 
genders, the request for a greater state economic support, professional retraining 
and reintegration into the world of work by women.

In conclusion, both of these studies conclude that the economic and social 
weight caused by the restrictions introduced due to the pandemic was brought 
especially to women, who would therefore have paid a heavy bill, both in terms of 
physical and moral health, and in terms of job insecurity and worsening of unpaid 
domestic responsibility situations, with a general condition of weakness and suffer-
ing, not only economic, suffered.

More generally, however, it should be remembered that the female “world” does 
not constitute a homogeneous humus, for which appropriate and more in-depth 
analyzes on the effects of the pandemic should be carried out precisely starting 
from the individual specificities of race, culture, religion, social and economic 
position of each woman (child, adolescent, elderly, handicapped, etc.) of the 
consequent damages received [14]. At the time of writing, there are no specific 
investigations on these particular aspects.

5. Affective relationships: the relationship between genders

The emotional relationships have been strongly affected by Covid [15]. People 
have been afraid, both for internal and external reasons, by choosing to lock them-
selves up in homes or by limiting their relationships in the home. So many people 
have poured their affection on the web in search of virtual hugs and relationships. 
However, there are distinctions between states. In Europe there has been a balance of 
physical relationships and virtual entertainment, (but for example in China virtual 
relationships have prevailed over reality). And in the UK? According to a United 
Nations study [16], the rapid spread of Coronavirus, on a global scale, would have 
occurred more in men (50.9%) than in women (49.01%) and probably also sexually. 
In fact, the British charity for the fight against AIDS - Terrence Higgins Trust - has 
repeatedly highlighted an increase in family relationships (84%). The restrictions on 
individual freedom caused by the lockdown have in fact pushed government bodies 
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to more effective and accessible communication on the risks of infection with the 
new coronavirus even through safer options for avoid the risk of contagion, suggest-
ing, for example, to book free exams [17] or promoting rules of responsible conduct 
and suspension of personal contacts to avoid infections and not recommending the 
taking medications due to the risk of exposure to HIV [18].

In conclusion, Terrence Higgins Trust argued that “the best way to fight the 
Pandemic, even from an emotional point of view, was to take care of themselves and 
protect each other. The best defense against the virus is to stay home as long as pos-
sible, follow government advice on limiting social contacts, keep two meters away 
from other people when you go out, wash your hands regularly, isolate yourself if 
necessary, and take care of the most vulnerable and isolated people” [19]. 

In the studies cited, the isolation resulting from the lockdown has produced pejo-
rative effects of stable coexistence relationships between genders, male and female, 
fueling tensions, misunderstandings, relationship difficulties that have resulted in 
physical or verbal litigation, violence and in many cases, requests of divorce.

The consequences of the physical and psychological stress produced by Covid 
restrictions have been extensively studied [20] and the results obtained suggest 
public decision makers to adopt a temporally limited approach, maintaining a clear 
and effective communication capable of anticipating the negative effects that would 
inevitably have occurred in the medium and long term on the health system.

6. The limits of social health organizations

Historically, social health promotion and protection organizations have been 
of two types: public and private. Public health organizations have represented a 
flagship of the way to do health care, first of all in those States where the person has 
been really allocated at the center of human health care and assistance systems (e.g. 
in European countries, in Japan, in Brazil etc.). However, these advanced public 
social systems have shown profiles of dubious financial sustainability due to the 
high payment costs (tax levy) and the operational difficulties of ensuring the essen-
tial levels of assistance on a territorial basis [21]. In particular, the major aspects 
criticalities [22] that emerged, for example in Italy, concern: the care and assistance 
of people with comorbidities and chronic diseases; the inability to manage and 
treat and share health information flows; the poor interoperability of databases; 
the methods of taking charge of the assisted persons; the relationship with local 
communities [23].

From the universal health coverage system, the private health coverage service 
(adopted in the USA) is distinguished, on the basis of which health services are not 
provided mainly by the public health system, but by private structures, financed 
with health policies paid by patients assisted.

In this second case, access to treatment is only possible for citizens who have 
taken out private insurance. While the State concentrates, more or less incisively, 
in assistance and care programs for frail people (eg Medicare; Medicaid). In reality, 
even this system is not stable and suffers from political and economic conditions 
having been strongly influenced by the alternation of well-known politicalgovern-
ment events which, in particular in the USA, have compromised it stability [24].

7. Universal and global health care systems at the time of Covid

Healthcare systems are characterized by two performance purposes: universal 
(UCH) and global (GHS). In the first case, the universal health coverage system 
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tends to guarantee quality health services to all citizens regardless of financial 
problems [25]. From the universal health care system (UHC), the systems of health 
organization with global mandate (GHS) are distinguished that are focused on the 
prevention, detection and response to threats to public health, in particular from 
infectious diseases (USA, Africa).

According to the health security assessment mechanism [26], both of these 
systems would be in crisis as a result of the Covid-19 Pandemic for the following 
reasons:

• inability of national health systems to fight the prevention of pandemics;

• little funding in the safety tests of biological risk prevention and control 
systems on a global scale;

• lack of support actions for countries with political instability and health 
insecurity;

• strategic and programmatic inadequacy of national health systems in respond-
ing to pandemics;

• lack of coordination and training between policy makers and professionals 
in the implementation of the actions envisaged by the International Health 
Regulations (IHR) [27]

• non-alignment of national health systems with international standards on the 
risk of epidemics on a global scale.

According to a study published in the Lancet [28], countries that have invested 
in measures to adapt to international health security and access to treatment have 
been more effective in tackling the pandemic (eg South Korea, Singapore, Taiwan, 
Thailand, Cambodia, Kerala, Veneto Region). The Lancet study concludes on the 
need for nation states to promote concrete support and health security policies and 
actions for the future thanks to global health care systems of a universal nature that 
are perfectly integrated and aligned with common indicators that ensure for all 
integration, financing, resilience, equity.

8.  Health as a productive factor for growth and employment: three 
strategies compared: European, American, British: the Italian 
universal health system

In continental policies, investments in public health represent a productive 
factor of growth and social development. The health protection and promotion 
strategy is also a testing ground for federal and parliamentary governments due to 
the growing emergency situation that has imposed severe revision policies. Below 
are some examples of health organization strategies and plans/programs launched 
to overcome the current crisis situation.

8.1 European Union

In the strategic documents of growth of the European Union [29], the right to 
health is almost always considered a fundamental driving force for growth not only 
social and intergenerational, but also economic. The European Union has in fact 
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argued that thanks to efficient and innovative systems of care and assistance for 
people of productive age, it would be possible to achieve the objectives of contain-
ing public spending, improving the health of EU citizens by protecting them from 
international and transnational health threats.

The European Union has therefore launched a program for sustainable and 
inclusive growth, based precisely on the promotion of individual and collective 
health articulated on four fundamental pillars:

a. development of common tools and mechanisms at EU level to address the lack 
of human and financial resources and facilitate the uptake of innovation in 
health care, in order to contribute to innovative and sustainable health systems;

b. better access to medical expertise and information concerning specific diseases 
including on a transnational scale and to develop shared solutions and guide-
lines to improve the quality of healthcare and patient safety in order to improve 
access to better and safer healthcare for European citizens;

c. identifying, disseminating and promoting the adoption of validated good 
practices for cost-effective prevention measures, addressing key risk factors, 
notably smoking, alcohol abuse and obesity, as well as HIV/AIDS, with a 
particular focus on the cross-border dimension, in order to prevent disease and 
promote good health;

d. developing common approaches and demonstrating their value in being better 
prepared and better coordinated in health emergencies in order to protect 
citizens from cross-border health threats.

The impact on a global scale of the current pandemic emergency has had an 
undoubted conditioning effect on the action strategies for health promotion within 
the European Union.

In particular, the European Parliament approved a new EU Regulation no. 
2021/522 establishing a Union action program in the health sector (so-called 
EU4Health program) for the period 2021–2027 and repealing regulation (EU) no. 
282/2014.

Under the EU4Health program, the European Union for the next seven years will 
implement actions to combat the main cross-border health threats by creating:

• reserves of medical supplies for crises;

• a pool of health personnel and experts who can be mobilized to respond to 
crises across the EU;

• increased surveillance of health threats;

• strengthen health systems so that they can address epidemics and long-term 
challenges by stimulating disease prevention and health promotion in an aging 
population;

• digital transformation of health systems;

• access to health care for vulnerable groups;

• make medicines and medical devices available and accessible;
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• support the prudent and efficient use of antimicrobials as well as promote 
medical and pharmaceutical innovation and greener manufacturing.

According to an INAPP research study, [30] as part of the actions already 
undertaken by the European Union for the promotion of health, the new European 
program “EU4Health” would establish a different and more effective system of 
connection of health measures within the European states integrated, also from the 
outside, with the protection instruments adopted at a supranational level.

In the new scenario outlined by the “EU4Health” program, the European 
Commission will exercise a leading role in the implementation of the planned 
actions. In particular, the EU Commission which can go as far as the exercise of a 
delegated legislative power, implementing in detail the indicators of the progress 
of the program (Annex II of EU regulation no. 2021/522) in compliance with the 
principles of precaution, complementarity, consistency and solidarity.

8.2 United States

In the United States of America, the federal government has approved a health 
reform plan “The Biden-Harris plan to beat COVID-19” articulated in seven 
key points.

In practice, the US administration [31] has focused its action to protect public 
health with the preparation of a plan to overcome the pandemic crisis - in the 
United States alone there are about 579,000 deaths - which aims to:

1. to give a greater voice to science.

2. Ensure that public health decisions are made on the basis of information pro-
vided by public health professionals.

3. Promote trust, transparency, common purpose and accountability in the fed-
eral government.

4. Ensure that all Americans have access to regular, reliable, and free testing.

5. Solve the supply problems of personal protective equipment (PPE) forever.

6. Provide clear, consistent and evidence-based guidance on how communities 
should address the pandemic and the resources for schools, small businesses 
and families to cope.

7. Plan for the effective and equitable distribution of treatments and vaccines, 
because development is not enough if they are not distributed effectively.

8. Protect older Americans and high-risk people.

9. Rebuild and expand defenses to predict, prevent and mitigate pandemic 
threats, including those from China.

10. Implement the use of IPR in the population, allowing people affected by the 
medium and long-term effects of the COVID-19 disease not to be excluded from 
the affordable quality public health care system, similar to the private one.
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In addition to the health strategy of the US plan (Biden-Harris) for the escape 
from the crisis, it should also be remembered the adoption of a specific directive on 
national security aimed at recovering the “Global leadership of the United States 
to strengthen the international response COVID-19 and promote global health secu-
rity and biohazard preparedness” [32] as well as the numerous executive measures 
(presidential actions) adopted for the protection and response to the spread of the 
coronavirus.

8.3 United Kingdom

Similar actions to respond to the pandemic threat (in the United Kingdom there 
are more than 128,000 deaths due to Covid) have been undertaken by the British 
government (British Public Health Plan - PHE 2025) which identifies at least 10 
strategic priorities for the next five years and that the National Health System 
(NHS) is committed to supporting. In particular, there is also agreement in the 
United Kingdom on the need for greater internal collaboration and participation 
by the competent British Department of Health, including with the European 
Union, and the rest of the world, for the prevention of future pandemic scenarios. 
However, health protection in the British recovery program is not only achieved 
through the functioning of the national public health system (NHS), but also 
through the promotion of social and economic conditions that allow people to enjoy 
a life of dignity, prosperity and aware of the risks associated with bad eating and 
behavioral habits, improper and unbalanced lifestyles. (sedentary lifestyle, alcohol 
consumption, smoking, lack of social relationships). In conclusion, the British 
public health strategic program for the next five years (PHE 2020–2025) intends to 
implement the set of knowledge and skills to support better physical and mental 
health in the population. Improve the organization and the quality of the work 
of decision-making processes. Use cutting-edge tools and techniques to increase 
organizational efficiency and propose new solutions and virtuous approaches to 
public health problems.

8.4 Italy

Italy was one of the first countries in the world to be affected by the pandemic and 
to have recorded the highest percentage index of the number of deaths in relation to 
the population (about 120,000 deaths due to Covid). Specifically, the health emer-
gency has revealed many structural and organizational weaknesses in the response to 
the growing demand for care and healthcare following the pandemic [33].

It should be borne in mind that the organization of the public health service in 
Italy is entrusted to the Regions (while it is the responsibility of the State only to 
determine the essential levels of assistance), and for this reason, it shows evident 
territorial disparities in the provision of health services, in particular of specialist 
services, in the prevention and management of comorbidities and chronic diseases, 
in the activation of a coordinated response to pathologies resulting from climatic, 
environmental and local alterations, also through the use of modern informa-
tion and digital technologies. To counter these deficits (while we are writing, the 
National Recovery and Resilience Plan - PNRR has been approved) [34]. Italy over 
the next five years will allocate 15.63 billion euros for the creation of proximity 
networks, structures and telemedicine for territorial health care, innovation and 
renewal of existing digital technological structures (FSE, LEA) as well as staff 
training.
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In particular, by 2026 it is intended:

• Strengthen the national health service by aligning services to the needs of com-
munities and patients (Community Homes)

• Strengthen local health facilities and services and home services (home as the 
first place of care)

• To develop telemedicine and to overcome the fragmentation and lack of 
homogeneity of the health services offered on the territory (telemedicine).

• Develop advanced telemedicine solutions to support home care (intermediate  
care).

In a nutshell, the Italian government, thanks to the “Next Generation EU” 
European aid program, intends not only to implement the standards of universal 
care and assistance currently in place, through the use of modern communication 
and digital information technologies, but also to enhance the network of medical 
and territorial assistance services, with the creation of 381 new community hospi-
tals for short-term hospitalizations.

9. The consequences of the pandemic

If even today there are no unambiguous certainties about the real origin of the 
current global pandemic crisis [35] we are certainly able to indicate with an appre-
ciable degree of reliability at least seven negative effects, direct and indirect, which 
have occurred at the level:

a. first of all, the easy spread of the coronavirus, even by air, in particular envi-
ronmental conditions, therefore without any direct contact, which has led to 
severe restrictions and obligations of conduct; [36]

b. secondly, short-term symptoms (high temperature, persistent cough, loss of 
taste and smell) and long-term (fatigue, shortness of breath, chest pain and 
tightness, memory loss, insomnia, palpitations, dizziness, tingling, joint pain, 
depression, feeling unwell, fever rash) caused by the infection; [37]

c. thirdly, the high number of deaths: 3,236,104 (dates May 6, 2021); [38]

d. fourthly, the loss of personnel in the healthcare sector due to the coronavirus; [39].

e. fifthly, the considerable use of physical and financial resources [40] for the 
response to the pandemic emergency;

f. sixthly, the victims of gender-based violence caused by the pandemic; [41]

g. seventh, the loss of jobs and economic initiatives [42].

All these effects describe the high price caused by the pandemic, both in terms of 
human lives, and in terms of social and economic costs that will have to be incurred 
for reconstruction and which are borne by future generations [43].
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10. The real reasons for the crisis

From the indicated list of negative consequences determined by the pandemic, it is 
clear that the global crises has made vulnerable almost all our certainties (life, health, 
work) and lifestyles [44], strongly questioning the agendas, projects, habits and 
priorities [45].

After all, as the Holy Father correctly pointed out, what really highlights the 
pandemic is “the evident inability to act together. Despite being hyper-connected, there 
has been a fragmentation that has made it more difficult to solve the problems that affect 
us all. If someone thinks that it was just a matter of making what we were already doing 
work better, or that the only message is that we have to improve existing systems and 
rules, they are denying reality”. Faced with the pandemic, the Holy Father concludes, 
the fragility of world systems has highlighted that not everything is resolved with 
the freedom of the market and that, in addition to rehabilitating a healthy policy 
that is not subject to the dictates of finance, “we must restore human dignity to center 
and on that pillar the alternative social structures we need must be built” [46]. 

But this lack of unity on a global level is also reflected at the internal level of 
individual states. “Similarly,” the Pope reflects, “the organization of societies around 
the world is still far from clearly reflecting that women have exactly the same dignity and 
identical rights as men. In words certain things are affirmed, but decisions and reality 
shout another message. It is a fact that women who suffer from situations of exclusion, 
mistreatment and violence are doubly poor, because they often find themselves with less 
chance of defending their rights”[47].

It is evident that if society is in imbalance, if it is difficult to affirm and promote 
the rights of every person to participate in the human consortium (women, chil-
dren, elderly, disabled, etc.), all the more this imbalance will reflect at a global level, 
that is, in sharing and promoting effective development policies even for the most 
disadvantaged nations. This is why it is essential to rethink the ways of identifying 
places, tools and opportunities to bring out and affirm the rights of these “hidden” 
identities which, on the other hand, can contribute to the civil and democratic 
progress of every social structure [48].

11. For a possible way out

So, if we assume that the true stability of the civil consortium has not yet been 
achieved and indeed has worsened due to the pandemic, in this perspective they will 
have to be positively welcomed the three recommendations of the United Nations to 
overcome the global crisis (global health care needed; common socio-economic and 
humanitarian policies; a recovery plan that rewards gender equality) [49].

From an economic and employment point of view, particular attention will be 
paid, among other things, to the strategy of social dialogue (so-called fourth pillar 
of the ILO strategy) between governments and individual social partners, both 
at national and transnational level, for the identification of a conscious common 
strategy for resolving the crisis.

Finally, from the health point of view, in this phase of the pandemic, it is neces-
sary to guarantee effective, efficient and resilient global immunization services, that 
is, accessible to all people through basic health care of a universal character [50].

