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Abstract: 
Informed consent is a legal principle with ethical implications. The concept is usually explained as the transition from 

the “paternalism of doctors” to “patient self-determination.” However, several problems have emerged because of this 

interpretation. Thus, I propose a different one. 

In law, informed consent refers to the “patient’s consent” reinforced by disclosure, a concept based on “assault and 

battery.” I argue that the aspect of “negligence” is more important, which implies an expansion of the doctor’s responsi-

bility. 

From this perspective, I examine the ethical implications of informed consent. Originally, medicine included two ele-

ments: (1) benefit to the patient and (2) will of the patient. The will of a patient was not ignored even in ancient times, 

despite being overshadowed by a focus on the benefit to the patient. In the 20th century, informed consent brought about 

a change: from “benefit to patient > will of patient” to “will of patient > benefit to patient.” This is not an alternative 

selection, but a matter of prioritization.  

Two ethical consequences have arisen. First, doctors must seek medical benefit to a patient according to their will. This 

is an improved style of benevolence. Second, doctors are not obligated to perform unethical actions unrelated to medical 

treatment.  
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1. Preface: Purpose and Problems 

 

Informed consent is a legal principle that has been used 

since 1960. It was developed as the result of a series of 

lawsuits in the USA. However, for doctors and patients to 

apply the principle in medical treatment, ethical perspec-

tives are needed. Thus, this article proposes some ethical 

interpretations regarding this legal principle. 

One ethical interpretation of informed consent empha-

sizes “the patient’s right of self-determination.” Accord-

ing to this view, traditional medical ethics are distin-

guished by the “paternalism of doctors,” and the ethical 

significance of informed consent is characterized as the 

transition from this “paternalism” to “patient self-determi-

nation.” 
1) 

However, patient self-determination has been criticized 

as excessively individualistic, sometimes even selfish, and 
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medical services are sometimes charged with excessive 

commercialization. Furthermore, it is well-known that 

some patients do not exercise their right to self-determi-

nation.2) 

In consideration of these challenges, another ethical in-

terpretation of informed consent has been proposed, viz., 

“the communication and accommodation model” between 

patients and doctors.3) Certainly, sufficient communica-

tion is desirable. However, strangely, medical decisions 

are now made by “accommodating” both sides.  

In this article, I briefly reflect on the early discussions 

associated with the legal principle of informed consent in 

the USA and then consider the ethical implications. In this 

article, “legal” refers to social regulations, which em-

power certain actions. In contrast, “ethical” refers to a 

practical attitude toward or an evaluation of such actions. 

2. Legal Meanings of Informed Consent in Clinical Treat-

ment

The principle of informed consent is employed in two 

fields of medicine: medical research and clinical treatment. 

My focus in this article is on informed consent in clinical 

treatment. In this context, two legal principles relevant to 

informed consent are applied in the USA, viz. 

(1) assault and battery

(2) negligence

In my view, two legal meanings of informed consent

correspond to these principles: 

(1) Establishing a patient’s right to self-determination

(2) Expanding the scope of doctors’ responsibilities

Earlier discussions on informed consent have empha-

sized “assault and battery” and the “self-determination of 

patients.” I contemplate that the other aspects of “negli-

gence” and “expansion of a doctor’s responsibility” con-

tribute towards resolving the challenges of informed con-

sent. Now, I briefly outline the development of the princi-

ple of informed consent in the USA and then substantiate 

my argument. 

The Mohr Case (1905) 

Mohr had experienced problems with her right ear. 

