BIOLOGICAL SOVEREIGNTY AND INTERNATIONAL HEALTH LAW

A Foundational Treatise on Genomic Self-Determination, Pandemic Accountability, and the
Legal Architecture of Global Biological Security

By

Dr. Mohamed Kamal Arafa EI-Rakhawi

Founder of the Theory of the Autonomous Biological Entity
Researcher, Consultant, Expert, Jurist, and Author

Lecturer in International Law and Intellectual Property Rights

DOI: 10.5281/zenodo.21840380

COPYRIGHT AND INTELLECTUAL PROPERTY RIGHTS

All rights reserved to the author. No part of this publication may be reproduced, distributed,
transmitted, translated, or utilized in any form or by any means, electronic, mechanical,
photocopying, recording, or otherwise, without the prior written permission of the author, except
for brief quotations embodied in critical reviews and certain other non-commercial uses
permitted by copyright law.

For academic citation, please use the following format:

El-Rakhawi, M. K. A. (2026). Biological Sovereignty and International Health Law: A
Foundational Treatise on Genomic Self-Determination, Pandemic Accountability, and the Legal
Architecture of Global Biological Security (English Master ed.). Zenodo.
https://doi.org/10.5281/zenodo.21840380

First English Master Edition Published 2026

Original Arabic Title: Al-Siyada Al-Biyolojiya wa Al-Qanun Al-Dawli li Al-Sihha
Author: Dr. Mohamed Kamal Arafa El-Rakhawi

Location: Samalut, Minya, Egypt

Date: March 2026

DEDICATION

To every researcher who seeks to employ law in the service of life.

To every legislator who understands that legal texts must evolve with development.
To every human being who deserves protection of their biological dignity in the age of
technology.



| dedicate this foundational work to the companions of the biological revolution and the silence
of legal texts.

FOUNDER'S PREFACE

Between the silence of legal texts and the companions of the biological revolution, humanity
today falls into an existential gap that has no precedent in the history of legislation. Law was
created to regulate the relationships of the living. But today, it has become necessary to
regulate the life of parts that have been separated from the living in order to grant life to others.

The world is witnessing a radical transformation in the concept of global health security, where
pandemics are no longer merely natural disasters but have become issues of national and
international security that affect the stability of states and the global economy. The tremendous
development in genetic engineering and biological technologies has posed unprecedented legal
challenges related to sovereignty over biological resources and the rights of peoples in their
genetic heritage.

This book aims to analyze the legal implications arising from the commercial exploitation of
genetic resources and biological materials, and to identify the responsibilities of states and the
private sector in preventing disasters and ensuring the equitable distribution of benefits. We
stand at a dangerous crossroads where unregulated scientific competition can lead to the
creation of deadly viruses or the genetic exploitation of isolated human groups, which calls for
the existence of a comprehensive and deterrent international legal framework.

The need today is urgent for the development of an international health law that does not merely
rely on advisory recommendations but imposes binding obligations and effective accountability
mechanisms for those who violate global biological security. The importance of this work lies in
combining legal depth with practical reality, presenting a comprehensive vision of the challenges
arising from the privatization of global health and the rights of generations in their genetic safety.

This book is intended to serve as a reference for researchers and decision-makers in facing the
greatest health challenge that humanity confronts in the twenty-first century.

Dr. Mohamed Kamal Arafa EI-Rakhawi
Founder of the Theory of the Autonomous Biological Entity

EXECUTIVE SUMMARY

The world is witnessing an unprecedented biological revolution that has fundamentally altered
the relationship between sovereignty, health, and international law. The traditional concept of
state sovereignty, which was historically limited to territorial boundaries and political authority,



has now expanded to encompass biological and genetic dimensions that require new legal
frameworks and protective mechanisms.

This treatise proposes a comprehensive theory of Biological Sovereignty that addresses the
legal vacuum in current international legislation. The theory is based on five main pillars:
Genomic Self-Determination, Equitable Benefit-Sharing, Mandatory International Licensing,
Genetic Privacy Protection, and Comprehensive Biological Security.