In the near future, on the other hand, the international, national and supranational 
recommendations on prevention of zoonoses and arbovirosis [51] must be scrupulously 
followed and applied through the implementation of epidemiological intelligence 
actions, training and information for operators and citizens, prevention and control 
from the risk of exposure, contamination and transmission of biological agents.
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In a globalized way, the measures and actions for the control and contrast of the 
pandemic must necessarily be shared and coordinated with strategic actions and 
agreements of States and communities of States that privilege the centrality of the 
human person on the economic interests of production [52].

We must be aware of the planetary significance of the factors that have 
conditioned this crisis, which require shared responses. In an overall logic, 
therefore no longer based on partisan interests, it will also be possible to face 
and defeat the next global crises that have their roots, in hindsight, in issues 
that have not been resolved for years, if not for centuries and which, here, they 
can only be mentioned in summary: the fight against hunger in the world; the 
cultural, economic and civil divide between rich and poor countries; the sharing 
of scientific and technological advances, the promotion of fundamental human 
rights, respect for nature and the environment.

In this direction, there has been a significant change in the steering strategy 
of the World Trade Organization (WTO) regarding a possible suspension of the 
so-called “TRIPS” agreements, which govern the protection of intellectual property 
rights under international customs law, in this case, resulting from the production 
of vaccines and treatments anti-Covid [53].

The dialogue initiated within the WTO, regarding a possible suspension of the 
TRIPS agreements, had a first favorable echo from various states, including the US 
Administration [54] and was the subject of particular attention also in the EU context 
on the occasion of the G20 World Health Summit, on 21 May 2021, held in Rome [55].

The hope is that, also thanks to this important international forum of the main 
world economies, this year under Italian leadership, common actions and policies 
can be implemented to fight the pandemic, founded on solid ethical foundations 
about the need for a common strategy to overcome this crisis [56].

12. Conclusions

As a consequence of the current global crisis scenario, this chapter has shown 
the characteristics, but also the criticalities, of the main and most advanced systems 
of care and the promotion of human health.

The examination of some of the most well-known Western health organizations 
has revealed a scenario of crisis that has sharpened as a result of the pandemic, 
which are no longer able to respond effectively and promptly to the new challenges 
caused by globalization.

For this reason almost all systems Western health care and protection are under 
review. 

This is good. However, the new organizational structure will have to be more 
attentive to the real needs of society.

In some crucial areas of medical research, the interests of politics do not have to 
prevail and we need to give more weight to science. 

The challenges of the next years, even in the health sector, therefore require 
better and more prudent skills protection and information on possible risks to the 
health and safety of any personal identity, in particular children, the elderly, the 
disabled, immigrants, pregnant women, with a spirit of greater  solidarity [57].

History teaches us that, only thanks to integration and authentic respect for specific 
cultural, social and religious identities is it possible to create a generous and peaceful 
coexistence that nourishes conditions of shared well-being and development.

In order for all this to be concretely possible, however, it will also be necessary 
to treasure the teaching that the Holy Father gave to the current pandemic, which 
reminds us that:
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Chapter 7

COVID-19 Myths and Music 
Advocacy in Nigeria
Oludayo Tade

Abstract

Myth mongering constitutes major impediment to the fight against COVID-19 
and adherence to COVID-19 safety protocols in Nigeria. Against this background, 
this chapter analyses three COVID-19 advocacy songs to unpack how lyrics were 
used to neutralise myths and articulates adherence to COVID-19 preventive proto-
cols. To burst the myths that the COVID-19 is a disease of the rich and the aged, the 
lyrics indicated that the virus does not respect social status or spare any age group. 
The songs contributed to advocacy by preaching adherence to COVID-19 safety 
protocols to be safe and survive the ‘plague’. The paper stresses the importance of 
incorporating religious institutions, particularly music evangelists, in the fight 
against pandemics and other health crisis.

Keywords: COVID-19, music, advocacy, health seeking behaviour, Pandemic

1. Introduction

This paper examines representations of myth in religious songs and how they 
contribute to the fight against COVID-19 pandemic in southwest Nigeria. Myths 
spreading during COVID-19 pandemic have been costly in getting effective policy 
intervention outcomes through the propagation of deliberate falsehood and 
unscientific conspiracy theories about the cause, care and consequences of taking 
certain actions. This is not the first time myths on health emergency is formed and 
shared. Wilkinson and Leach [1] examined myths during Ebola health epidemic and 
showed how myths and assumptions surrounding Ebola led to wrong responses. 
Most of the myths, such as drinking and bathing with salt water during the Ebola 
outbreak were found to be untrue.1 Indeed, people were found to be hiding their 
sick people owing to cremation policy and non-engagement of communities to 
adopt creative approaches to burial practices [3].

While some studies have established the negative consequences of myths, others 
see positive outcomes in myths. The negative effects of myths have been further 
espoused by scholars who opined that myths (pandemic myths) can escalate fear, 
create panic and contribute to stigmatisation [4]. Mintzerberg [5] examined six 
myths within the health system in developed countries and found that statements 
claiming that health systems are failing are untrue. Kar et al. [6] emphasised the 
need to convey proper health information or scientific evidence to people to reduce 
fear and anxiety. Myths have their own value in helping people understand why 
things are the way they are [7]. To them, “in other contexts they are source of 

1 For more on behaviour response to Ebola, see Ogoina et al. [2].
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comfort, and help people explain where they come from, why the world is as it is, 
and why things are the way they are. However, they should have no such privilege 
place in evidence-informed public health”.

The responses of people to the pandemic may have to do partly or wholly with 
the disseminated and consumed information [8]. As people transit from the physi-
cal to the virtual mode as one of the preventive protocols to reduce physical contact 
and enhance social distancing and prevent the spread of the COVID-19 virus, 
information sources became uncoordinated as people are bombarded with informa-
tion online spreading myths and unfounded lies on the pandemic. The information 
systems and media reportage of the pandemic bombards the public with volumes of 
information to mine and make sense of. As a result, available information through 
different sources might be interpreted differently because people may not have the 
capacity to distinguish between the ‘truth’ and what is made available to them. Steps 
taken to curtail and contain COVID-19 such as lockdown measure have impact on 
the economy, education and mental health of the people [9]. Indeed, World Health 
Organisation has said the world is fighting both infodemic and pandemic [10]. 
Indeed, the World Health Organisation [11] listed some common myths associated 
with COVID-19 in a bid to burst them. The global health body maintained that the 
virus spreads in all types of humid environment to counter the myth that it spreads 
faster in cold weather than in hot or humid environment. The organisation stated 
that there is no scientific evidence to support the claim that mosquitoes spread 
COVID-19; that regular washing of hands and not hand driers kill COVID-19; that 
consumption of alcohol cannot kill COVID-19 but decreases the immunity of the 
body while increasing body vulnerability to the disease if infected and interfere in 
treatment procedure. That the claim that COVID-19 affects older people and cannot 
affect younger people is not true because the virus affects people of all ages, sex, 
race and only good hygiene is prescribed to prevent contraction. Even in Nigeria, 
the virus has killed all age categories. The negative effects of myth mongering 
were recorded during Ebola and Polio vaccination health crises. Myths mongering 
affected behavioural responses. People were asked to take salt or bath with it to 
prevent or cure Ebola. In Northern Nigeria myth also caused the boycott of polio 
vaccination [2, 12]. This present paper contributes to scholarship on myths and 
pandemics by examining the representations of myth in religious songs and how the 
advocacy content of the songs contributes to the fight against COVID-19 pandemic 
in southwest Nigeria.

2. Music, health and wellbeing

Music engages people and appeals to their moods, conditions and fear. It is a 
communicative act which has the power of reordering social conditions. Music has 
the power to reduce feelings of isolation and loneliness [13] and reduce tension 
[14]. There is a growing interest among scholars in examining the intersection or 
functionality of music in aiding health and well-being [15]. It follows therefore that 
listening to music is a self-medicated therapy which regulates and maintains health 
and sustain wellbeing. It works more if preferred music is available to patients. 
According to MacDonald et al. [16] listening to the right music is crucial to health 
and wellbeing.

Music has therapeutic value in enhancing recovery from ill-health and has been 
used in treating the problem of love sickness. Batt-Rawden [17] averred that “music 
as a powerful force to be used as an intervention in curing illnesses and disease”. It is 
deployed to create happiness, harmony and engender togetherness and as Gouk [18] 
puts it, music cures illnesses or diseases in healing ceremonies. It is even said that 
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through music therapy, the entire gamut of transformational healing that a patient 
is in need of is fully served [19]. Indeed, it can be used to cope with depression 
feelings and emotions and has agency to maintain orderliness [20, 21]. It follows 
therefore that music enables appreciation of social conditions, social realities and 
personal encounters and once place within it. Music sociology unpacks the selected 
music can be used as self-therapy [22]. It helps in coping with life’s crisis such as 
presented by COVID-19 pandemic. Thompson [23] noted that music has a special 
appeal that makes people feel good even in times of crisis. According to him, music 
education has been used in China and Vietnam to educate people on staying safe:

The universal appeal of music as the go-to “feel good” experience in everyday life 
has been reported by news services covering the personal impact of social distancing 
and isolation. In China, dance parties have taken place both in make-shift hospi-
tals and online. COVID-19 also has its own hit songs emerging, with tunes written 
to educate the public about hand washing and hygiene. A public education song 
from Vietnam evolved into an online dance challenge where people choreographed 
dance moves to help us wash our hands more effectively. People have created lists of 
20- second songs to accompany our handwashing along with lists of “top albums to 
listen to” while in isolation. (23: 197)

To provide meaning and education, COVID-19 songs were composed and 
released by Christian evangelists tapping into myths, calming anxieties and rais-
ing hopes through adherence to safety protocols. These songs provide interpretive 
understanding of the cause, effect and articulate adoption of preventive behaviours 
to check the spread of the pandemic in Nigeria. Through this, music becomes a 
social act which orientates and facilitates social action in relation to the pandemic. 
This study therefore unveiled the contributions of music evangelists to the fight 
against COVID-19 pandemic. It shows that music evangelists have agency to use 
their platform to preach conformist behaviours. This can be harnessed as vehicle 
to propagate safety protocols aimed at fighting health crisis such as presented by 
COVID-19.

3. Methods

To fulfil the research goals of this paper, three songs composed by popular 
Christian musicians were purposively selected for the study. These are Esther 
Igbekele’s ‘Only one plague’, Yinka Ayefele’s ‘COVID-19 Prayers’ and Ebenezer 
Obey’s Coronavirus alejo lo je o song on COVID-19. These songs were released 
during lockdown in 2020 in Nigeria when different conspiracy theories were flying 
around. The songs selected because they provide understanding of the COVID-19 
pandemic, myths and neutralisation, and advocacy for adherence to COVID-19 
protocols to prevent the spread and contraction of the deadly virus. Two of the 
songs were rendered in Yoruba language while Esther Igbekele’s song was in English. 
Due to this, I translated the Yoruba lyrics to English while ensuring that the social 
constructed meanings in Yoruba are not lost in the translated English. The data was 
thematically analysed in line with lyrical patterns which emerged from the songs.

4. Nature of COVID-19 myths

Several myths and misinformation have been shared since the confirmation 
of first COVID-19 index case in Nigeria on February 27, 2020. People thought it 
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was a hoax. This unbelief may not be unconnected with the fact that Nigeria, and 
Africa have recorded lowest form of COVID-19 infection and the number of human 
fatalities have been minimal when compared to countries in the global north. Some 
believed that COVID-19 was a scam and that the leadership of Nigeria were only 
creating fear in people to make money from donations coming from international 
organisations and donor agencies [24].

However, available data from the World Health Organisation (WHO) does not 
support such positions about COVID-19. The numbers of those who contracted the 
virus, those that recovered and discharged as well as those who died are facts that 
confirm the realness of COVID-19.2

There was also a myth that COVID-19 will not survive in hot weather in an 
environment like Nigeria. This myth thrived because of the lower rate of fatalities 
recorded in Africa when compared to high death figures recorded in the UK and US. 
There was also a myth that the pandemic affects old people and not young people. 
How then did the lyrical representations of COVID-19 help in bursting some of 
these myths? What advocacy did the music do using their platform? In what follows, 
I analyse how the lyrical constructs burst myths on age and COVID-19, social class 
and COVID-19.

5. Bursting the age and social class myths

Myths surrounding what age and social class of people at the risk of COVID-19 
spread across Nigeria. It was initially stated that COVID-19 does not affect the 
young but only the old. The myth surrounding social class was rife due to news 
reportage of the deaths of high profile Nigerians resulting from COVID-19 com-
plications. It was thought that COVID-19 was the disease of the rich and not that 
of the poor (aisan olowo ni, kii se ti mekunnu). These myths created a false sense of 
safety for the poor and young with implications on them to lower their guard and 
not observe the COVID-19 safety protocols. This position was also strengthened by 
those who recovered from the virus. Doyin Okupe is a medical doctor and former 
media adviser to former President Olusegun Obasanjo. After recovering from the 
virus, Okupe claimed that more elite and rich people were dying because of their 
lifestyle. According to him, the poor are more exposed to the sun while the rich are 
not and consequently deficient in Vitamin D [25]. His status as a medical doctor 
complicated the issue and deepened the narrative about the high vulnerability of 
the rich. This accounted for why some people of low social-economic class took 
safety protocols for granted.

To burst this myth, evangelist Ebenezer Obey Fabiyi in the song, Coronavirus 
alejo lo je o3 informs his listeners that COVID-19 does not discriminate like 
human beings and would inflict the same harm on all humans that fail to be on 
guard. To him, COVID-19 is not a respecter of social class (rich or poor) or age 
(young or old). Through his lyrical construct, Obey warns against the harmful 
consequences of listening to such myths and not taking positive steps to protect 
oneself and significant others from contracting COVID-19.This is expressed early 
in the song:

2 As at 29-04-2021, a total number of 1, 912,628 samples have been tested. Out of these, there were 164, 
933 confirmed cases, 155, 021 discharged, 7,909 active cases while 2,063 died of the COVID-19 complica-
tions. More data is supplied by the National Centre for Disease Control (NCDC): https://covid19.ncdc.
gov.ng/.
3 Coronavirus you are visitor.
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Coronavirus you are a visitor,
it is killing people around the world,

it does not know the rich and does not spare the poor,
it does not spare the young or old

(Ebenezer Obey/Coronavirus alejo lo je o/2020)

Despite neutralisation age and social class myths through lyrics, these music 
evangelists joined the advocacy to embrace the scientifically proven preventive 
protocols. They amplified these safety protocols in their lyrics and enjoined their 
audiences to adhere to them to be able to survive the ‘plague’.

6.  “We should listen to what government is saying”: music advocacy for 
preventive behaviour against COVID-19

Apart from neutralising myths and promoting scientific truths about the 
COVID-19, the lyrics also embed in them, advocacy on how to stay safe as the 
pandemic rages on. Prior to the release of the songs, Nigeria had declared lockdown 
and reeled out policy which must be adhered to while conducting themselves in the 
public as it eases lockdown. The Coronavirus Disease Health Protection Regulation 
2021 signed by President Muhammadu Buhari placed restrictions on gatherings, 
mandated use of face covering in public, ordered 50% capacity reduction of 
worshippers in religious spaces and ban sharing of items among others. In Banks 
and schools, clean environment and provision of hand sanitisers are to be observed 
among others. Transporters are to reduce passengers and engage in frequent clean-
ing and disinfection of their vehicles regularly4.

Notwithstanding these provisions, enforcement was weak and non-adherence 
was the outcome. To advocate adherence and observance of the safety protocols, 
lyrics of the COVID-19 songs were focussed on this aspect to the safety of all. 
Coronavirus alejo lo je o counselled people to obey the law and take heed to what God 
has instructed to prevent them from contracting COVID-19. Specifically, Ebenezer 
Obey’s song restated what is required of Nigerians to do which aligns with the safety 
protocols of government. He reasons that if there is adherence, COVID-19 will not 
‘visit their households’. By preaching the benefits of adherence, the musician uses 
religious songs to encourage adoption of safety behaviour. This advocacy is captured 
in the lines below:

Coro oo, corona, do not branch in my household,
Let us follow the law and listen to what Government is saying,

Stay in your house, don’t entertain visitors
We should wash our hands regularly

We should wash our hands regularly with water and soap, we should wash it 
regularly,

We should use sanitiser to wash our hands, we should cover our nose with 
facemasks,

we should avoid being close to one another (physical and social distancing), and not 
entertain visitors,

we should listen to what government is saying (Ebenezer Obey/Coronavirus alejo 
lo je o/2020)

4 For more details on this health Regulation, see: https://covid19.ncdc.gov.ng/media/files/
COVIDResponseMarch1.pdf.
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Specifically, Ebenezer Obey picks specific audiences for his message and 
targets commercial transporters. He counsels against carrying overload to allow 
for reasonable distancing on board. By incorporating transportation sector, 
Obey recognises the importance of human mobility in the spread of COVID-19. 
Since movement cannot be halted, observing safety protocols is the way out of 
the woods:

We should maintain reasonable distance inside vehicle/transportation bus,
We should maintain distancing inside transport bus,

You driver must not carry overload, we should listen and obey government on 
preventing coronavirus,

The Okada rider (commercial motorcylists) should not carry more than one 
person, it is dangerous, we should heed the counsel of government,

Corona pack your load, it should not branch in my house, I have covered my nose, 
let us embrace cleanliness

(Ebenezer Obey/Coronavirus alejo lo je o/2020)

The above lyrics captured other aspects of the protocols including cleanliness 
and covering of nose. To Ebenezer Obey therefore; Corona virus will not branch in 
the house of whoever upholds this instruction from government.