While the patient was under anesthesia during surgery, the 

doctor diagnosed a problem with her left ear, consequently 

removing a small bone in the left ear without the patient’s 

consent. The doctor caused irrevocable damage. The court 

ruled that the patient’s consent was needed to perform the 

surgery, and it was the patient’s right to make this decision 

during medical treatment.4)  

This lawsuit argued the legal principle of “assault and 

battery,” which describes medical surgery as an invasion 

of a patient’s private body. Without the patient’s consent, 

surgery becomes an injury. This is a natural argument that 

stems from the essence of medicine. Following this case, 

the patient’s right to make decisions regarding the own 

body was acknowledged as the “patient’s right to self-de-

termination.” 
5) 

The Salgo Case (1957) 

The next important lawsuit was the Salgo case. The 

plaintiff, Salgo, complained of pains in the right side of 

his abdomen. The doctor noted a serious problem with his 

circulatory system and prescribed an abdominal aorta ex-

amination. The doctor proposed an aortography, which in-

volves injecting a substance into the aorta, without ex-

plaining the possible risks. The procedure left the patient’s 

lower extremities paralyzed.6) 

The verdict examined whether the doctor was guilty of 

negligence from the perspective of Res Ipas Loquitur 

(Latin for “the thing speaks for itself”), “a doctrine of law 

that one is presumed to be negligent if he/she/it had exclu-

sive control of whatever caused the injury even though 

there is no specific evidence of an act of negligence, and 

without negligence, the accident would not have hap-

pened.” 
7) After examining the doctor’s actions one by one, 

the court did not acknowledge them to be technically neg-

ligent. The uncertainty of the medical field means that ap-

plying Res Ipas Loquitur to medical practice places exces-

sive demands on doctors unless there is apparent evidence. 

However, the verdict placed another demand on doctors, 
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namely “the full disclosure of facts necessary to gain in-

formed consent.” 
8) This was the first case in which in-

formed consent was used in court.9) 

This verdict comprised two factors, which are related to 

two aspects of informed consent. One factor was the in-

tensification of the consent principle in the Mohr case. If 

the patient is not provided with sufficient information, the 

patient’s consent is not legally valid. This is the reinforce-

ment of “assault and battery” and the establishment of the 

patient’s “right to self-determination” and is the com-

monly accepted view of informed consent. However, in 

this case, the plaintiff did not win the lawsuit. 

The second factor, in this case, was a social trend of ex-

panding responsibility for damages. This is evident in the 

application of Res Ipas Loquitur in cases of medical mal-

practice. This emerged from the consumer movement de-

manding the application of no-fault liability (strict liabil-

ity) to companies in the USA. Although the verdict did not 

acknowledge doctors’ technical responsibilities, it added 

to their duties by mandating that they provide patients 

with sufficient information. The significant implication of 

this duty was clarified in the Nathanson case, discussed 

next. We must remember that informed consent is contex-

tualized within a milieu of expanding provider responsi-

bilities. 

The Nathanson Case (1960) 

The plaintiff Nathanson underwent a mammectomy. To 

prevent a relapse of cancer, she was exposed to cobalt ra-

diation without any explanation of the risks. The proce-

dure resulted in severe radiation burns. 

While the court did not recognize the doctor’s technical 

negligence, it did acknowledge another form of negli-

gence, namely that had the doctor sufficiently explained 

the risk, the patient, having no emergency needs, would 

have had the opportunity to decline cobalt radiation and 

would not have suffered the burns. This illustrates the neg-

ligence doctrine in informed consent. The doctor commit-

ted negligence by not explaining the inherent risk of the 

treatment and thus was legally liable for compensating the 

patient for her injuries. In this case, the informed consent 

used in the Salgo case was cited and used as a presumption 

of negligence.10) 

According to this principle, doctors are liable for dam-

ages when they do not provide sufficient information, 

even if they have not committed technical negligence. 

This fact underlies the shock that the principle of informed 

consent imparted American doctors in the 1960s. To ap-

preciate the social impact of informed consent, we must 

remember the principle of negligence, which holds irrefu-

table legal logic that translates into social impact. 