The research aims to translate these pillars into operational principles that protect the genetic
heritage of peoples without hindering scientific progress, alongside providing a model for a
binding international health convention. Adopting this comprehensive legal framework
represents an inevitable necessity to bridge the legislative gap and ensure an ethical future for
biotechnology and global health governance.

The treatise further addresses emerging challenges including the privatization of virus research,
the criminal responsibility for pandemics, the regulation of human cloning, the protection of
biological samples in armed conflicts, and the establishment of a binding international health
system that transcends narrow national interests.

Keywords: Biological Sovereignty, International Health Law, Genomic Self-Determination,
Pandemic Accountability, Genetic Privacy, Biological Security, WHO Reform, International
Health Regulations, Genetic Resources, Bioethics, Medical Legislation, Biological Weapons
Prohibition

PART ONE
FOUNDATIONAL RESEARCH PAPER

SECTION ONE
THE PROBLEMATIC OF BIOLOGICAL SOVEREIGNTY IN THE GENOMIC ERA

Biological sovereignty is considered a modern extension of the concept of traditional
sovereignty, where states seek to exercise control over their biological and genetic resources
and protect them from external exploitation. The advancement of genomic sequencing
technologies has made it possible to identify the unique genetic characteristics of peoples and
tribes, creating opportunities for commercial exploitation and risks to collective privacy.

The absence of an international legal framework that protects biological sovereignty allows
multinational corporations to benefit from the genetic resources of developing countries without
fair compensation or continuous consent. The principle of biological sovereignty must be
developed to encompass the right of states to control their genetic data, prevent their transfer
outside their borders without strict conditions, and ensure equitable benefit-sharing.



The violation of biological sovereignty is considered an assault on the genetic identity of
peoples, and calls for urgent legislative intervention to ensure that humans are not transformed
into mere raw materials for global pharmaceutical industries. Building a legal system that
protects biological sovereignty is a necessary step to ensure justice between states and prevent
the new genetic colonialism that threatens the independence of developing nations in their vital
resources.

The genomic era has created a new form of colonialism that does not require military
occupation or political domination. It operates through the extraction of genetic information, the
patenting of biological discoveries derived from indigenous populations, and the commercial
exploitation of genetic diversity without acknowledging the contributions of source communities.
This form of exploitation is more insidious than traditional colonialism because it targets the very
essence of human identity: the genetic code.

SECTION TWO
GENE FORTRESSES AND COMMERCIAL EXPLOITATION OF GENETIC RESOURCES

Gene fortresses refer to the unauthorized appropriation of human or plant genetic resources by
external parties for commercial purposes without sharing benefits with the source communities.
These practices spread widely in isolated tribes that possess unique genetic resistance to
specific diseases.

Companies register patents for inventions based on these genes without any legal permission
from the communities that provided them. The current international law suffers from weakness
in protecting these resources, where traditional intellectual property laws dominate in favor of

major corporations at the expense of indigenous communities.

The development of a mandatory international licensing system that ensures fair benefit-sharing
with source communities is essential. Combating gene fortresses requires transparency in
biological supply chains and international monitoring mechanisms to detect violations.

The protection of genetic resources is a matter of social justice, not merely a global issue. It is
not permissible for pharmaceutical companies to enrich themselves at the expense of
communities that provided the fundamental resources for treatment. This calls for restructuring
the patent system to ensure that the benefits of biological invention reach all stakeholders
equitably.

The concept of gene fortresses represents a fundamental violation of the principle of prior
informed consent, which is the cornerstone of ethical research involving human subjects. When
genetic material is extracted from a community without proper authorization, and when the
resulting discoveries are patented for commercial gain, the source community is effectively
robbed of its biological heritage. This is not merely an ethical violation; it is a form of biological
theft that requires criminal prosecution under international law.



SECTION THREE
INTERNATIONAL RESPONSIBILITY FOR PANDEMIC OUTBREAKS

In light of the increasing number of biological laboratories around the world, the risk of pandemic
pathogens escaping from these facilities has emerged. Previous incidents have demonstrated
that human or technical negligence can lead to global pandemics that cost millions of lives.

This raises a fundamental question about international responsibility: Who bears responsibility if
a deadly virus escapes from a private laboratory in a developing country and causes a global
pandemic? The current international health law lacks clear mechanisms for attributing
responsibility to the state or the operating entity for damages that cross borders.