In COVID-19 Prayer, like Corona virus alejo lo je o, Ayefele mentioned the 
potential outcome of those who refused to observe advisory protocol. Such a 
person, he said would have to yield all his life’s investment to be enjoyed by another 
person since contracting COVID-19 may result into death although there are 
chances of recovering. While leaving the door open for a change of mind, Ayefele 
tells his listeners and fans not to shake hands, hug and should wash their hands with 
soap and water to be able to stay alive to enjoy the fruits of their labour.

Hope you have heard that they said we should not shake hands and not hug?
they also said we should wash our hands with soap and water and should be 

hygienic …
Oh Lord, let us not contract corona so that a stranger will not reap the fruits of our 

labour …
(Ayefele/COVID-19 prayer/2020)

In Just one plague Esther Igbekele calls attention to the need to observe social 
distancing and temporarily stop hand shaking and holding each other until coro-
navirus 2019 is defeated. Just one plague portrays the terrifying impact COVID-19 
has had on the global economy stressing the need to obey the social and physi-
cal distancing protocol to prevent the ‘only one plague’ which has silenced even 
political unrest and protest which engulfed the world before its arrival. This is 
captured below:

Don’t shake hands again,
don’t hold each other again,

step away a meter just for only one plague.
Before the plague,

nations were threatening nations for war,
there was war in Syria,
there was revolt in Iran,

there was crisis in Turkey,
there were protests and political unrest,

bokoharam but when the plague surfaced,
everywhere was silenced. (Just one plague/Esther Igbekele/2020)
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Despite their belief in divine intervention the three songs embraced scientific 
solutions and urged their followers and fans as well as the general populace to fol-
low prescriptive guidelines to prevent the contraction and spread of COVID-19.

7. Conclusion

Against the background that studies are beginning to show the functions of 
music during times health crisis such as COVID-19 during lockdown [26–28], this 
paper examined the role of gospel music in the articulation of COVID-19 preventive 
protocols set out to check the spread and contraction of the pandemic in Nigeria. 
Three songs were purposively selected due to their lyrical contents which focussed 
on COVID-19 pandemic. We analysed their neutralisation of existing age and social 
class myths. Indeed the songs used the negative consequences (death and loss of 
one’s investments to another person) of contracting the disease to show its realness. 
In advocating for adherence to COVID-19 protocols, the musicians deployed the 
fear and appeal approach to show the consequences of not observing the protocol 
against the benefit of observing the protocol.

Put together, the analysed songs articulated observance of safety protocols in the 
fight against COVID-19. Considering the cardinal role that religion plays in social 
construction of reality, it is recommended that music evangelists be incorporated in 
the future fight against health epidemic or pandemic and other social problems.

© 2021 The Author(s). Licensee IntechOpen. This chapter is distributed under the terms 
of the Creative Commons Attribution License (http://creativecommons.org/licenses/
by/3.0), which permits unrestricted use, distribution, and reproduction in any medium, 
provided the original work is properly cited. 
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Chapter 8

Bioethics of Brain Computer 
Interfaces
Akram Jassim Jawad

Abstract

Nowadays, smart home devices have started to take a part in everything in our 
life, which mainly have been developed to consist from brain computer interface 
(BCI). In recent months, Neuralink BCI (1024-Electode) has been approved to be 
used by Food and Drug Administration (FDA) in the USA. That makes the ethical 
related studies have more attention to apply these devices and technologies in our 
daily life with more security. In this chapter, the ethical challenges of smart home 
systems that use BCI for personal monitoring, such as Neuralink Interfaces, have 
been reviewed, analyzed and discussed regarding the fundamental principles in 
‘Statement of Ethical Principles for the Engineering Profession’ of the UK. Firstly, 
a brief introduction of Neuralink BCI technology and important applications in 
daily life were discussed with related ethics issues. Then, proposed solutions and 
recommendations for every situation have been introduced and discussed as well. 
The main proposed ways to address that are establishing and introducing the related 
laws and rules, technology development of security and safety, and educate for 
acceptance culture in the society.

Keywords: Brain Computer Interface (BCI), Engineering Ethics, Bioethics, 
smart home, Neuralink

1. Introduction

One of the most important and recent smart home devices for personal 
monitoring based on brain computer interface (BCI) is Neuralink BCI implanted 
that invented and produced by Elon Musk company “Neuralink” [1]. Recently, 
Neuralink BCI (1024-Electode) has been approved to be used by Food and Drug 
Administration (FDA) in the USA, which makes the ethical related studies have 
more attention to apply these devices and technologies in smart home applications 
in more security [2]. This device can help people with disabilities to communicate 
better and control devices by them brain thinking activity [3]. For example, this 
device can transmit the inner speech activity of the brain into an external speaker 
device for people who suffer speaking problems and illnesses such as locked-in 
syndrome LIS [4]. Moreover, this technology could produce a revolution in the 
treatment of different human brain related illnesses, for example epilepsy, schizo-
phrenia, paralysis, and even brain injury. However, these devices could also make 
the society have social illness related with ethics issues such as inequalities, hackers, 
governments or people to manipulate and control other people, and many other 
social problems. The aim of this report is to discuss and write a personal reflec-
tion on the ethical challenges of smart home systems that use BCI for personal 
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Figure 2. 
(a) The BCI implanted device in human by Neuralink company. (b) BCI design with a USB-C interface.  
(c) Experimental of Neuralink BCI in a rat model [7], the authors have been emailed to get permission.

monitoring, such as Neuralink Interfaces, regarding the fundamental principles in 
‘Statement of Ethical Principles for the Engineering Profession’. Therefore, a brief 
introduction of Neuralink BCI technology and important applications in daily life 
were discussed with related ethics issues, and proposed solutions for every case 
as well.

2. Neuralink brain computer interfaces

Generally, the main components and steps in any BCI process were shown in 
Figure 1, which includes firstly an implanted array of electrodes to read brain 
signals, and then transition of that signals information into a receiver machine such 
as a computer. That BCI has the ability to read brain signals data and apply it in the 
control process for a specific activity [5]. However, in the implanted process of BCI 
device from Neuralink Company, about 3072 electrodes per array with 32 electrodes 
per bundle are inserted by robot. These electrodes give the ability to read and write 
the brain to allow humans to communicate and control many external devices [6]. 
Schematics of The implanted device in human, design and an experimental model 

Figure 1. 
An example illustration of a brain computer interface product that contain (1) implanted array of electrodes to 
read brain signals and (2) transition of that signals information into (3) a receiver machine such as computer 
(4) which has ability to read brain signals data (5) to apply it in control process for a specific activity, created 
by Microsoft office.
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in a rat model of BCI and a USB-C interface by Neuralink company were shown in 
Figure 2 a, b and c, respectively [7]. Consequently, there are a number of ethical 
issues that have to take in account when this device used in any application, such as 
health care or even in entertainment systems.

3. Ethical issues

One of the most related fundamental principles to Neuralink BCI technologies 
and devices in ‘Statement of Ethical Principles for the Engineering Profession’ is 
point two, which titled “Respect for life, law, the environment and public good”. Their 
main points were summarized in Table 1, which clarify the comment on the applica-
tion possibility of these limits in the targeted devices of this report. In the literature, 
it has been suggested that there are four different areas of ethical concern, which 
are privacy, agency, identity, and bias as well [8]. It has been mentioned that the 
governments have to establish regulations, rules, and laws depending on them public 
ethnicities, religious and socio-economic culture for them nations. Figure 3 shows 
appications of BCI, and Figure 4 represents a summarizing show which cover all 
possible ethics issues in BCI that proposed by Coin et al., (2020), which includes three 
main factors are physical, physiological and social actors [9]. The physical factor is 
just the user safety, the physiological factors are humanity and personhood, as well as 
autonomy. While the social factors are stigma and normality, responsibility and regu-
lation, research ethics and informed consent, privacy and security, and justice [9].

As it has been mentioned, there are six groups of ethical challenges of BCI 
Neuralink’s devices. The first one is the device has to be lawful and justified work, 
which means that the device has to be approved before its ethical issues will be 
considered. For example, Neurohype, which means publicity for some devices and 

Regulations/laws Possible Application in BCI products

Health and safety requirements Low, and needs to rewriting and stablishing

Clarify the hazards Needs to be more clear and specified

Lawful and justified work Needs to be acceptable in local or national organization, such as the 
MHRA (Medicines and Healthcare products Regulatory Agency) in the 
UK

Physical and cyber security Low, and needs to provide a technology with high safety

Personal information and 
intellectual property

Needs both establishing laws and invented technology to provide high 
safety

Table 1. 
The main factors of point 2 in fundamental principles in the UK that were written in ‘Statement of Ethical 
Principles for the Engineering Profession’, which titled “Respect for life, law, the environment and public good”, 
with comments on possible application for BCI products.

Figure 3. 
Applications of BCI, created by Microsoft office.
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technologies before they have been approved by scientist society, or even before 
they have been made, which are technologies false and exaggerated or even unsub-
stantiated claims [10]. The second challenge is to clarify the hazards and research 
ethics officially from the producer and the organizations. Where, spreading the 
culture and increasing the awareness regarding the BCI devices not just between the 
specialist scientist but also between public society, such as the EU and the UNESCO, 
play a significant role to solve the fair access of both technology and its ethics [11]. 
Therefore, the transparency of using these devices have to be highly clear to avoid 
the deception with or without intention, and to make and encourage equality and 
fairness in the society. The third issue is the physical safety. As Neuralink’s devices 
and technology involves inserting thousands of electrodes into the brain surface, 
it uses by helping a robot to identify and avoid targeting neurons and blood vessels 
as possible [9]. However, this process may produce physical safety issues such as 
infections and distortions of neurons, tissues and blood vessels, or reactions of the 
immune system. Therefore, the developing and improving in these robot technolo-
gies are necessary to minimize the physical safety concerns.

Another point is the privacy that is related to personal information, and identity 
issues. As this device uses a USB interface, Wi-Fi or Bluetooth ways to transmit the 
data, which are likely to be hacked with or without permission, and as an implanted 
device that gives physical pain under some conditions as it has been mentioned 
before, together raising hybrid ethical concerns [10]. This could be a big issue 
in terms of safety considerations. As a result of that, the scientists and suppliers 
community should provide high safety that the access for these devices only under 
control of the users. For example if a person has done a crime and consequently 
the police wanted abscess to access to their device to do the investigation [12]. This 
police procedure may produce high ethical concerns of the personality data and 
privacy, which could be widely dangerous and harmful in non-democracy govern-
ments. Kellmeyer (2018) mentioned that the data protection of the brain have to be 
in the top of safety guidelines and protection regulations in BCI devices, to solve 
the important ethical issue in this technology that is personal data protection and 
mental privacy of users [5]. People should have high ability, freedom and the right 
to protect their private neural and mental information [8]. Also, it is clear that the 
data will be one of the main things that sells in what is called the black market, 
which needs to stablish new laws to organize and control that.

The agency, autonomy, and responsibility play a significant ethical concerns in 
BCI devices uses. This ethical issue could happen by sharing such a hybrid agency 
between these implanted devices and human body that makes limitation in the 
human autonomy range in different activities of life. Kellmeyer (2019) pointed 
out that surgically placing implanted devices inside the human brain gives permis-
sion and high ability of these systems in some cases to share the brain thinking or 

Figure 4. 
A summarizing show which cover all possible ethical issues in BCI.
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processing activities and maybe making decisions [11]. That is raising a question 
whether a human or a machine is who would be responsible for machine errors if it 
happened, which leads to an unintended accident.

Additionally, the bias, justice, and normal challenges have high impact on the applica-
tion of these technologies. As these devices have been manufactured and engineered by a 
human, to follow a specific direction of brain activity to distinguish based on for example 
gender, ethnicity, or color, which maybe produce interaction bias of planted brain. 
Consequently, these criteria could encourage more differences between society levels 
and its culture that places the community in a more unstable situation [13, 14]. There are 
different possible ways to deal with this challenge by computer and data scientists under 
study [15]. Also, the possible ethical concern with increasing in intelligence and memory 
of a specific and selected human groups with that hidden device [10]. As a result for that, 
the device has to be obvious, and not hidden for the society, by setting rules for that. 
Regarding the equality of access issues that encourage inequalities in the society, these 
devices have to be available to all people who need it [16–18].

4. Recommendations

There are different areas that could be used to deal with these six ethical issues, 
such as establishing regulations, rules, and laws depending on the public ethnici-
ties, religious and socio-economic culture for people. Another way by enhancing 
and improving the technology ability, or by mixing technology and laws together 
depending on the conditions of a situation. For example, creating restrictive laws 
that prevent and minimize technologies false and exaggerated or even unsub-
stantiated claims, to define the lawful and justified work. Also, establishing high 
transparency laws of using these devices to avoid the deception with or without 
intention, and to make and encourage equality and fair in the society.

Additionally, developing and improving in surgery robots technologies are 
necessary to minimize the physical safety concerns in the inserting and establishing 
process of BCI devices inside the brain. Also, the scientists and suppliers community 
should provide safe technologies that allow access to these devices only under control 
of the users. Also, establishing laws that protect the personal data from being used by 
others, and organize data marketing and transmission that will be possible to solve 
the related issues with the privacy, personal information, and identity.

The agency, autonomy, and responsibility issues have become a significant 
challenge, which could be solved by making more restrictive laws and developing 
these device technologies to make a clear limit between human brain and the BCI 
activities. It is supposed that setting rules and developing new cheap technologies 
are both important factors to deal with the bias, justice, and normality challenges 
of these devices contain BCI. For example, new technologies that are less expensive 
could make these devices available to all people who need them, which is making 
the equality of access to these devices, to sole inequalities issues in the society. The 
restricted laws, which apply to force people whom are using these devices to show 
it in a transparent way, and it has to be obvious for other people, might solve the 
related issues of the bias and makes it more justice.

Acknowledgements

I would like to express all my deep thanks and respect to Federica Carta (a 
member of Istituto Italiano di Cultura di Lima, Sardinia, Italy) for her help and 
cooperation in this work.



Bioethical Issues in Healthcare

146

Author details

Akram Jassim Jawad1,2*

1 Department of Polymer and Petrochemicals Industrials Engineering, College of 
Materials Engineering, University of Babylon, Al Hillah, Iraq

2 School of Engineering and Materials Science, Queen Mary University of London, 
London, UK

*Address all correspondence to: akrammaterials4@gmail.com

Conflict of interest

The author declares that there are no conflict of interest.

Notes/thanks/other declarations

I would like to express all my deep thanks and respect to University of Babylon, 
college of engineering of materials for them help and cooperation in this work.

Appendices and nomenclature

BCI Brain-Computer Interface
USA United States of America
FDA Food and Drug Administration
UK United Kingdom
LIS Locked-in Syndrome
USB-C Universal Serial Bus Type-C
UNESCO United Nations Educational, Scientific and Cultural Organization
EU European Union
Wi-Fi Wireless Fidelity

© 2021 The Author(s). Licensee IntechOpen. This chapter is distributed under the terms 
of the Creative Commons Attribution License (http://creativecommons.org/licenses/
by/3.0), which permits unrestricted use, distribution, and reproduction in any medium, 
provided the original work is properly cited. 



147

Bioethics of Brain Computer Interfaces
DOI: http://dx.doi.org/10.5772/intechopen.97213

References

[1] Fourneret E. The Hybridization of 
the Human with Brain Implants: The 
Neuralink Project. Cambridge Quarterly 
of Healthcare Ethics. 2020 
Oct;29(4):668-672.

[2] Neuralink Progress Update, Summer 
2020, Neuralink, 28 August 2020, 
accessed 18 December 2020.

[3] Collinger JL, Wodlinger B, 
Downey JE, Wang W, Tyler-Kabara EC, 
Weber DJ, McMorland AJ, Velliste M, 
Boninger ML, Schwartz AB. High-
performance neuroprosthetic control by 
an individual with tetraplegia. The 
Lancet. 2013 Feb 16;381(9866):557-564.

[4] Rainey S, Maslen H, Mégevand P, 
Arnal L, Fourneret E, Yvert B. 
Neuroprosthetic speech: The ethical 
significance of accuracy, control and 
pragmatics. Cambridge Quarterly of 
Healthcare Ethics. 2019 Sep 2;28(S4).

[5] Kellmeyer P. Big brain data: On the 
responsible use of brain data from 
clinical and consumer-directed 
neurotechnological devices. 
Neuroethics. 2018 May 19:1-6.

[6] Steinert S, Friedrich O. Wired 
emotions: Ethical issues of affective 
brain–computer interfaces. Science and 
engineering ethics. 2020 
Feb;26(1):351-367.

[7] Musk E. An integrated brain-
machine interface platform with 
thousands of channels. Journal of 
medical Internet research. 
2019;21(10):e16194.

[8] Yuste R, Goering S, Bi G, 
Carmena JM, Carter A, Fins JJ, 
Friesen P, Gallant J, Huggins JE, Illes J, 
Kellmeyer P. Four ethical priorities for 
neurotechnologies and AI. Nature News. 
2017 Nov 9;551(7679):159.

[9] Coin A, Mulder M, Dubljević V. 
Ethical Aspects of BCI Technology: 

What Is the State of the Art?. 
Philosophies. 2020 Dec;5(4):31.