To understand the revolutionary character of the princi-

ple of negligence in informed consent, responsibilities in 

medicine must be reviewed. In modern civil law, “the 

principle of liability arising from negligence” generally 

prevails. This principle is expressed as “without negli-

gence, no responsibility” (in German: Ohne Schuld, keine 

Strafe). In medical practice, doctors have the responsibil-

ity to take due care according to standard criteria accepted 

by medical professionals. Unless doctors perform unwar-

ranted care and are deemed negligent (at fault) according 

to these criteria, they are not legally responsible for patient 

injuries.  

However, another direction emerged from the Ameri-

can consumer movement regarding this responsibility, 

namely the concept of “no-fault liability” (strict liability). 

For example, a private person is unable to demonstrate a 

company’s technical negligence if the company’s products 

harmed the person. Here, no-fault liability means that the 

company is responsible for damages caused by its acts and 

omissions regardless of negligence (PL law: product lia-

bility law).  

This movement was introduced into medical malprac-

tice lawsuits as Res Ipas Loquitur. However, medicine is 

an uncertain field; thus, we cannot make doctors liable for 

negative results of treatment provided, as long as they 

practice with due care according to accepted criteria. In 

this way, Res Ipas Loquitur was not generalized to the 

medical field. In the Salgo case, the verdict denied the use 

of Res Ipas Loquitur. However, in return, judges stipu-

lated that doctors inform patients of the risks of prescribed 

treatment before obtaining their consent to undergo it. The 
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Nathanson case reveals the profound influence of disclo-

sure. If doctors did not disclose sufficient information re-

garding a prescribed treatment to a patient, they commit-

ted negligence. They were liable for damages arising from 

the treatment, even if they had not technically committed 

negligence.  

This meant an expansion of the scope of doctors’ re-

sponsibilities. Previously, doctors were responsible only 

for technical treatment, without further responsibility to 

patients, unless they performed undue medical care ac-

cording to the accepted standard criteria. However, fol-

lowing the Nathanson case, doctors became responsible 

for the entire process, which includes providing patients 

with sufficient information, obtaining their consent, and 

performing medical treatment. This meant a structural 

change in medicine and a redefinition of the doctor-patient 

relationship. The expansion of doctors’ obligations and 

the change in the character of medical practice was a rev-

olution. In the realm of clinical ethics, the issue of in-

formed consent has become a new dimension of doctors’ 

responsibilities.  

Here, the concepts of informed consent and no-fault li-

ability (or strict liability) are parallel in the same direction 

of liability expansion; however, they are not the same. Alt-

hough some disputants argue that informed consent and 

strict liability are the same thing, their views are not 

valid.11) 

Consequently, the meaning of informed consent must 

be interpreted according to the perspective mentioned 

above.12) Importantly, the structural change in medicine is 

another consequence of the USA consumer movement for 

strict liability.13) 

Structural Change in Medicine 

Former: medicine = treatment   ĺ 

Present: medicine = explanation + obtaining consent + 

treatment 

Informed consent has two legal meanings. The first is 

complementary to the principle of consent based on “as-

sault and battery.” If doctors do not provide sufficient in-

formation to patients, the consent provided by them is 

deemed invalid, and treatment provided by doctors be-

comes battery. The second meaning of informed consent 

is an expansion of doctors’ responsibilities, which is con-

firmed by the legal principle of negligence and liability for 

patients.  

Within the first context, informed consent has often 

been discussed as a developed form of “assault and battery” 

and is said to be fundamental to the patient’s right to self-

determination. In fact, an excessive and unconditional em-

phasis on the patient’s right to self-determination is de-

rived from this perspective. 

However, to understand the social impact of informed 

consent, the second context, negligence, must be consid-

ered. As a frame for compensation for damages, a doctor’s 

duty to disclose information to patients was shaped within 

traditional “Tort Law.” 
14) Without this perspective, the 

great influence on societies, which informed consent has 

exerted, cannot be understood. It is no accident that a dra-

matic increase in medical malpractice lawsuits in the USA 

occurred at the same time as the negligence principle of 

informed consent was created. Furthermore, the principle 

of negligence highlights the patient’s right to self-determi-

nation, although this is emphasized only within the medi-

cal treatment and never beyond the medical context. From 

this perspective, in the following sections, I consider the 

ethical implications of informed consent. 