[10] Dadia T, Greenbaum D. Neuralink: 
The Ethical ‘Rithmatic of Reading and 
Writing to the Brain. AJOB 
neuroscience. 2019 Oct 2;10(4):187-189.

[11] Kellmeyer P. 2019. Artificial 
intelligence in basic and clinical 
neuroscience: opportunities and ethical 
challenges. Neuroforum, 25(4),  
pp. 241-250.

[12] Weinberger S, Greenbaum D. Are 
BMI prosthetics uncontrollable 
Frankensteinian monsters?. Brain-
Computer Interfaces. 2016 Jul 
2;3(3):149-155.

[13] Knight W. Biased algorithms are 
everywhere, and no one seems to care. 
Technology Review. 2017 Jul 12.

[14] Jawad AJ. Bioethics of Medical 
Devices Based on Brain Computer 
Interfaces (BCI). J Clinic Res Bioeth. 
2021; S8. 003.

[15] Courtland R. The Bias Detectives as 
Machine Learning Infiltrates Society, 
Scientists Grapple with How to Make 
Algorithms Fair. Nature. 
2018;558(7710):357-360.

[16] Inglesant P, Hartswood M, 
Jirotka M. 2016. Thinking ahead to a 
world with quantum computers. The 
landscape of responsible research and 
innovation in quantum computing.

[17] Abdulkader SN, Atia A, Mostafa MS. 
Brain computer interfacing: 
Applications and challenges. Egyptian 
Informatics Journal. 2015 Jul 
1;16(2):213-230.

[18] Jawad AJ. Engineering Ethics of 
Neuralink Brain Computer Interfaces 
Devices. Ann Bioethics Clin App 2021; 
4(1):000160.





Chapter 9

Good Pharmacy Practice in India:
Its Past, Present and Future with
Need and Status in COVID 19
Mrinmoy Roy

Abstract

The pandemic of COVID-19 has highlighted the importance of emergency
preparedness and response (EP and R) in India’s education, training, capacity
building, and infrastructure growth. Healthcare professionals, especially pharmacy
professionals (PPs) in India, continued to provide drugs, supplies, and services
during the pandemic. The public-private healthcare system in India is complicated
and of varying quality. Patients face problems as a result of gaps in pharmacy
practice education and training, as well as a lack of clarity about pharmacists’
positions. Job requirements and effective placement of healthcare professionals in
patient care, as well as on (EP and R) task forces or policy representation, are
complicated by this lack of distinction. We have also seen malpractice and spurious
distribution in the healthcare and pharmaceutical domain in terms of personal
protective kits, medications, injectable, life-saving oxygen, and other items during
this unprecedented pandemic situation. A few of the incidents are as follows. The
central division police in Bangalore (the Global BPO & IT Hub of India) booked a
case of bed-blocking at a private hospital and arrested three people, one of whom is
an Arogya Mitra (primary contact for the beneficiaries at every empaneled hospital
care provider), for allegedly extorting ₹1.20 lakh from the son of a COVID-19
patient who later passed away. At least 178 COVID-19 patients in India have died
because of oxygen shortage in recent weeks. Another 70 deaths have been attrib-
uted to an oxygen shortage by patients’ families, but this has been denied by the
authorities. The Allahabad High court made a remark “Death of COVID patients
due to non-supply of oxygen not less than genocide” on reports circulating on social
media regarding the death of COVID-19 patients due to lack of oxygen in Lucknow
and Meerut. A day ago, the Delhi police busted an industrial manufacturing unit in
Uttarakhand’s Kotdwar where fake Remdesivir injections were being manufactured
and arrested five people. These depict the ground reality and ethical standards of
good pharmacy practice in this country. There is an utmost necessity to relook and
re-establish the standards of pharmacy practice in healthcare setups available in
each and every corner of the country in line with guidelines provided by the World
Health Organization (WHO) and the International Pharmaceutical Federation
(FIP). For that, the dependency and responsibilities are very high on healthcare
professionals, particularly in this pandemic situation. The pharmacy zone is
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adaptable, evolving, and increasingly diverse, offering a wide range of work and
management opportunities to execute. PPs are human service professionals whose
responsibilities include safeguarding individuals by dispensing medications based
on prescriptions. Representing the world’s third-largest medicinal services with
active gathering, and in India, there are over 1,000,000 (1 million) enrolled PPs
employed in various capacities and readily contributing to the country’s well-being.
Pharmacy practice, which includes clinical, community, and hospital pharmacy, is
referred to as total healthcare in its true sense. Through adaptation and implemen-
tation of GPP in healthcare setup, PPs form an essential link between physicians,
nurses, and patients in the social community group, with an ultimate emphasis on
patient well-being and protection. To instill quality and raise the standard in this
chaotic situation there are strict measures required in the country. The International
Pharmaceutical Federation and World Health Organization define good pharmacy
practice (GPP) as practices that meet the personal needs of patients or those using
pharmacy services by offering appropriate evidence-based care. In developed
countries, pharmaceutical assistance is defined as a pharmaceutical practice model
that involves attitudes, ethical values, behaviors, skills, appointments, and co-
responsibility to prevent diseases, promote and recovery health in an integrated
manner as part of the healthcare process, highlighting, among other, the require-
ment that the institution fully adopts the GPP. There is a need for a GPP Program
designed by the Indian Govt. or its stakeholders in the context of the Indian
healthcare system and adopting “new normal” due to the unprecedented event of
COVID 19 and also raising the standard and importance of GPP for the healthcare
professionals in the current scenario.

Keywords: GPP in India, healthcare scams in India, scams during COVID-19,
healthcare malpractices in India

1. Introduction

The COVID-19 pandemic has brought attention to the necessity of emergency
preparedness and response (EP&R) in India's education, training, capacity build-
ing, and infrastructure development. During the pandemic, healthcare workers,
particularly pharmacy professionals (PPs) in India, continued to deliver medica-
tion, supplies, and services. In India, the public-private healthcare system is com-
plex and of variable quality. Gaps in pharmacy practice education and training, as
well as a lack of understanding about pharmacists' roles, cause complications for
patients. This lack of difference complicates job requirements and successful place-
ment of healthcare professionals in patient care, EP&R task forces, and policy
representation. During this unprecedented pandemic situation, we have also
observed malpractice and bogus distribution in the healthcare and pharmaceutical
arena in terms of personal protective kits, medications, injectable, life-saving oxy-
gen, and other products. The following are a few of the incidents. The central
division police in Bangalore (India’s Global BPO & IT Hub) filed a complaint of
bed-blocking at a private hospital and arrested three people, one of whom is an
Arogya Mitra (primary contact for beneficiaries at every empaneled hospital care
provider), for allegedly extorting Rs. 1.20 lakh from the son of a COVID-19 patient
who later died. In the last few weeks, at least 178 COVID-19 patients in India have
died due to a lack of oxygen. Another 70 deaths have been linked by patients’
families to a lack of oxygen, though this has been refuted by authorities. “Death of
COVID patients due to non-supply of oxygen not less than genocide,” the Allahabad
High Court ruled in response to reports spreading on social media regarding the
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death of COVID-19 patients in Lucknow and Meerut due to a shortage of oxygen
[1]. Five persons were arrested after the Delhi police raided an industrial
manufacturing site in Uttarakhand's Kotdwar, where duplicate Remdesivir injec-
tions were being made. This reflects the reality of Good Pharmacy Practice in this
country, as well as the ethical norms that apply to it. It is critical to re-evaluate and
re-establish pharmacy practice standards in healthcare settings throughout the
country, in accordance with World Health Organization (WHO) and International
Pharmaceutical Federation (FIP) principles. As a result, healthcare workers have a
great deal of reliance and responsibility, especially in current pandemic circum-
stances. The pharmacy zone is adaptive, growing, and becoming more diverse,
providing a comprehensive range of job and management opportunities [2]. PPs are
human service professionals tasked with keeping people safe by distributing drugs
according to prescriptions. In India, there are about 1,000,000 (1 million) enrolled
PPs working in diverse capacities and contributing to the country's well-being,
making it the world's third-largest medical service with active gathering. In its real
definition, pharmacy practice, which encompasses clinical, community, and hospi-
tal pharmacy, is referred to as overall healthcare. PPs form a crucial link between
physicians, nurses, and patients in the social community group through the adap-
tation and application of GPP in healthcare settings, with the ultimate emphasis on
patient well-being and protection. In order to instill quality and elevate the standard
in this chaotic scenario, the country must take stringent steps. Good pharmacy
practice (GPP) is defined by the International Pharmaceutical Federation and the
World Health Organization as practices that fulfill the individual requirements of
patients or people who use pharmacy services by providing adequate evidence-
based care. Pharmaceutical assistance is defined in developed countries as a phar-
maceutical practice model that includes attitudes, ethical values, behaviors, skills,
appointments, and co-responsibility to prevent diseases, promote, and recover
health in an integrated manner as part of the healthcare process, highlighting,
among other requirements, the institution's full adoption of the GPP. In the context
of the Indian healthcare system and adopting a "new normal" due to the unprece-
dented event of COVID-19, there is a need for a GPP program designed by the
Indian Government or its stakeholders, as well as raising the standard and impor-
tance of GPP for healthcare professionals in the current scenario.

India is a developing country in southern Asia with 29 states and seven union
territories, 22 nationally recognized languages, and a population of 1.38 billion.
India is a rural country with an agriculture-based economy, with rural areas
accounting for over 75% of the population. In recent decades, India's average
income has risen dramatically, resulting in growing urbanization, improved middle-
class access to a better lifestyle, and increasing awareness of health insurance. Male
and female literacy rates have climbed to 82% and 65%, respectively. According to
reports, the average life expectancy is 69.9 years [3]. According to World Bank
research from 2020, about 400 million Indians live on less than $1.25 a day, and
44% of children are hungry. Even though the government has taken attempts to
reduce baby and maternal death rates, they remain high. Ancient Hindus acknowl-
edged pharmacy as a complementary healing profession, and they specialized in
vegetable treatments. Vedic and Brahmanic medicine were the two periods of
Hindu medicine. The Vedic period or Vedic age (c.1500–c.500 BCE), and was a
rudimentary period. During the Vedic period, sin was thought to be a major source
of disease. Between 800 BC and 1000 AD, the Brahmanic period was a high-quality
time for Hindu medical education. The works of Charaka, Susruta, and Vagbhat,
which are based on ancient Vedic themes, are the three great masterpieces of
Brahmanic medicine [4]. The origins of pharmacy in India can be traced back to
Ayurveda, which dates to 5000 BC. Lord Brahma initially taught Ayurveda, or "life
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science," which was further transmitted by Charaka and Sushruta [5]. The Charaka
Samhita, early work on Ayurveda, focuses on vegetable goods as well as some
animal and earth goods. The classification of medications in this book is based on
how they affect different bodily parts [4]. In 900 AD, Tamilnadu established a
hospital to treat piles, jaundice, bleeding, and tuberculosis [5]. Tantrism was a
prominent philosophical and religious movement that emerged in India after the
downfall of Buddhism; it brought the art and science of the production of metallic
compounds, particularly mercury and sulfur, to the fore [4]. In 1811, Scotch M.
Bathgate built the first chemist shop in Calcutta, which is regarded as the birthplace
of pharmacy practice in India. In December 1860, Madras Medical School began
pharmacy instruction, enrolling students with only middle school education; the
pharmacy degree was 2 years long. Madras Medical College (MMC), Chennai,
established the diploma course in pharmacy in 1874. The Bengal Chemists and
Druggists Association was founded in 1926 after the Calcutta Chemists and Drug-
gists Association was founded in 1920. The first issue of the official Indian Journal of
Pharmacy was published in 1939. In 1868, the British monarchy released the first
Indian pharmacopeia. In 1881, a formal provision for the education and examina-
tion of compounders was established in Bengal. In 1920 and 1940, master's degrees
in pharmaceutics and applied chemistry were introduced, respectively. Gorakh
Prasad Srivastava was the first postgraduate pharmacy student to complete the
degree in 1943. In 1945, the first steps toward standardizing pharmacy education
were taken. The first annual conference of the Indian Pharmaceutical Congress
Association was held in 1948. The Pharmaceutical Association was India's first
pharmaceutical society, founded in 1923 and renamed The Pharmaceutical Society
of India after 2 years. In 1949, a West Bengal institute introduced a Diploma in
Pharmacy, and the Pharmacy Council of India (PCI) approved the diploma as the
minimal prerequisite for beginning pharmacy practice in 1953. In 1954, Prof. M.L.
Schroff, known as the "Father of Pharmacy in India," was elected president of the
PCI.

2. Health statistics

Many issues face India's healthcare system, including the need to lower mortal-
ity rates, enhance physical infrastructure, provide health insurance, and train
healthcare experts and workers. A rise in communicable diseases, lifestyle diseases,
and noncommunicable diseases has been recorded. Diseases such as poliomyelitis,
leprosy, and newborn tetanus will be eradicated; nevertheless, certain previously
controlled infectious diseases, such as dengue fever, viral hepatitis, tuberculosis,
malaria, and pneumonia, have resurfaced or developed medication resistance.

Even though Indians are now more affluent as a result of the rise of the middle
class, their eating habits have shifted dramatically to unhealthy, high-sugar, high-
fat diets, leading to an increase in lifestyle diseases such as hypertension, cancer,
and diabetes. Furthermore, India's healthcare institutions and services would be
burdened by the expanding older population.

Due to a dearth of hospital beds and skilled medical personnel such as doctors,
nurses, and pharmacists, the people do not have access to their medical needs. In
comparison to urban areas, healthcare services are much scarcer in rural communi-
ties. Females have an adversely skewed proportion in the healthcare workforce
when compared to males. In the 11th five-year plan, total healthcare expenditure
(comprising state funds, private funds, and external flows) accounted for 4.1% of
GDP (GDP). The 12th five-year plan (2012–2017) intends to raise public health
spending from 1.1% of GDP to 2–3% of GDP [6].
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3. A look at the healthcare system as a whole

The state is responsible for the healthcare system. This system is currently
managed by both public and private (for profit and nonprofit) groups.
Policymaking, planning, guiding, aiding, reviewing, and coordinating the activities
of various provincial health authorities are all responsibilities of the federal govern-
ment, as is providing financing to implement national healthcare initiatives [7].
Allopathic hospitals, hospital beds, Indian System of Medicine and Homeopathy
hospitals, subcenters, Pharmacy Health Care (PHC), Community Health Center
(CHC), blood banks, Eye Bank, psychiatric hospitals, and cancer hospitals are all
part of India's healthcare infrastructure [7]. The Department of Ayurveda, Yoga,
and Naturopathy, as well as Unani, Siddha, and Homeopathy, provide medical and
healthcare services (AYUSH). The ownership of the public sector is split between
the federal and state governments, municipalities, and panchayats (local govern-
ments). Dispensaries, primary health centers, subcenters, and health posts are
among the facilities. Teaching hospitals, secondary-level hospitals, first-level refer-
ral hospitals (community health centers/rural hospitals), dispensaries, primary
health centers, subcenters, and health posts are among the facilities. Public facilities
for specific occupational groups are also included, including organized labor
(Employees State Insurance Scheme), defense, government employees (Central
Government Health Scheme), railways, post and telegraph, and mining, to name a
few. The private sector (profit/nonprofit) is the most prevalent, with services
ranging from >1000 beds to two beds. Health-related facilities are available through
the federal government healthcare program in 25 cities, with 246 allopathic dispen-
saries [7]. Private healthcare providers are currently treating 78% of outpatients and
60% of inpatients in India. Private healthcare providers range from world-class
hospitals that promote medical tourism by providing world-class treatments to
international clients and Indians who can afford it to private doctors who have
minimal medical expertise or formal training on the other end of the spectrum.
Furthermore, the private sector controls 80% of doctors, 26% of nurses, and 49% of
hospital beds, demonstrating its power.

4. The country's hospitals

In contrast to India, the number of hospitals in other nations is not given.
However, according to World Bank statistics, available at https://data.worldbank.
org/indicator/SH.MED.BEDS.ZS India's accessible beds per 1000 population is
lower than that of a lot of other countries. As a state of concern, public health and
hospitals are largely responsible for the upkeep, providing health treatment to
individuals, and maintaining hospital information. However, the following details
are provided below:

i. Number of Primary Health Centers (PHCs), Community Health Centers
(CHCs), Sub-District/Divisional Hospitals (SDHs), District Hospitals
(DHs), and beds in India, by State/UT, as uploaded by the States/UTs on
the Ministry's Health Management Information System (HMIS) portal.

ii. Number of government hospitals and beds in rural and urban areas in India,
broken down by state/UT, as published in National Health Portal 2018.

iii. The Ministry of AYUSH provides information on the number of AYUSH
hospitals and beds in each state/UT.
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iv. Total and state-by-state number of hospitals and beds maintained by the
Ministry of Defense.

v. Number of railway hospitals and beds, as reported in the National Health
Portal 2018 publication.

vi. Number of State Insurance Corporation employees, hospitals, and beds, per
state/UT, and total, as published in the National Health Portal 2018.

State/UT–wise number of PHCs, CHCs, SDHs, DHs, and beds in the
country.

State/UT No. of public facilities No. of beds available in
public facilities

PHC CHC SDH DH Total

Andaman & Nicobar Islands 27 4 3 34 1246

Andhra Pradesh 1417 198 31 20 1666 60,799

Arunachal Pradesh 122 62 15 199 2320

Assam 1007 166 14 33 1220 19,115

Bihar 2007 63 33 43 2146 17,796

Chandigarh 40 2 1 4 47 3756

Chhattisgarh 813 166 12 32 1023 14,354

Dadra & Nagar Haveli 9 2 1 1 13 568

Daman & Diu 4 2 2 8 298

Delhi 534 25 9 47 615 20,572

Goa 31 4 2 3 40 2666

Gujarat 1770 385 44 37 2236 41,129

Haryana 500 131 24 28 683 13,841

Himachal Pradesh 516 79 61 15 671 8706

Jammu & Kashmir 702 87 29 818 11,342

Jharkhand 343 179 13 23 558 7404

Karnataka 2547 207 147 42 2943 56,333

Kerala 933 229 82 53 1297 39,511

Lakshadweep 4 3 2 1 10 250

Madhya Pradesh 1420 324 72 51 1867 38,140

Maharashtra 2638 430 101 70 3239 68,998

Manipur 87 17 1 9 114 2562

Meghalaya 138 29 13 180 4585

Mizoram 65 10 3 9 87 2312

Nagaland 134 21 11 166 1944

Odisha 1360 377 27 35 1799 16,497

Puducherry 40 4 5 4 53 4462

Punjab 521 146 47 28 742 13,527

Rajasthan 2463 579 64 33 3139 51,844

Sikkim 25 2 1 4 32 1145
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State/UT No. of public facilities No. of beds available in
public facilities

PHC CHC SDH DH Total

Tamil Nadu 1854 385 310 32 2581 72,616

Telangana 788 82 47 15 932 17,358

Tripura 114 22 12 9 157 4895

Uttar Pradesh 3277 671 174 4122 58,310

Uttarakhand 275 69 19 20 383 6660

West Bengal 1374 406 70 55 1905 51,163

All India 29,899 5568 1255 1003 37,725 739,024

Source: Data as uploaded by States-UTs on HMIS portal, status as of 20 July 2018.

India, State/UT wise number of government hospitals and beds in rural and
urban areas.

States/UTs Rural hospitals Urban hospitals As on

No. Beds No. Beds

Andhra Pradesh 193 6480 65 16,658 01.01.2017

Arunachal Pradesh* 208 2136 10 268 31.12.2017

Assam 1176 10,944 50 6198 31.12.2017

Bihar 930 6083 103 5936 31.12.2016

Chhattisgarh 169 5070 45 4342 01.01.2016

Goa* 17 1405 25 1608 31.12.2017

Gujarat 364 11,715 122 20,565 31.12.2016

Haryana* 609 6690 59 4550 31.12.2016

Himachal Pradesh* 705 5665 96 6734 31.12.2017

Jammu & Kashmir 56 7234 76 4417 30.12.2016

Jharkhand 519 5842 36 4942 31.12.2015

Karnataka* 2471 21,072 374 49,093 31.12.2017

Kerala 981 16,865 299 21,139 01.01.2017

Madhya Pradesh 334 10,020 117 18,819 01.01.2016

Maharashtra 273 12,398 438 39,048 31.12.2015

Manipur 23 730 7 697 01.01.2014

Meghalaya* 143 1970 14 2487 31.12.2017

Mizoram* 56 604 34 1393 31.12.2017

Nagaland 21 630 15 1250 31.12.2015

Odisha* 1655 6339 149 12,180 31.12.2017

Punjab* 510 5805 172 12,128 31.12.2017

Rajasthan 602 21,088 150 10,760 31.12.2016

Sikkim* 24 260 9 1300 31.12.2017

Tamil Nadu* 692 40,179 525 37,353 31.12.2017

Telangana* 802 7668 61 13,315 31.12.2017
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States/UTs Rural hospitals Urban hospitals As on

No. Beds No. Beds

Tripura* 99 1140 56 3277 31.12.2017

Uttar Pradesh* 4442 39,104 193 37,156 31.12.2017

Uttarakhand 410 3284 50 5228 31.12.2015

West Bengal 1272 19,684 294 58,882 01.01.2015

Andaman & Nicobar Islands 27 575 3 500 31.12.2016

Chandigarh 0 0 4 778 31.12.2016

Dadra & Nagar Haveli* 10 273 1 316 31.12.2017

Daman & Diu 5 240 0 0 31.12.2015

Delhi 0 0 109 24,383 01.01.2015

Lakshadweep 9 300 0 0 01.01.2016

Puducherry 3 96 11 3473 01.01.2016

INDIA 19,810 279,588 3772 431,173

Source: National Health Profile 2018/Directorate General of State Health Services.
Notes: Government hospitals include central government, state government, and local govt. bodies. Figures are
provisional.
*States/UTs provided information for the year 2017 and PHCs are also included in the number of hospitals.

State-wise distribution of AYUSH hospitals and beds as on 1-4-2017.

Srl no. State/UT Number of hospitals Number of beds

Govt. Local
Body

Others Total Govt. Local
Body

Others Total

1 Andhra Pradesh 8 0 0 8 365 0 0 365

2 Arunachal Pradesh 11 0 1 12 100 0 25 125

3 Assam 4 0 0 4 205 0 0 205

4 Bihar 8 0 0 8 950 0 0 950

5 Chhattisgarh 7 0 8 15 370 0 470 840

6 Delhi 4 0 1 5 390 0 210 600

7 Goa 0 2 0 2 0 150 0 150

8 Gujarat 35 29 0 64 1495 1763 0 3258

9 Haryana 4 0 7 11 145 0 600 745

10 Himachal Pradesh 34 0 0 34 710 0 0 710

11 Jammu & Kashmir 2 0 0 2 75 0 0 75

12 Jharkhand 1 4 0 5 50 300 0 350

13 Karnataka 156 0 57 213 2455 0 7740 10,195

14 Kerala 162 0 0 162 4054 0 0 4054

15 Madhya Pradesh 23 0 0 23 690 0 0 690

16 Maharashtra 5 0 66 71 812 0 8024 8836

17 Manipur 10 0 0 10 0 0 0 0

18 Meghalaya 10 0 0 10 100 0 0 100

156

Bioethical Issues in Healthcare



Srl no. State/UT Number of hospitals Number of beds

Govt. Local
Body

Others Total Govt. Local
Body

Others Total

19 Mizoram 2 0 0 2 100 0 0 100

20 Nagaland 2 0 0 2 10 0 0 10

21 Odisha 9 0 5 14 593 0 310 903

22 Punjab 5 0 4 9 100 0 108 208

23 Rajasthan 137 0 0 137 1391 0 0 1391

24 Sikkim 1 0 0 1 10 0 0 10

25 Tamil Nadu 293 0 0 293 2381 0 0 2381

26 Tripura 4 0 0 4 60 0 0 60

27 Uttar Pradesh 2315 0 1 2316 11,361 0 100 11,461

28 Uttarakhand 404 0 1 405 2023 0 50 2073

29 West Bengal 11 0 11 22 530 0 620 1150

30 Andaman & Nicobar
Islands

5 0 0 5 90 0 0 90

31 Chandigarh 0 0 2 2 0 0 80 80

32 Dadra &Nagar
Haveli

0 0 0 0 0 0 0 0

33 Daman &Diu 2 0 0 2 20 0 0 20

34 Lakshdweep 0 0 0 0 0 0 0 0

35 Puducherry 0 0 0 0 0 0 0 0

36 Telangana 20 0 0 20 841 0 0 841

Total (A) 3694 35 164 3893 32,476 2213 18,337 53,026

B. CGHS & central
government organizations

50 0 0 50 2216 0 0 2216

Total (A+B) 3744 35 164 3943 34,692 2213 18,337 55,242

Source: Ministry of AYUSH.

Number of hospitals and beds maintained by Ministry of Defense, State wise.

S. no. Name of state No. of hospitals No. of beds

1 Assam 8 2357

2 Andhra Pradesh 1 306

3 Andaman & Nicobar Islands 1 107

4 Arunachal Pradesh 1 198

5 Bihar 2 348

6 Delhi 2 1993

7 Goa 2 175

8 Gujarat 5 666

9 Haryana 3 1458

10 Himachal Pradesh 6 699

157

Good Pharmacy Practice in India: Its Past, Present and Future with Need and Status…
DOI: http://dx.doi.org/10.5772/intechopen.100635



S. no. Name of state No. of hospitals No. of beds

11 Jammu & Kashmir 11 2643

12 Jharkhand 2 649

13 Karnataka 3 1090

14 Kerala 5 744

15 Madhya Pradesh 7 1402

16 Maharastra 11 4202

17 Manipur 1 74

18 Meghalaya 1 247

19 Nagaland 2 398

20 Odisha 2 147

21 Punjab 10 2990

22 Rajasthan 11 2115

23 Sikkim 2 247

24 Tamil Nadu 3 373

25 Telangana 3 764

26 Tripura 1 49

27 Uttarakhand 5 1402

28 Uttar Pradesh 15 4570

29 West Bengal 7 2107

Total 133 34,520

Source: Ministry of Defense

Number of hospitals and beds in railways (as on 21/03/2018).

S. no. Zone/PU Total no. of hospitals Total no. of indoor beds

1 Central Railway 11 1164

2 Eastern Railway 8 1587

3 East central Railway 9 819

4 East coast Railway 4 339

5 Northern Railway 9 1101

6 North Central Railway 5 586

7 North East Railway 6 927

8 North East Frontier Railway 10 1107

9 North Western Railway 8 584

10 Southern Railway 10 1131

11 South Central Railway 7 714

12 South Eastern Railway 6 1086

13 South East Central Railway 5 250

14 South Western Railway 3 300

15 Western Railway 9 976
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S. no. Zone/PU Total no. of hospitals Total no. of indoor beds

16 West Central Railway 7 456

17 Intergral Coach Factory 1 101

18 Rail Coach Factory 1 60

19 Chittaranjan Locomotive Works 1 197

20 Diesal Locomotive Works 1 105

21 Diesel Loco Modernisation Works 1 50

22 Rail Wheel Factory 1 46

23 Research Design and Standards
Organization

1 30

24 Metro/Kolkata 1 30

25 MCF/Raibareli 1 2

26 Total 126 13,748

Source: National Health Profile 2018 (as on 21/3/2018).

Employees State Insurance Corporation hospitals and beds (as on
31.03.2017).

S. no. States/UTs Total no. of hospital Total no. of beds

1 Andhra Pradesh 5 345

2 Assam 1 75

3 Bihar 3 50

4 Chandigarh [Adm.] 1 70

5 Chhattisgarh 0 0

6 Delhi 4 1416

7 Goa 1 15

8 Gujarat 12 910

9 Himachal Pradesh 2 150

10 Haryana 7 781

11 Jammu & Kashmir 1 50

12 Jharkhand 3 210

13 Karnataka 11 1675

14 Kerala 12 1178

15 Madhya Pradesh 7 725

16 Meghalaya 0 0

17 Maharashtra 13 2390

18 Nagaland 0 0

19 Odisha 6 325

20 Puducherry 1 75

21 Punjab 8 647

22 Rajasthan 6 495

23 Sikkim 0 0
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S. no. States/UTs Total no. of hospital Total no. of beds

24 Tamil Nadu 10 1856

25 Telangana 7 907

26 Tripura 0 0

27 Uttar Pradesh 16 1886

28 Uttarakhand 0 0

29 West Bengal 14 3534

Total 151 19,765

Source: National Health Profile 2018.

5. Core pharmacy practices

5.1 Hospital pharmacy

The hospital pharmacy is one of the most important departments in the hospital,
and it is responsible for drug procurement, storage, compounding, dispensing,
manufacturing, testing, packaging, and distribution. This section is also in charge of
pharmaceutical science and education research, which is carried out by skilled and
knowledgeable pharmacists. The hospital pharmacy has a significant impact on
healthcare cost economics. In today's hospital pharmacy, medication monitoring
and drug information services are combined. Purchasing, storing, handling,
pricing, and dispensing pharmaceuticals are all skills that a hospital pharmacist
possesses. In addition, pharmacists give drug information to all healthcare profes-
sionals and the public, as well as serve as a link between the patient and the
doctor. The criteria for acquiring pharmaceuticals, chemical and biological
medications, and other items are provided by hospital pharmacists. They are also in
charge of manufacturing and distributing pharmaceuticals like transfusion fluids,
parenteral goods, pills, capsules, ointments, stock combinations, and safe drug
storage. Hospital pharmacists can sterilize and dispense parenteral drugs made in
hospitals. They fill, label, and distribute all medicine packages. Hospital pharmacists
oversee purchasing pharmaceuticals, ensuring correct drug storage conditions,
keeping records, and distributing pharmaceuticals to the outpatient department.
In addition, hospital pharmacists provide drug monitoring services for inpatients
and participate in hospital research programs [8]. Due to low wages, the hospital
parts of a pharmacist's job have historically been overlooked in India; also,
pharmacists have never been trained for a patient-centered role. Medical practi-
tioners have never embraced pharmacists for clinical functions, while pharmacists
have been hesitant to accept their profession's clinical obligations. Many Indian
hospitals have begun to assign pharmacists a clinical role, with encouraging out-
comes, but India still lags behind other countries in this regard. In India, the concept
of a hospital pharmacy is confined to the dispensing of medications at hospital
pharmacies [9].

Hospital pharmacies require certain personnel.
The dispensing, manufacturing, quality assurance, and clinical pharmacy ser-

vices are all integrated within the hospital pharmacy. Personnel requirements for an
inpatient pharmacy are determined by the nature and scope of services supplied by
the department. The number of hospital pharmacists required is determined by the
workload and the number of beds in the hospital. Small hospitals typically require a
minimum of three pharmacists; however, this varies depending on the number of
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beds. Table 1 shows the number of pharmacists necessary based on the number of
beds in a hospital [8].

According to 2011 data, the number of government hospital beds in rural and
urban locations is shown in Table 2.

Personnel who work in hospital pharmacies must be knowledgeable and well-
trained. The director of the pharmacy must have a postgraduate degree in hospital
pharmacy, pharmacology, or pharmaceutics and serves as a liaison between phar-
macy and non-pharmacy personnel. The hospital pharmacy's structure is depicted
in the Flowchart below (Figure 1).

Even we have seen the present status, there were no significant improvements.

5.2 Community pharmacy

In India, the Pharmacy Act of 1948 was passed to ensure that every practicing
pharmacist had a registration certificate [11–13]. On completion of the minimum
diploma in pharmacy, educational institutes authorized by the PCI can grant this

Pharmacist requirement

Bed strength No. of pharmacists required

Up to 50 beds 3

Up to 100 beds 5

Up to 200 beds 8

Up to 300 beds 10

Up to 500 beds 15

Table 1.
Pharmacist requirement in hospitals.

State Rural hospital beds
(government)

Urban hospital
beds (government)

Total beds
(government)

Proportion of rural
and urban beds

Bihar 1830 16,686 18,516 10:90

Chhattisgarh 3270 6158 9428 35:65

Jharkhand N.A. N.A. N.A. N.A.

Madhya Pradesh 10,040 18,493 28,533 35:65

Odisha 7099 8715 15,814 45:55

Rajasthan 13,754 12,236 25,990 53:47

Uttar Pradesh 15,450 40,934 56,384 27:73

Uttarakhand 3746 4219 7965 47:53

EAG states 55,189 107,477 162,630 34:66

Non-EAG states 114,673 511,187 622,310 18:82

All India 169,862 618,664 784,940 20.5:79.5

N.A., not available.
Source: GOI,Table 6.2.2 State/UT wise number of govt. hospitals and beds in rural and urban areas (including
CHCs) in India (provisional), in “Health infrastructure” in “National Health Profile, 2011,” Central Bureau of
Health Intelligence, Ministry of Health and Family Welfare, 2011.

Table 2.
State and union territory wise number hospitals and beds in rural and urban areas in India.
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credential. A pharmacy diploma involves at least 2 years of education and 500 h of
practical training, including three months in a community or hospital pharmacy
[11]. These pharmacists with a diploma represent most of the workforce and run
most community pharmacies in India today. A bachelor's degree in pharmacy is
designed to meet the needs of the pharmaceutical business, with most graduates
working in pharmaceutical companies or regulatory agencies. In comparison to
community pharmacy, many B. Pharm graduates prefer to work in the pharmaceu-
tical business because of the higher pay scale and other benefits.

In practice, these pharmacists with a diploma or bachelor's degree are still
unheard of in half of the community pharmacies. Most patients come to community
pharmacists for help on sexually transmitted diseases, minor ailments, contracep-
tive options, and menstruation issues [11]. The majority of community pharmacies
are administered by people with minimal awareness of health issues or medical
training, and pharmacists are hired on low pay rates. Most pharmacists in commu-
nity pharmacies lack counseling abilities and are simply able to deliver medications.
Despite the public's negative opinion of pharmacists and the idea that pharmacies
are like grocery stores, community pharmacies remain the principal provider of
low-cost medical treatment.

5.3 Medicine promotion and marketing

In India nowadays, the average cost of a prescription per patient who visited a
private clinic is around 1000–1500 rupees, and the number of prescriptions per
drug has increased. The marketing efforts of pharmaceutical companies have a
significant impact on doctors' prescribing patterns. Pharmaceutical companies
spend less on R&D than they do on marketing. Medical representatives are trained
by pharmaceutical companies to advertise and sell pharmaceuticals utilizing printed
product materials, medicine samples, and gifts. Around 80,000 medical represen-
tatives are hired by pharmaceutical companies in India, and they are paid well.

In addition to their pay, they are offered significant incentives. General practi-
tioners have been found to prescribe new products under the influence of sales reps.
Furthermore, medical representatives promote medications by stating more indica-
tions than are officially registered.