The principle of negligence in informed consent is 

sometimes criticized. One criticism, that of “hindsight” 
15) 

emphasizes that if medical treatment is successful, a pa-

tient will not accuse doctors of providing insufficient in-

formation. Only when treatment fails will a patient accuse 

doctors of not providing adequate information. In this case, 

an accusation based on the principle of negligence in in-

formed consent could be said to use “hindsight.” However, 

this criticism is based on the old view of medical practice, 

which has been discredited by the principle of negligence 

in informed consent. Critics suppose that medicine is 

equivalent to treatment in practice (medicine = treatment). 
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Such a supposition is now just questioned. Today, con-

versely, when treatments are successful, doctors merely 

escape accusations for not disclosing sufficient infor-

mation.  

Another criticism is referred to as a “paper tiger.” 
16)

Here, the principle of negligence in informed consent at 

first appears to be a powerful argument; however, in fact, 

patients hardly ever win lawsuits by using it. Thus, it is a 

paper tiger. Several circumstantial factors are relevant in 

cases of medical malpractice. In medical lawsuits based 

on informed consent, two arise.  

(1) Criteria pertaining to the extent to which doctors

must disclose inherent treatment risks. Three criteria are 

important, namely the “professional practices standard,” 

the “reasonable person standard,” and the “subjective 

standard.”  In lawsuits after the Nathanson case, the 

choice of an appropriate criterion to adopt was frequently 

debated.17) 

(2) Demonstration of causal relations, whereby a doc-

tor’s negligence in disclosure harms the patient.18)  For 

example, in the Nathanson case, as the patient had already 

undergone a mammectomy as a treatment for lung cancer, 

it was assumed she would not have agreed to such risky 

treatment had the doctor explained the risks. In this case, 

a causal relationship was evident between the doctor’s 

negligence in disclosure and the patient’s injuries. 

To be sure, patients cannot always win lawsuits by ap-

pealing to this principle. However, the point is that there 

are such clear-cut cases as Nathanson, which demon-

strates that patients can win lawsuits through its applica-

tion. This fact serves as a strong caution to doctors. The 

problem with the principle of negligence in informed con-

sent is that it formulates an undeniable legal logic, which 

urges a structural change in medicine. 

Historically, informed consent has transitioned into a 

“social norm” by becoming a doctor’s duty and a patient’s 

right as codified in the American Hospital Association’s 

“A Patient’s Bill of Rights” (1973) and the World Medical 

Association’s “Declaration of Lisbon on the Rights of the 

Patient” (1981), amongst others. Based on my perspective, 

this movement is understandable. Informed consent in 

medicine has made way for a new horizon of responsibil-

ity, which can be generalized as accountability. It has be-

come a new legal and ethical norm and internalized as a 

practical principle. Thus, informed consent must be inter-

preted from an ethical perspective. 

3. The Ethical Implications of Informed Consent

Informed consent is a newer legal doctrine applied in 

medical malpractice lawsuits. However, doctors and pa-

tients need an ethical interpretation of this doctrine to ap-

ply it as a practical principle in clinical medicine. As ex-

plained in the preface, “ethical” refers to a practical atti-

tude toward or evaluation of actions. As such, what are the 

ethical implications of informed consent? 

Informed consent is often considered fundamental to a 

patient’s right to self-determination. This interpretation 

derives from the “assault and battery” principle. But, what 

are the ethical interpretations of informed consent in-

formed by the legal principle of negligence? I address this 

question based on the preceding discussion. To consider 

this problem, we need to come back to the original ethical 

meanings of medical practices. Initially, two elements are 

included in medicine19):  

(1) Improving the patient’s health [Benefit to Patient],

and 

(2) The patient’s consent to medical intervention [Will

of Patient]. 

Doctors must treat patients so that patients are benefited. 