One of the main tools used by pharmaceutical firms to advertise their medica-
tion is gifts (ranging from a table-top reminder to an air conditioner), gratification,
foreign excursions, pleasure excursions, and so on. From clocks to air conditioners,
calendars to cars, rubber bands to refrigerators, telephone indexes to television, and
office items to overseas trips, the variety of gifts includes stationery, timepieces,

Figure 1.
Organization structure of hospital pharmacy. Source: Nahata [10].

162

Bioethical Issues in Healthcare



bags, books, folders, office desks, medical supplies, and household items—from
clocks to air conditioners, calendars to cars, rubber bands to refrigerators, telephone
indexes to television, and office items to overseas trips. According to Chren and
associates, there is an implicit relationship between doctors and the pharmaceutical
industry, which leads to a responsibility to respond to gifts [14].

Advertising has a significant role in the marketing of medicine. Pharmaceutical
companies spend a lot of money to advertise in medical and pharmaceutical
magazines, which are read by a lot of general practitioners and clinical specialists.
Medical journals in India would perish if pharmaceutical companies did not adver-
tise in them. The advertising of pharmaceuticals is strictly monitored, and if there is
any false information, harsh action is taken. Drug information should be accurate,
current, and balanced, according to the International Federation of Pharmaceutical
Manufacturers Associations (IFPMA) and The Association of the British Pharma-
ceutical Industry (ABPI) guidelines. The IFPMA code must be followed by all
members of the Organization of Pharmaceutical Producers of India (OPPI). Internal
codes and promotional material for the pharmaceutical producers of India must be
approved by medical advisers, according to the organization. A Promotional Quality
Improvement and Assurance Committee also performs a thorough study of these
promotional materials. Furthermore, this committee makes recommendations for
marketing enhancements.

Irrational prescription and its consequences are heavily influenced by pharma-
ceutical marketing and promotional activities. The Medical Council of India has
issued a new code of ethics for practitioners who receive any sort of compensation
from pharmaceutical companies. New legislation in Rajasthan, India, states that a
doctor must only put the generic name of a medicine on a prescription [14].

5.4 Pharmacy-related services and activities that are unique

With the advent of clinical pharmacy, which provides high-quality treatment
and assistance to patients, a pharmacist's job has been expanded. Pharmacists now
provide drug and toxicity information, manage anticoagulation clinics, and admin-
ister smoking cessation programs, among other things.

6. Education parameters of healthcare workforce

The paramedic education system has been supply-driven, with no regard for
industry demand. Allied healthcare providers are the most crucial because, if a
patient has a hundred interactions at a hospital, allied healthcare workers account
for 80 of those encounters. In India, healthcare is the third most important source of
employment. It is broken down into three categories: Doctors make up 10–15% of
the healthcare workforce, nurses make up 20–25% of the workforce, and para-
medics, also known as allied healthcare professionals or healthcare technicians,
make up the largest segment of the healthcare workforce. The doctor-to-allied
healthcare-professional ratio in India is 1:4. The advanced countries, such as the
United States and the United Kingdom, have a 1:20 ratio. India already employs
over 10 million allied healthcare workers, but to meet the 1:20 ratio, we will need to
increase this number to 40–50 million in the next few years. Diagnostic, curative,
and rehabilitative allied healthcare professions are categorized into three groups.
The diagnostic and therapeutic industries in India have been expanding. Allied
healthcare professionals such as X-ray technicians and medical app technicians
work in diagnostic. Technicians such as OT technicians and emergency medical
technicians work in Curative. The difficulty is that in India, only about 7% of

163

Good Pharmacy Practice in India: Its Past, Present and Future with Need and Status…
DOI: http://dx.doi.org/10.5772/intechopen.100635



these allied healthcare professionals are certified because there was no centralized
authority to certify them until the NSTC was established. Before NSTC, each state
certified them at their own level, and the biggest problem today is for quality
healthcare services, allied healthcare professionals are the most important because
if a patient has a hundred interactions in a hospital, 80 of those interactions are with
allied healthcare professionals, and the biggest challenge in India is that there are
less than a hundred allied healthcare professionals. Until 2008, there was no
centralized body. One of the most significant issues is that, in general, education in
India has been supply-driven, with no connection to industry needs. As a result,
when compared to worldwide norms, we are one of the least prepared for the
workforce. What needs to be done is for education to be driven by demand. It must
be presented from the standpoint of the company and how these individuals will
work in the sector. To do so, we must recognize three factors—technical training,
practical training, and soft skills and grooming training, all of which must be
provided so that these individuals are prepared to fully contribute to the workforce
in a productive manner when they enter the workforce. Mr. Narendra Modi, Prime
Minister of India, believes that ongoing training of the workforce required to com-
bat the COVID 19 crisis is critical. He recommended officials and doctors to hold
training sessions and webinars, particularly for paramedics and doctors who work
in rural areas. He also requested that the officials endeavor to reduce vaccination
waste in the district. Interacting with Varanasi doctors and administrators via video
chat Prime Minister Narendra Modi paid a heartfelt tribute to those who died
because of COVID-19. He emphasized the necessity of ongoing training for those
fighting COVID, advising officials and doctors to hold training sessions and
webinars, particularly for paramedics and doctors functioning in remote areas. He
also requested that the officials endeavor to reduce vaccination waste in the district.
"Jahan Bimar Wahan Upchar," is the new slogan in COVID management in terms of
delivering therapy to the patient's doorstep that will minimize the strain on the
health system. The doctors from Varanasi updated the other doctors through video
conference on the measures made in the last month to restrict the spread of COVID,
vaccination status, and ongoing steps and strategies to prepare the district for future
difficulties. They stated that they have been vigilant in their response to the threat
of mucormycosis and have already taken action and established facilities to handle
the condition. Our Prime Minister also praised the microcontainment zones project
and praised the home distribution of medicines, and he urged health professionals
to make the campaign as widespread as possible in rural areas. He praised the
physicians, nurses, technicians, ward boys, ambulance drivers, and other Kashi
frontline health professionals for their efforts. He praised the medical staff in Kashi
for their efforts in controlling the pandemic to a large extent, but warned against
complacency, urging them to fight a lengthy battle right now by focusing on the
rural districts of Banaras and Purvanchal. PM emphasized the critical role of
Accredited Social Health Activists (ASHAs) and Auxiliary Nursing Midwifery
(ANMs) sisters in the ongoing village campaign against COVID-19 and urged health
officials to use their potential and experience. The main reason is if the frontline
employees had already been vaccinated, they were able to serve the people safely
during the second wave. We need to encourage everyone to get the vaccine when it
is their turn, that is what has currently been done.

7. International standards of good pharmacy practice

Diverse countries and continents, including emerging, transitional, and indus-
trialized countries, have different pharmaceutical practices. The World Health
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Organization (WHO)/International Pharmaceutical Federation (FIP) joint guide-
line of good pharmacy practice (GPP), which was updated in 2011, is meant to
account for these changes in practice. The pharmacy profession is rapidly
expanding, with new responsibilities being offered and announced not only by
pharmacists but also by other medical professionals, national organizations, and
institutions. The GPP's guideline is progressive and adaptable, and it must remain
relevant when new positions develop. Standardizing many parts of pharmacies is
one of the most important techniques of quality control for medications and phar-
maceutical services for the public. The GPP Guide is a significant step toward
bettering pharmacy services [12]. The GPP guideline is designed for use by national
professional pharmaceutical associations, as well as national authorities and other
relevant agencies responsible for drafting relevant documents and related laws and
regulations in their countries, according to the WHO and FIP. It is not a clear
national standard, but it does provide guidance on certain tasks, responsibilities,
and actions that help pharmacists to fulfill their mission. Professional issues and
attitudes are given specific attention throughout the guideline's content, and the
patient's well-being is given priority. However, it should be noted that this is the
first time that a legal, economic, and labor framework has been introduced in the
context of the GPP structure, and it comes at an appropriate time given global
debates on the economic aspects of medicines, access to quality medicines, access to
skilled medical workers, the global workforce failure, the increased cost of medical
care, and new models of healthcare [13]. The GPP is defined by the WHO and the
FIP as a pharmacy practice that satisfies the needs of people who use pharmacists'
services to deliver optimal medical care based on evidence-based medicine princi-
ples. To support this approach, a national framework of quality standards and
guidelines is required. The goal of this project is to investigate the historical stages
of development of GPP requirements, as well as to examine modern normative texts
proposed by FIP for use in global pharmaceutical practice, as well as to investigate
the current state of this issue around the world. The study included the generaliza-
tion of information material and system analysis methods. The WHO and the FIP
have been working together since the late 1980s to define pharmacist duties and
functions, as well as produce guidelines for the GPP as a framework for pharmaco-
logical care. The WHO amended the medicines strategy, which was accepted by the
World Health Assembly in 1986, and two meetings on the function of pharmacists
were held in accordance with it. The inaugural meeting was held in Delhi, India, in
1988 [15]. The FIP produced criteria for pharmaceutical services in 1992, and the
WHO Information Centers disseminated the approach of good pharmaceutical
practice in March 1993. The standards of pharmacy services entitled "GPP in Public
and Hospital Pharmacies" were officially issued during the convention in Tokyo,
Japan [15]. Under the framework of the Tokyo declaration on quality standards of
pharmaceutical services, the FIP congress accepted the FIP/GPP text. The FIP has
asked pharmaceutical companies and governments to work together to implement
GPP standards or to amend current national standards in countries where they
currently exist, according to this paper. Then, in May 1994, the World Health
Assembly adopted a resolution on the role of the pharmacist in support of the
WHO's new pharmaceuticals strategy. In 1994, a version of the GPP was also
presented to the WHO Expert Committee on Pharmaceutical Medicine Specifica-
tions in Geneva. In 1999, a joint document of the WHO/FIP of the GPP was
published in a series of technical reports of the WHO Expert Committee on con-
cerns of pharmaceutical medicine specification, following the recommendations of
the WHO Expert Committee and the approval of the Board of the FIP in 1997. This
gave the GPP more formal standing and assured that it was widely distributed
around the world [16]. A Soon after, the WHO convened two more meetings on the
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pharmacist's role, one in 1997 in Vancouver, Canada, and the other in 1998 in The
Hague, Netherlands. These gatherings reinforced the necessity for reforming phar-
macy education programs and highlighted the pharmacist's role in self-help and
self-healing. The European Union's (EU) pharmaceutical group prepared a paper
containing the GPP for Europe in 1998, with special emphasis dedicated to EU
countries—"the GPP in Europe." [17]. The “GPP in the New Independent States”
was established in 2001. The Copenhagen Center for Drug Policy and Development
of Pharmaceutical Practice developed “Guidelines for the creation and implemen-
tation of standards” in Denmark. The document examined the state of pharmacy
practice and focused on issues such as health education and morbidity prevention,
the provision of prescription drugs and their use, self-treatment, the effects of
prescription and use of drugs, as well as the method of implementing proper
pharmacy practices in developing countries. The WHO experts recommended that
European standards for pharmacies be implemented on a par with existing national
standards to regulate various aspects of pharmaceutical activity, including the
quality of prescription data received by the pharmacist, the development of medical
forms, the building of contacts with doctors based on individual recipes, and the
evaluation of data on the use of medical products [18]. There is a strategy for
establishing national GPP standards, according to FIP recommendations. To begin,
fundamental pharmaceutical services must be established, for which a regulatory
framework and relevant standards must be created. The secondary and higher
education systems in pharmacy should be revised after that because pharmacists
will require a more in-depth understanding of pharmacotherapy, pharmacopeia,
and communications skills. The provision of more complex professional pharma-
ceutical services is the ultimate stage. The FIP highlights GPP elements that dem-
onstrate that the pharmacy provides high-quality service and adheres to strict
guidelines: The presence of a zone in the pharmacy with information about healthy
lifestyles; availability of a pharmacy for people with disabilities and elderly patients;
availability of a comfortable waiting area; the possibility of a private conversation
between a pharmacist and a patient, including those with disabilities; and the
presence of a pharmacist on call. The pharmacist's responsibility in providing suc-
cessful drug therapy, according to FIP's recommendations, is as follows: Manage-
ment of therapy, monitoring of treatment success, and disseminating information
on the safe and effective use of medications. The pharmacist should evaluate the
client's health and needs, taking into consideration his unique qualities. Professional
collaboration between the pharmacist and the doctor is an important part of GPP.
Each patient's medical and pharmacological information (diagnosis and laboratory
data) should be in the first one. It is also crucial to keep track of whether GPP
standards are being followed. It can be internal and/or external; it can also be
necessary or simply for accreditation/certification purposes. This will disclose the
drawbacks of meeting GPP requirements as well as ideas for how to avoid them.
One of the simplest ways to ensure that a pharmacy's work is of high quality is to
assess customer satisfaction with the service. In 2006, FIP andWHO collaborated to
publish the handbook "Developing Pharmacy Practice—A Patient-Centered
Approach." This guide introduces the new pharmacy practice paradigm and the
approach to pharmaceutical assistance. The FIP has taken the initiative to explore
the possibilities of providing technical assistance to its member organizations in
Cambodia, Moldova, Mongolia, Paraguay, Thailand, Uruguay, and Vietnam in
developing national standards of the GPP in a pilot project to improve standards
and practice of medicine distribution and use with the help of the WHO/FIP setting
with the GPP as the framework. The “Bangkok declaration of the GPP in public
pharmacies” was adopted across Southeast Asia in 2007, and member associations
pledged to improve the quality of pharmacy services and professional practice [19].
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Significant advances in practice applied science and technology, and pharmaceuti-
cal policy has happened since the GPP guideline was accepted in community and
hospital settings. Despite changes that have occurred since the GPP's previous
guidance in pharmaceutical policy, practice, and applied science was adopted in
2007, FIP was established to investigate the problem of updating the GPP's guiding
principles to reflect current standards and professional thinking peculiarities [20].
During the 68th World Congress in Basel, Switzerland, in 2008, the FIP convened
expert consultations for this aim. A total of 50 people attended the meeting, includ-
ing members of the working group (WG), FIP of the GPP, WHO headquarters
staff, representatives from the WHO regional office for the Eastern Mediterranean
countries, medicines advisers from Ghana, Nigeria, and the United Republic of
Tanzania, presidents, and secretaries of six Regional Pharmaceutical Forums, FIP
member organizations, and several NGOs [21]. Following these consultations, the
FIP GPP working group performed a detailed examination of current national
standards for GPP in at least 37 countries and developed a time zone that could
allow for adequate consultations with all 120 national associations, relevant experts,
and the WHO. In October 2008, a proposal for this project was given to the WHO
Expert Committee on concerns of pharmaceutical medicine specification at its 43rd
meeting, and an updated report was provided to the Committee of Experts at its
44th meeting in October 2009. Simultaneously, in late 2008, the Pan-American
Health Organization prepared “the guide for pharmaceutical services in primary
health care” with the help of a group of experts from various pharmaceutical
organizations, with the goal of highlighting the role of pharmaceutical experts in
Latin America's health system. Following discussion with 120 national members of
the FIP in 2011 and changes in the pharmaceutical industry, the GPP recommenda-
tions were adopted and updated by the approval of a joint guideline FIP/WHO titled
"the GPP: Standards of the quality of pharmacy services." This general guideline was
released as new standards of pharmacy service quality in the WHO Expert
Committee's 45th report. In addition, this document encourages national pharmacy
professional associations to embrace these standards and propose some GPP-
specific norms [22]. The GPP establishes standards that are usually higher than the
requirements of a country's pharmaceutical legislation. In the modified version of
the GPP, pharmacists play many roles:

1.Medical product manufacturing, receiving, storage, security, distribution,
usage, release, and disposal.

2.Ensuring that the pharmacological therapy is properly managed.

3.Continuation and enhancement of professional activity.

4.Encouraging the system of medical care and health to become more
effective [20].

Depending on the duties that each pharmacist does, these positions may differ.
Only through national pharmacy professional associations may specific GPP stan-
dards be defined. This recommendation is made in the form of a set of professional
goals that must consider the needs of patients and other pharmaceutical stakeholders.

In comparison to the previously authorized concept of the GPP, the present
updated version reinforces the requirements for the GPP's well-known primary
aspects and identifies functions in each pharmacist's position for which minimum
national standards should be established. Different countries have different versions
of the GPP rules. There are holistic papers in some countries that cover both
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requirements for the material-technical base, infrastructure, personnel, and stan-
dards for the provision of pharmacological treatment. These rules and regulations are
spelled out in numerous documents in other countries. The standards for pharmacists
in France, for example, are established in several guidelines. In Austria, on the other
hand, nearly all the requirements for pharmacists are encapsulated in a single piece of
legislation. There is also a guideline for pharmacists' work, which includes standards
for a quality management system in addition to the typical criteria for premises,
equipment, and staff. The GPP standards have a recommended status in industrial-
ized countries. As a result, the Norwegian pharmaceutical association's standards of
pharmacy practice, created in partnership with other professional groups, include
requirements for pharmacy activities that are utilized by pharmacy owners to con-
duct internal quality control of pharmacy services. The government adopts legislation
acts that provide the minimum standards for the functioning of pharmacies [23]. The
Pharmaceutical Society of Ireland published a guideline on pharmacy practice to help
pharmacists meet legal and regulatory requirements when providing pharmaceutical
services [24]. In addition, the GPP is adopted in CIS countries. Belarus has
implemented a pharmacy classification system. The GPP was adopted in Kazakhstan
in 2006, and the provisions of the GPP of the customs union are currently approved
in the Russian Federation. It should be noted that the GPP standard and guidance on
the implementation of proper pharmacy practices serve as the foundation for
implementing the total quality management (TQM) concept and the international
standard of ISO quality management at pharmaceutical companies, both of which
have been in use for more than 30 years. The understanding of the existence of an
inextricable link between the quality management system and the organization's
management system, as well as the understanding that this is an essential tool for
continuous improvement and increasing the pharmacy organization's
competitiveness in any market, is the foundation of TQM [25]. As a result, by
enhancing the requirements to assure the quality of public services, the GPP
standards are a significant step toward the expansion and enhancement of pharmacy
operations. Despite improvements in pharmaceutical research and practice, the
development and implementation of GPP criteria into pharmacy practice is a long-
term and ongoing process. The standardization of pharmacists' activity in providing
people with medications and medical items receives a lot of attention in GPP guides
of all years. Because national regulation of pharmacy practice differs widely among
nations, the establishment of GPP standards should be handled at the level of public
professional organizations. The results of the study will be used to design and apply
GPP national standards around the world, according to future scientific research.