The patient’s improved health is the essence of medical 

practice. Naturally, patients must pay doctors for their ser-

vices. However, if doctors treated medical services as 

commercial trade, patients’ lives and health would be-

come only a means of making money. Consequently, med-

icine would be immoral and exploit people’s weak-

nesses.20) Therefore, the main purpose of medicine should 

not be to make money but to improve patients’ health. 

There is another component of medicine. Even in an-

cient times, doctors could not cut a patient’s wounded leg 

without consent, which is necessary for the practice of 
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medicine.21) If this argument is true, the necessity of a pa-

tient's consent is not the essence of informed consent. The 

element of a patient’s will was included in medicine from 

the beginning.  

Even before the 20th century, a patient implicitly ex-

pressed his/her will for treatment by visiting a doctor, and 

doctors often treated patients for their benefit without spe-

cifically confirming their will. While patients had a will, 

this was superseded by the potential benefits of treatment. 

This can be better expressed as follows: 

“Benefit to Patient > Will of Patient” (“>” means a priority 

relation) 

However, these dynamics changed in the 20th century. 

Medical intervention has become risky, and the probabil-

ity of harming patients has become high because of the 

development of medical technology. Furthermore, peo-

ple’s awareness of medical treatment has gradually in-

creased, allowing them to make their own decisions.22) In 

addition, the legal principle of informed consent has 

emerged, specifically the principle of negligence, which 

has burdened doctors with the legal obligation to respect 

a patient’s will as a form of liability. Thus, doctors must 

now explicitly and specifically obtain a patient’s informed 

consent. We can express this situation in the same way as 

the former: 

“Will of Patient > Benefit to Patient” 

Therefore, we can express this change as follows: 

³%HQHILW�WR�3DWLHQW�!�:LOO�RI�3DWLHQW´� � ĺ�

“Will of Patient > Benefit to Patient” 

Considering this formulation, the issue is not a problem 

of selecting either the “Benefit to Patient” or the “Will of 

Patient.” Rather, it is a problem of prioritization. Consid-

eration of both the “Benefit to Patient” and the “Will of 

Patient” is necessary in medicine, although prioritization 

has shifted. Here, my interpretation of informed consent 

differs from the following popular interpretation: 

“Paternalism of Doctors” [Benefit to Patient] ĺ�  

“Patients’ Rights of Self-Determination” [Will of Patient] 

The popular interpretation of informed consent empha-

sizes the principle of “assault and battery,” which means a 

doctor’s treatment becomes an injury without patient con-

sent. This has been thought to be fundamental to “patients’ 

rights to self-determination.” However, as previously 

mentioned, the concept of the “Will of the Patient” has 

been included in medicine from the beginning. Thus, doc-

tors requiring patient consent [Will of Patient] to practice 

medicine is not new. The issue is positioning a patient’s 

will within medicine. Here, the principle of negligence be-

comes more significant.  

The principle of negligence indicates that doctors must 

provide a patient with the necessary information, so that 

they have an opportunity to choose and make decisions 

regarding treatment. Medical treatment is premised on in-

forming patients and obtaining consent. If doctors do not 

live up to the premises, and treatment fails, they bear the 

liability for negative consequences through negligence. 

This implies that medical practice prioritizes a patient’s 

will. Informed consent based on the principle of negli-

gence is a powerful legal logic to assure that the patient’s 

will is prioritized.  

At the same time, the principle of negligence in in-

formed consent only applies to clinical treatment. In other 

words, the patient’s right to make decisions based on this 

principle is a right in clinical treatment, not a right in every 

possible context. Accepted interpretations of informed 

consent consider the patient’s right of self-determination 

as valid in every possible context, such as positive eutha-

nasia and abortion. This is a misunderstanding of in-

formed consent.  

Medical practice is a socialized action in which multi-

ple persons—the patient, doctors, and nurses—participate. 