8. Current pharmacy practice scenario in India

A recent countrywide survey done by final year postgraduate diploma in man-
agement students from Indian Institute of Health Management & Research, Banga-
lore finds that out of 107 hospitals 66 hospitals only follow theWHO/FIP GPP 2011 or
Indian Pharmacy Practice Regulations 2015 which is merely 62% of the entire sample.

Students were asked to conduct a brief analysis and report on the top five hospi-
tals or community pharmacy dept. in their area or where they did train/observer ship
whether these guidelines are followed or not and where are the loopholes in following
this guideline. There were two kinds of data generated, such as

1.Quantitative data by asking close-ended questions, and

2.Qualitative data by observation and asking open-ended questions.
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The graphical representation of the quantitative survey data is illustrated as
follows:

The qualitative observational/survey data is represented as follows:

Qualitative survey result Observations

Narayana Health City While working in a Pharmacy Department of the Hospital, many
things are founded like:
• Medicines are not properly arranged.
• Medicines of different names and labels are found in different

boxes.
• Some medicines are found unsealed that is a loss of Hospital

pharmacy.
• One medicine was labeled in two boxes, for example, Flexurra D
• There is a lack of space.
• Staff are not attending calls properly.
• Medicines were lying on the floor.
• Pharmacy is not hygienic.
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Qualitative survey result Observations

• There should be the proper categorization of injections and other
items.

This difference is due to:
• Lack of coordination between the staff.
• Lack of staff present in the pharmacy.
• Improper arrangements of the drugs cause difficulty in searching

medical items.
Challenges-
• Lack of commitment and coordination toward the service

delivery
• Lack of training, shortage of manpower and facilities for

pharmacist
Recommendation
There should be a proper space in the IP pharmacy.
Pharmacists should be provided with more space with more no of
counters.
Expired medicine should be categorized separately.
Medicine should be categorized on a monthly basis so that it may
return on time.
Calls should be attended properly by the staff.
The pharmacy should categorize the drugs, injections, medical
consumables in an order so that anyone can find it quickly.
Drinking water facilities should be there.
There should be proper lighting facilities.
The pharmacy should be hygienic.

Dr. Agarwal's Eye Hospital
Chain, S V Hospital & C M N
Hospital

a. There is no particular pharmacist assigned to the pharmacy.
b. The pharmacy is left open and can be accessed by anyone

including patients.
c. There is no proper maintenance of the record of the drugs in the

pharmacy.
d. The hospital is not departmentalized, hence there is no specific

manager for the pharmacy.
e. The drug availability is poor and sometimes they borrow from

the nearest medical store. The prescribed medicines are not
always available in the pharmacy. Which counts a low value for
the quality of service provided and lowers down patient
satisfaction rate.

f. During use of software sometimes the functioning of the system
stops and if the the patient is waiting for the bill cannot be
generated which increases the time of dispensing of drugs.

g. The bulk storage in the side shelves includes tablets which are
sometimes difficult to find.

h. Difficulty in dispensing both in-patients and out-patients
prescriptions at the same time.

i. Availability of only two monitors.

Sagar Hospital Most common loopholes and challenges found in the hospital
pharmacy.
As hospitals have a pharmacy, they mostly followed the FIP
guidelines but there are some challenges and loopholes faced by the
hospital pharmacy. The challenges related to the pharmacist include
the inadequacy of service promotion, absence of service continuity,
poor DIC service, and lack of commitment, communication, and
confidence among clinical pharmacists. Most respondents declared
that poor attitude toward the services, conflict of interest due to the
unclear scope of practice, and absence of cooperation are the
challenges that radiate from health practitioners such as nurses and
physicians. Some respondents also described challenges that arise
from the hospital management and its set-up. The challenges they
mentioned include lack of training, shortage of skilled manpower,
lack of incentives, absence of facilities in the ward for clinical
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Qualitative survey result Observations

pharmacists, and collaboration between academics and hospital
clinical pharmacists. The other challenges stated by the respondents
were due to the academic policy and the curriculum itself. This
encompasses some gaps of the curriculum; absence of clear job
description and working guidelines; and documentation system.
The major challenges for clinical pharmacy services described were
a lack of support from hospital management, absence of clearly
defined roles and responsibilities for the clinical pharmacists, a
shortage of pharmacy workforce and staff turnover, a lack of
follow-up from responsible bodies, and a lack of enough salaries and
incentives for the healthcare providers.

Aditya Netralaya a. No separate pharmacy is available. No separate pharmacist is
available.

b. The medicines are available at the reception only along with the
billing.

c. No proper records are maintained and hence it is difficult to
monitor.

d. The hospital is not departmentalized; hence, there is no specific
manager for the pharmacy.

e. Drug availability is limited. No proper records are maintained for
particular drugs. So, it will take time to dispense the drugs at the
counter. It increases the patient waiting time.

Mithra Hospital 1.The inventory management of medications is not properly
followed the guidelines.

2.Patient counseling is not followed in most cases.
3.The quality of drug maintenance and record maintenance should
be more technological and confidential.

4.The up-gradation of storage of medicines is not followed; it
follows the medications of doctor’s prescription only.

General Many of the hospitals do not have an assigned clinical pharmacist,
which makes the difficulty in practicing Rule number 2 of the
standards of GPP. Workforce shortage during peak OPD hours there
should be a training of pharmacists and associated personnel on
regular basis.
Updating newer guidelines.
Sometimes when too much workload is there, pharmacists are
unable to properly counsel the patients/attendants regarding doses,
their uses, drug interactions, etc.
Shortage of time for EWS pharmacy.
Because medications are not always available, it is extremely
inconvenient for patients to return after time. The room does not
have adequate light and ventilation. There is a lack of adequate
space for the storage area of the pharmacy. No trained personnel in
pharmacy, that is, the staff is from nonpharmaceutical or
nonmedical backgrounds.
No proper support is seen in abiding by policies of government
related to health outcomes as per the guidelines of Role 4.
Drug availability is not meet the needs of patients.
No proper record is maintained in any aspects related to dispensing
or storing of drugs.

No proper follow-up of patient turnaround time at the pharmacy

Narayana Health City Missing of personnel in the pharmacy increases the patient waiting
time

Omni R K Hospital No trained personnel in pharmacy, that is, staff from
nonpharmaceutical or nonmedical background

Gayathri Hospital No trained personnel in pharmacy, that is, staff from non-
pharmaceutical or non-medical background

171

Good Pharmacy Practice in India: Its Past, Present and Future with Need and Status…
DOI: http://dx.doi.org/10.5772/intechopen.100635



Pharmacy practice, which includes clinical, community, and hospital pharmacy,
is referred to as healthcare in the true sense. PPs establish a vital link between
doctors, nurses, and patients in a social community group, with the goal of
improving patient welfare and safety [26]. Pharmacists must provide more than
only distribution; they must also provide services to society, such as patient
counseling, guidance, and the organization of drug data for human services, sup-
pliers, and patients [27]. For example, before the product patent was implemented
in India in the early 2000s, the pharma industry thrived successfully after the
amendment of new monetary reforms in India in the mid-1990s until the early
2000s [28]. In terms of educational outcomes, the degree of student achievement in
pharmacy has improved from 2012 to 2020 and is predicted to continue to climb
due to its scope. Many pharmacy graduates have expressed an interest in
medication discovery and innovation through research [29]. It has been suggested
that pharmacies play an important role in strengthening social security because
they work around the clock to maintain a chain of elegant integrity on drugs,
particularly during the COVID-19 pandemic. From the standpoint of regulatory
authorities, PPs play a variety of roles and duties in the execution of new recom-
mendations based on situational faults [30].

8.1 The practice of pharmacy

It entails the implementation, evaluation, and interpretation of pharmacy orders
as well as the dispensing of prescriptions. Pharmacists are responsible for providing
patient counseling, legislation, and social services to promote pharmaceutical treat-
ment as primary care in all areas of patient health [31]. They are also in charge of
segregating and labeling pharmaceuticals and medical devices, as well as guaranteeing
the safety of medication and device storage and maintaining adequate records [32].

According to a Supreme Court decision on March 5, 2020, [IN THE
SUPREME COURT OF INDIA CIVIL ORIGINAL/APPELLATE JURISDICTION
TRANSFERRED CASE (CIVIL) NOS… … … … … ...OF 2020 [TRANSFER PETI-
TIONS (CIVIL) NOS. 87-101 OF 2014] The Pharmacy Council of India. Petitioner
Versus Dr. S.K. Toshniwal Educational Trusts Vidarbha Institute of Pharmacy and
Ors. Etc. .. Respondents]

• The Pharmacy Act is a nonconstitutional statute.

• There cannot be two regulators at the same time.

• The AICTE Act is a broad statute.

• The Pharmacy Act is a unique piece of legislation.

• The Pharmacy Act is a comprehensive code that includes pharmacy specialists.

• Only the Pharmacy Council of India (PCI) has the authority to set pharmacist
qualifications.

• Only PCI has the authority to set standards for pharmacies.

• PCI will be solely responsible for approval and admission to institutes.

• The Pharmacy Act has the power to govern not just pharmacy education but
also the profession [33].
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In India, there are two types of pharmacists—those who work in hospitals and
those who work in

• Pharmaceutical industry

• Pharmacies in the community

• Pharmacovigilance is a term that refers to the monitoring of pharmaceuticals.

• Pharmacy schooling

• Pharmacovigilance procedures

8.2 India's first pharmaceutical company

Bengal Chemical and Pharmaceuticals Ltd. was founded in 1892 as an individual
initiative by the "Father of Indian Chemistry," Acharya Prafulla Chandra Ray, and
is considered the country's first pharmaceutical enterprise. For the first time in
more than six decades, Bengal chemicals and medicines Ltd. made a profit in
2016–17 [34].

8.3 Regulation of pharmaceuticals

For the manufacture, distribution, and sale of medications, India has the
harshest rules and regulations in the world. The ability of law enforcement is not
just determined by good legislation; it also requires stringent regulations and the
acceptance of successful challenges. According to the Mashelkar committee's rec-
ommendations, one drug inspector should be assigned to every 50 manufacturing
units and one to every 200 distribution outlets. In most states, 30–50% of positions
are vacant, and the number of positions available is insufficient to expand the
pharmaceutical sector. According to the Mashelkar committee report, one drug
inspector is assigned to every 200 retailers, and the data from the All-India Organi-
zation of Chemists and Druggists (AIOCD) indicates that there are approximately
8.5 lakh pharmacies to be considered, implying that more than 4250 drug inspectors
are required to manage the retail pharmacy segment [35].

CDSCO and SDRA have different roles.
Pre-manufacturing is the process of preparing a product for manufacture.
Expert panels help the Central Drugs Standard Control Organization (CDSCO)

to regulate premanufacturing. The following is their primary role in dealing with
the two major criteria:

• Clinical studies (clinical trial registry, GCP, inspections, ethics committee, and
significant adverse events)

• Import and marketing license approvals for new drugs [36].

8.4 Industrial production

The State Drug Regulatory Authority (SDRA) oversees regulating drug product
manufacturing in the states, while CDSCO oversees union territories. In some
circumstances, the CDSCO and SDRAs undertake joint inspections [37]. The terms
listed below are required for the manufacture of pharmaceutical products.
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• Permit (generic and marketing license)

• GMP (good manufacturing practices) inspection

• Drug testing and noncompliance penalties [31].

8.5 Sales and distribution

The SDRAs oversee regulating the distribution and sale of drugs in the states,
while the CDSCO oversees the union territories. The terms listed below are required
for the distribution and sale of pharmaceutical items.

• Permit (sale and distribution practices)

• Good Distribution Practices Inspection (GDP)

• Drug testing and noncompliance penalties [38].

8.6 Situation now

The current state of pharmacy education, authority functions, and future diffi-
culties of pharmacists in all aspects was discussed, particularly considering the
COVID-19 epidemic. During the development phase, it must overcome numerous
obstacles, including regulations, duration, process controls, legal stumbling blocks,
and situational flaws [39]. Table 3 summarized the educational updates.

8.7 The government's initiative

From June 2, 2020, the PLI Scheme will be open for 4 months, allowing investors
to propose the construction of Greenfield facilities for any of the 53 important drug
intermediates and bulk pharmaceuticals that are now barely made in India [40].
The list contains important chemicals found in regularly given medications such as
paracetamol, aspirin, metformin, atorvastatin, and others. The whole planned
incentive package is worth Rs. 13,760 Crore, which is divided between bulk medi-
cines and medical devices as shown in Figure 1.

COVID-19 PPs

• Millions of people around the world are affected

• Insight into no cure

• Online (digital) education

Pharmacy program Number of institutions Annual intake

D Pharm 3022 180,770

B Pharm 1961 125,524

Pharm D 267 8010

M Pharm 792 24,465

Ph. D. in Pharmacy 31 1240

Table 3.
Statistics of pharmacy education program in India.
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• Evaluate Indian strategy and tactics.

• India's pharmaceutical industry's expectations in terms of global visibility

• Opportunities with challenges

8.8 Regulatory hurdles

Across the several layers of regulatory and enforcement procedures, this indus-
try suffers from knowledge asymmetry. Because each state has its own regulations,
there is a lot of variation in the quality of drug regulation across the country [41].
India's drug inspectors, who are crucial players in drug regulation, should be highly
qualified and adequately compensated to reflect the dignity that comes with such a
large duty. The agency has a budget limit when it comes to implementing innova-
tive methods of regulatory monitoring [39].

8.9 Future challenges for the pharmaceutical industry

There is a great deal of anticipation, price pressure, and caution in the develop-
ment of vaccines, particularly (Covaxin, Covishield, or Sputnik) for the treatment
of COVID-19, which is still in Phase I and II clinical trials in India. There is a
potential that poor data will emerge in a Phase III study, as several countries have
done in the past, leading to vaccine development and outcome failure [42]. Nowa-
days, one of the most pressing issues in the management of process controls during
the formulation of pharmaceuticals is the formation of impurities in the form of
genotoxic and carcinogenic impurities, which are extremely toxic and harmful to
patients taking medication for diabetes, gastric ulcers, and psychosis [43]. There is
also a compensation challenge in India due to the loss of fixed-dose combination
(FDC) drugs, as many of the 344 drugs in this category were banned and with-
drawn because they were therapeutically irrational and caused toxicity in patients
when used to treat chronic diseases like tuberculosis and HIV. As a result, there are
still hopes of bringing FDCs to market for patient benefit with assurances of safety
and efficacy [44]. If the financial expenditure is not increased, the quality of
research, drug discovery, and development will suffer.

8.10 Online education

According to Holon IQ global education intelligence, the current $6 trillion
education market will grow to $10 trillion by 2030. Digital platforms account for
only 3% of worldwide education spending, and by 2025, they will account for $325
billion, or less than 5% of total spending [45, 46]. Although this will go a long way
toward solving the country's educational challenges, the government's present
worries include guaranteeing smooth delivery of education on the post-Covid road
of digital education [47]. The UGC is now working on a game-changing regulation
that will allow universities with a high “NAAC” score in the top 100 NIRF rankings
to offer online programs. This will be a game-changer since educational jurisdiction
will become worldwide, and only equipped universities will survive [48].

8.11 Observations and recommendations

The following recommendations were implemented for the PPs based on the
unique circumstance faced by each country because of COVID-19:
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• The pharmaceutical business must shift its focus away from COVID-19 and
onto the needs of the country, as well as ideas for overcoming governmental
and regulatory obstacles.

• The government should provide adequate funds to PPs researchers for the
development of novel drugs and the conduct of clinical trials.

• To achieve the required results, the pharmaceutical business should learn
to invest in quality staff and move its attention from the product to the
patient [49].

• Application of state and federal norms to protect public health and disease
prevention.

• Strengthening the regulations governing healthcare administration and
professionals, requiring them to adhere to severe state-based rules.

• There should not be a large reliance on API procurement from China; instead,
actions should be done to ensure API supply from within the country.

• Enabling workflow changes in principles while dealing with emergencies

• To raise awareness and develop educational training programs to protect
people's physical and mental health during the pandemic.

• To combat COVID-19 as a naturopathy-based treatment, the pharmacognosy
and phytopharmacy department should focus on herbal and ayurvedic
formulation development.

• Positive, credible, and evidence-based marketing to be made by PPs on the
conventional way of using AYUSH-based drugs to combat COVID-19.

• The general public should consume “Kapasura kudineer,” which is widely
available in retail pharmacies, particularly in south India, and contains many
combinations of herbs that can combat the coronavirus and other
microorganisms. This has shown promising results, as many people have been
benefited and relieved from COVID-19 in asymptomatic reported positive
cases.

• Steps to be done for e-learning/webinar programs in order to receive additional
updates from the WHO and the health advisory council for pharmaceutical
development and public health protection.

• In the event of an emergency, the use of PPs as second-line healers or
physicians to diagnose the patient's ailment [50].

• During the COVID-19 epidemic, enabling e-prescriptions and home delivery of
medicines to self-isolated individuals and older people by guaranteeing
preventive steps and safety.

• Advocacy with policymakers and stakeholders must be strengthened in order
to create the optimal regulatory framework for the pharmaceutical industry to
thrive.
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9. Unethical practices in healthcare and pharmaceuticals during
COVID 19 in India

The devastating second wave of the COVID-19 outbreak has brought strangers
together offline and online to assist one another in any way they can. Even terrible
stories of death and loss have not deterred some people from engaging in unethical
and immoral actions including black-marketing medical life-saving medicines,
hoarding, and defrauding in the name of COVID-19 medical supplies, and charging
exorbitant prices for ambulance service. The Delhi Police recently raided a fine-
dining restaurant in Lodhi Colony and seized 419 oxygen concentrators. These were
being sold at an astronomical price of 69,999, complete with bogus MRP labels.
About 96 oxygen concentrators were seized from Khan Chacha, owner of a famous
food joint in Khan Market. When Delhi-NCR is in the midst of the biggest crisis in
its history, notable figures in the city urge tough punishments for anyone who
engages in such unlawful and inhumane activities. In connection with a Rs 450
crore medical equipment maintenance scam, Andhra Pradesh's Crime Investigation
Department (CID) has filed a complaint against Bengaluru-based TBS India
Telematic & Biomedical Services Private Limited, private individuals, and health
department employees. The case was filed under the sections of the Indian Penal
Code dealing with cheating, criminal conspiracy, and criminal breach of trust. Price
increases, inflated bills for nonexisting equipment, and increased invoices for
equipment in government hospitals in AP are among the irregularities. Over 300
doses of anti-COVID vaccination were taken from a hospital in Jaipur during a spike
in coronavirus illness, forcing authorities to file a criminal complaint. According to
agency reports citing a Centre RTI response, Tamil Nadu recorded 12.10% vaccine
wastage, followed by Haryana (9.74%), Punjab (8.12%), Manipur (7.80%), and
Telangana (7.80%) (7.55%). Vaccine wastage in Tamil Nadu is up to 13% for
Covaxin and 9% for Covishield, according to data from the state directorate of
public health, which distributes vaccines and regulates its use. Between January 16
and April 17, 7.14 lakh doses of Covaxin and 44.80 lakh doses of Covishield were
sent to drug retailers, according to state authorities. A vial must be used within 4 h
of being opened and stored at a temperature between 2 and 8°C. The state has used
47.05 lakh dosages by April 17, including 40.5 lakh Covishield. Health staff was
under pressure to vaccinate as many individuals as possible. Even though there
were not enough individuals, they opened bottles of 20 and 10 dosages. We will
now be able to expand immunizations due to an increase in cases and stock. On
Friday, as a new day dawned over Delhi, a somber narrative surfaced from Sir
Ganga Ram Hospital, one of the capital's most prestigious institutions. In the last
24 h, at least 25 COVID-19 patients had perished there. Physical ventilation—
occasional6manual compression of a gas-filled reservoir bag to drive the gas into a
patient's lungs—has been used on occasion to ensure that patients on ventilator
assistance survive. The burning question is how to treat patients when key supplies
are not available. As per specialist doctors without oxygen, a patient who requires
ventilator assistance can die in minutes. Many other hospitals were in a similar
situation. The hospitals then devised a plan to have two patients share a cylinder by
using connectors. But also, according to doctors, those on a ventilator can die in
minutes if their oxygen supply is cut off. Doctors face a significant hurdle because
of this. Despite government pledges and rules, the black market for Remdesivir, a
crucial COVID-19 medicine, is thriving in Chennai, with many pharma dealers
asking up to Rs 14,000 per 100-mg vial. Even though the Tamil Nadu government
has promised to assist them in obtaining the drug, many private hospitals have
thrown in the towel, leaving numerous COVID-19 patients in their care without
treatment. A private COVID panel hospital has been charged with overbilling by the
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Kanpur district administration. On Monday, the complainant filed a complaint
alleging that he was overcharged by Rs 3.50 lakh in the previous 7 days, and on
Tuesday, the district administration issued a notice to the hospital's management
after completing a preliminary investigation. The charges were confirmed to be
accurate after a preliminary investigation by the extra city magistrate and a gov-
ernment doctor. When the hospital's management failed to respond satisfactorily,
district magistrate Alok Tiwari issued an order to register an FIR against it on
Tuesday. The administration has appointed static magistrates and sector magis-
trates to investigate overbilling issues in private panel hospitals, according to the
district magistrate. Furthermore, the government has already circulated cell phone
numbers for the public to use to report any overbilling complaints. Despite threats
of severe consequences for overbilling, private panel hospitals are seizing every
opportunity to overcharge patients. Prices of oxygen concentrators, oximeters, and
nebulizers have risen by 50–100% in the last 10 days, owing to a massive demand-
supply mismatch as the coronavirus epidemic enters its second wave. Even as the
organized medical device sector, legal entities, and consumers pressed for enforcing
pricing control over these products, e-commerce giant Amazon stated it has begun
removing listings of accounts selling these products beyond MRP. Over the last
7 days, the price of oxygen concentrators, which generate oxygen from the air, has
nearly doubled, while the price of oximeters has increased by Rs 1000–2000. Prices
have risen in both physical businesses and online marketplaces such as Amazon and
Flipkart. The government set a price cap on certain products last year, but some
vendors, companies, and importers are not following it. A spokesman for Amazon
India stated the business is taking urgent action to stop the surge pricing. Hundreds
of tweets from customers have gone viral, claiming that they had to pay more than
Rs 1 lakh for oxygen concentrators that would normally cost Rs 45,000. The
device's monthly rentals have also increased from Rs 5000 to Rs 10,000–20,000.
Many sellers and importers have boosted costs of COVID-essential medical supplies
by two to four times in just a week, even on online markets like Amazon and
Flipkart. The problem is large with imported products by opportunistic dealers who
import these products at low costs and then continuously raise prices to profit from
the scenario while blaming it on their suppliers.

10. Essential commodities (control of unethical practices in marketing
of drugs), 2017

Since the pharmaceutical industry's exponential rise, there has been a need to
regulate the interaction between pharmaceutical firms and medical practitioners.
The Indian Medical Council (Professional Conduct, Etiquette, and Ethics) Regula-
tions, 2002, as revised until February 1, 2016, ("MCI Regulations") were enacted
with this in mind. The MCI Regulations, Regulation 6 (Unethical Acts), establishes
a code of conduct for medical practitioners in their interactions with the pharma-
ceutical and allied healthcare industries. The MCI Regulations, on the other hand,
apply only to medical practitioners. As a result, on December 12, 2014, the Depart-
ment of Pharmaceuticals ("DoP") declared the Uniform Code of Pharmaceuticals
Marketing Practices ("UCPMP") effective on January 1, 2015, for a 6-month period
of voluntary adoption. When the DoP announced UCPMP, it stated that it was a
voluntary code for the Indian pharmaceutical industry, but warned that if it is
discovered that the pharma associations/companies have not implemented it suc-
cessfully, the government may consider making it a statutory code. The DoP then
extended UCPMP until further orders on August 30, 2016. Despite the fact that the
UCPMP was the first of its kind and contained substantial regulations, the DoP
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attempted to replace the voluntary code with mandatory recommendations since it
was optional. As a result, the DoP transmitted the draught Essential Commodities
(Control of Unethical Practices in Drug Marketing) Order, 2017 ("Order") to the
Law Ministry in July 2017 for final approval. The Law Ministry, on the other hand,
is concerned about the Order, which is now being sought to be issued under the
Essential Commodities Act, 1955. It is worth noting that the Order is beyond the
scope of the Vital Commodities Act of 1955 ("Act"), whose goals are to control the
manufacture, supply, and distribution of essential commodities rather than to
oversee medication marketing. In 2015, the UCPMP was expanded to include the
medical devices business, which is worth more than Rs 25,000 crore annually. The
Order indicates that it will not apply to medical devices because the DoP is in the
process of creating and releasing a separate code of marketing practices for the
medical device industry (which would be voluntary for 6 months). The Order, like
the UCPMP, prohibits pharmaceutical corporations from presenting cash, gifts, or
sponsorship to doctors, chemists, or pharmacists, as well as giving travel facilities or
paid vacations. Any pharmaceutical firm or its representatives are prohibited from
giving presents, cash cards, hampers, or any other item that may produce monetary
benefit or allow profits in kind to a medical practitioner, a retail chemist, or phar-
macists, or their "family members" under paragraph 3 of the Order. It does, how-
ever, allow for the financing of academic conferences organized by medical groups,
as well as the organization of screening camps or awareness campaigns in
government-owned healthcare institutions, with the caveat that these cannot be
used as surrogate advertising. A pharmaceutical business or its agent is also
prohibited from providing free samples to any medical practitioner under the terms
of the Order. Allowing pharmaceutical companies to distribute free samples up to a
full course of medicines for a maximum of three patients has created an exemption
to this norm. Three, on the other hand, is a modest amount for any medical
professional to comprehend and analyze the effects of a new drug on patients. It is
important to note that the term "Agent" is defined very broadly in paragraph 2(b) of
the Order, and includes any person, company, society, nongovernmental organiza-
tion, or other institution who has been hired or authorized by a third party to call on
any healthcare facility to promote a pharmaceutical company's drugs. The Order
further states that a company's MD or CEO is accountable for ensuring that the
Order is followed. All complaints involving violations of the Order shall be investi-
gated by an Ethics Compliance Officer (ECO) designated by the Government of
India, who shall not be below the rank of a Joint Secretary to the Government of
India, according to paragraph 5 of the Order. It should be noted that a firm or its
agent who fails to comply with the terms of subparagraphs (a) (b) (c) or (d) of
paragraph 3 of the Order will face a penalty under paragraph 4 of the Order.
Furthermore, paragraph 5(4) of the Order lays out the mechanism for imposing a
penalty by prohibiting the breaching corporation from marketing its best-selling
product for the previous 12 months for a period of three to one year. The Order also
states that corporations can pay a penalty ranging from Rs 5 lakh to Rs 10 lakh to
have the marketing prohibition lifted. According to the Order, the DoP Secretary
will be the appellate authority, and appeals from the Appellate authority's orders
will be handled by the court.

11. The way forward

There is an utmost necessity to relook and re-establish the standards of phar-
macy practice in healthcare setups available in each and every corner of the country
in line with guidelines provided by the World Health Organization (WHO) and
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International Pharmaceutical Federation (FIP). For that, the dependency and
responsibilities are very high on healthcare professionals, particularly in this pan-
demic situation. The pharmacy zone is adaptable, evolving, and increasingly
diverse, offering a wide range of work and management opportunities to execute
[27]. PPs are human service professionals whose responsibilities include
safeguarding individuals by dispensing medications based on prescriptions [28].
Representing the world's third-largest medicinal services with active gathering, and
in India, there are over 1,000,000 (1 million) enrolled PPs employed in various
capacities and readily contributing to the country's well-being [51]. Pharmacy
practice, which includes clinical, community, and hospital pharmacy, is referred to
as total healthcare in its true sense. Through adaptation and implementation of GPP
in healthcare setup, PPs form an essential link between physicians, nurses, and
patients in the social community group, with an ultimate emphasis on patient
well-being and protection [30].

There should be country-wise GPP training programs are specifically aimed to
gain rapid insights from World Health Organization (WHO) and International
Pharmaceutical Federation (FIP) joint guidelines for advancing pharmacy practice
worldwide and especially in India. In the view of current COVID-19 crisis, this
initiative should be the first of its kind training program being offered in India. This
training program mainly focuses on experiential training while promoting the GPP
concept among healthcare professionals in India. This course will help the
participants to get easy access to the guidelines, provides opportunities for peer
discussions, and eventually be influential in improving pharmacy practices.

There should be a very focused approach for the same as follows

1.To understand the roles of pharmacists, national pharmaceutical
organizations, and healthcare systems in developing GPP standards.

2.To understand the role of the pharmacist as a part of healthcare and the
requirements of this role.

3.To understand the methodology and principles of quality management.

4.Be able to set standards, measure the quality and use the principle of continual
improvement in one’s own working environment.

5.This course mainly explores and discusses the WHO/FIP GPP guidelines, the
model of GPP in the hospital setting, and aseptic preparations.

6.Additionally, focus on WHO, MoH & FW, ICMR & NCDC guidelines for
handling, treatment, and disposal of biomedical waste at healthcare facilities.

Across the globe, pharmacy is one of the most important, dynamic, and versatile
segments of the healthcare industry. The pharmacy zone has become adaptable,
evolving, increasingly diverse, adhering to the quality standards. However, the
importance of ensuring appropriate quality to every patient has taken a center stage
in this pandemic, especially in India. In such time, it is important to understand and
execute the methodology and principles of quality management and set standards, for
continual improvement in one’s own working environment, while realizing the
emerging roles of pharmacists, national pharmaceutical organizations, and healthcare
systems in developing good pharmacy practice (GPP) standards in this pandemic era.

The International Pharmaceutical Federation and World Health Organization
define good pharmacy practice (GPP) as practices that meet the personal needs of
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patients or those using pharmacy services by offering appropriate evidence-based
care. In developed countries, pharmaceutical assistance is defined as a pharmaceu-
tical practice model that involves attitudes, ethical values, behaviors, skills,
appointments, and co-responsibility to prevent diseases, promote and recovery
health in an integrated manner as part of the healthcare process, highlighting,
among other, the requirement that the institution fully adopts the GPP. The pro-
gram should be designed to take care of the Indian healthcare system and its context
of adoption of “new normal” due to the unprecedented event of COVID 19 and the
importance of GPP for the healthcare professionals in same.

This kind of training program should be opened to

• Health, Health IT, Hospital & Pharma Management Students & Professionals.

• Medical, Dental, Physiotherapy, Nursing, Pharma, Paramedical Students.

• Any Graduate student/Professional who wants to pursue a career in healthcare.

Today, the forms of care are shifting from secondary care providers to primary
care providers to patients (Figure 2). This trend has already started in developed
countries, such as the behind-the-counter drug option in European countries that
was already endorsed by the FDA. The FDA showed positive signs toward boosting
the numbers of nonprescription drug statuses to over-the-counter statuses. The
healthcare delivery system is coming closer to the patient due to knowledge and
understanding, as well as better diagnostic tools and monitoring devices [52]
(Figure 2).

The use of simulation and related technology in healthcare education will con-
tinue to grow in the next years, and this methodology has a collective role within the
pharmacy curriculum. It is expected that increasing the quantity of simulation in
pharmacy curricula will have a good impact on pharmacy student education and
training, resulting in favorable outcomes for patients and the healthcare team. The
obvious goal of incorporating simulation techniques into the pharmacy student
training curriculum is to increase pharmacist education and training with the ulti-
mate goal of enhancing patient care and safety. Simulation experiences will never
be able to replace real-world clinical experiences, but they do have the ability to

Figure 2.
The healthcare delivery status of 2007 and 2020. Source: PricewaterhouseCoopers.
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supplement clinical education and serve as a tool for developing the skills necessary
for a successful pharmacist. Simulation approaches have been utilized in pharmacy
education to address broad cognitive and social skills, particularly communication,
decision-making, ethical dilemmas, prioritization, and teamwork, in addition to the
development of technical skills such as procedural and clinical abilities. Simulated
learning environments could provide a more systematic approach to both clinical
skill training and pharmacy programs that aim to provide an opportunity for theo-
retical knowledge to be applied to a real clinical situation. Basic sciences, dispens-
ing, and drug supply all benefit from simulation's constant, predictable experience.
In an ideal world, simulation training would be integrated into all levels of
pharmacy education and training.

Types of simulation technology used in healthcare education [53, 54].

1. High-fidelity patient simulator or mannequin—able to mimic human actions and physiology and
respond to physiologic and pharmacologic interventions

2. Task trainer —designed to help learners practice, specific skills and do not have the extensive
programming capabilities of high-fidelity models. It can be considered as low-fidelity simulators or
moderate-fidelity simulators depending on the sophistication of the model

3. Standardized patients—live people who are coached to portray patients, usually referred to as
simulated patients

4. Virtual reality simulator—in which a computer display simulates the physical world and user
interactions are with the computer within that simulated (virtual) world

5. Full environment simulation—it involves the incorporation of high-fidelity mannequins,
standardized patients, healthcare professionals, and ancillary equipment to recreate a real-life
clinical environment

11.1 Key components should be included in hospital & community pharmacy
practice: automation & technology

• Serves to increase efficiency and accuracy of dispensing

• Re-direct staff time away from routine technical tasks and toward more direct
patient care activities

• Featured Systems: ADC, place medications much closer to the user, but still
allow electronic verification

• Pharmacy Robot: Reduced preparation and check time for medications,
minimizations of potential contamination in sterile product preparation

• Bar coded medication administration

• Computerized prescriber order entry systems (CPOE)

• Smart pumps

• Clinical decision support system (CDSS)

• Predictive population risk stratification

• Patient self-management tools
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