Socialized actions cannot be performed without sharing a 

common value. In medicine, this value is to promote the 

benefit to a patient, which is a presupposition of medical 
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practice. Without this supposition, medicine cannot be 

performed as a social practice. Based on this clarification, 

many misunderstandings concerning informed consent 

are dispelled in the next section. 

The core ethical reason for prioritizing a patient’s will 

is that patients must live with the results of treatment all 

their lives. On the other hand, no matter how sincere doc-

tors are, they cannot shoulder the results of their treatment 

in their lives. Doctors also have consciences, which must 

be respected. However, there is an overwhelming differ-

ence in the degree to which doctors and patients are in-

volved in their interests. The will of those who are more 

closely related to their interests must be more deeply re-

spected. This can be called “the interest principle” in eth-

ics.23) As such, the patient’s will and values must be re-

spected in the decision to undergo or conduct medical 

treatment. 

4. Several Ethical Consequences of This Interpretation

What ethical consequences emerge from this interpre-

tation of informed consent?  

(1) In medicine, while the benefit to and will of a patient

are both necessary, doctors should prioritize a patient’s 

will in the practice of medicine. Obviously, doctors ex-

plain circumstances, propose medical treatment, and ad-

vise patients as medical professionals. However, they 

should also consider the medical benefit of treatment to 

patients while taking their will and values into considera-

tion. In other words, doctors must respect patients as peo-

ple and support and assist them as medical professionals. 

This is not a mere emphasis for patient self-determination, 

rather a conversion in priorities.  

(2) Doctors are not obligated to perform actions unre-

lated to medicine, even with the patient’s consent. For ex-

ample, if a man came to a hospital and said, “Cut off my 

arm, I agree with this action,” doctors cannot amputate his 

arm, because that action has nothing to do with medicine. 

Thus, medical benefit is essential for medical practice. 

Similarly, doctors are not obligated to perform unethi-

cal actions that are not related to medicine, such as per-

forming positive euthanasia or abortion, even if patients 

request these procedures. Informed consent or the princi-

ple of negligence applies only in the context of medical 

practice. 

Certainly, in medical practice, several difficult prob-

lems arise, which are debated in the field of bioethics. I 

cannot conduct a debate about these problems in this arti-

cle. To resolve such complicated problems, a method to 

analyze their complicatedness is needed. In a previous ar-

ticle, I proposed a method to solve them by applying and 

prioritizing four principles, 24) which include “Benefit to” 

and “Will of a Patient.” 
25)  However, even this method 

cannot, for example, justify positive euthanasia based 

only on the patient’s will. 

(3) In medical practice, what should doctors do if pa-

tients are reluctant to express their will? In Japan, many 

elderly people entrust doctors to make judgments related 

to treatment. In the USA, some people are reported not to 

exercise opportunities to make decisions about treat-

ment.26) In these cases, doctors may confirm a family's 

will, and based on this, seek the patient’s best interests. In 

medical ethics, “best interests” refers to what is consid-

ered in the patient’s best interest, based on best practice 

guidelines.  

(4) The discipline of medical ethics, which concerns the

morality of doctors, has developed throughout the Eastern 

and Western worlds. In the course of medical history, 

many doctors have performed good deeds for disadvan-

taged people.27) In the commonly accepted view of in-

formed consent, these positive attributes of doctors are ig-

nored with the sweeping terminology of the “paternalism 

of doctors.” However, in my interpretation, doctors’ atten-

tion to morality, decency, and fitting pride in their work 

should not be denied. Rather, informed consent implies an 

improved style of the benevolence associated with the 

physician role. Doctors are expected to respect patients as 

persons and assist or support them as medical profession-

als. 

With consideration of these ideas, informed consent is 
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possible in Japanese and American societies. An excessive 

focus on the individualism of patients and the commer-

cialization of medicine are not necessarily consequences 

of informed consent. Medicine, based on informed con-

sent is possible in most countries. The principle seems 

universal, and different optimal forms or systems of med-

icine will emerge in different countries and cultures.  
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