The principle of objective responsibility must be developed in this field, where the state bears
absolute responsibility for any damage arising from its biological activities regardless of the
existence of fault. The establishment of an international compensation fund for victims of
biological disasters is a necessary measure to ensure justice.

Enhancing biological safety standards and imposing international oversight on high-risk
laboratories is the only way to prevent the recurrence of health disasters resulting from human
or technical negligence in research facilities. The international community must recognize that
the failure of a single laboratory anywhere in the world can have catastrophic consequences
everywhere, and therefore the responsibility for biological safety is not merely a national
concern but a collective obligation of humanity.

The legal framework for pandemic accountability must address several critical questions: What
constitutes negligence in the operation of a biological laboratory? What standard of care should
be applied? How should causation be established when a pathogen escapes and spreads
globally? What compensation mechanisms should be available to victims? These questions
require comprehensive legal answers that go beyond the current fragmented approach of
international health law.

SECTION FOUR
PRIVATIZATION OF VIRUS AND VACCINE RESEARCH AND LEGAL VACUUMS

The entry of the private sector into the field of virus and vaccine research has led to accelerated
innovation, but it has also created serious legal vacuums related to transparency and safety.
Private companies may prioritize profits over public safety, which may lead to conducting
dangerous experiments without adequate oversight.

The absence of unified international regulation for virus research in the private sector creates a
fertile environment for uncalculated biological risks. All virus research must be subject to strict
international oversight regardless of the nature of the operating entity, whether governmental or
private.



The establishment of binding ethical and legal standards for the private sector is essential,
including ensuring that research is not used for harmful commercial or military purposes. The
partnership between the public and private sector in health research must be governed by
international contracts that commit all parties to supreme safety standards.

This ensures that private laboratories do not become time bombs that threaten global public
health in the race toward new discoveries. The privatization of biological research has created a
dangerous dynamic where profit motives can override safety considerations, where trade
secrets can prevent the sharing of critical safety information, and where regulatory capture can
weaken oversight mechanisms. The legal framework must address these risks through
mandatory transparency requirements, independent safety audits, and criminal penalties for
violations that endanger public health.

SECTION FIVE
VACCINES AS A HUMAN RIGHT AND DISTRIBUTIVE JUSTICE

Recent pandemics have proven that vaccines are not merely a commercial commodity but a
fundamental human right that must be guaranteed to all without regard to financial capability or
geographical location. The monopoly of vaccine production by a few major pharmaceutical
companies has created a vast health gap between the Global North and the Global South.

International law needs to develop mechanisms that oblige manufacturing countries to share
technology and doses fairly during crisis times. The unilateral hoarding of vaccines during
pandemics must be considered a violation of international humanitarian law and human rights.

The establishment of a fair global distribution system under international supervision ensures
that vaccines reach the most needy regions in a legal and ethical manner. The protection of the
right to health in its broadest sense requires breaking intellectual property barriers during health
emergencies to ensure the survival of humanity over narrow commercial considerations at the
expense of global public health.

The principle of vaccines as a human right is grounded in Article 25 of the Universal Declaration
of Human Rights, which recognizes the right to a standard of living adequate for health and well-
being, including medical care. However, the current international legal framework fails to
translate this principle into enforceable obligations. The development of a binding international
convention on equitable access to vaccines and medicines is not merely a desirable goal; it is a
moral imperative that the international community must fulfill to prevent the preventable deaths
of millions.

SECTION SIX
THE MANDATORY INTERNATIONAL LICENSING SYSTEM FOR BIOLOGICAL RESOURCES

To regulate the commercial exploitation of biological resources, this book proposes the
establishment of a mandatory international licensing system overseen by a specialized



international body. This system aims to document all operations of genetic resource transfer
and ensure prior and continuous consent from source countries.

The licensing must include clear conditions for benefit-sharing, both financial and non-financial,
with source communities, alongside monitoring mechanisms to prevent biological smuggling.
The absence of such a system facilitates gene fortress operations and the exploitation of natural
and human resources.

The application of this mandatory licensing system will enhance transparency in the global
biological market and provide legal protection for developing countries rich in biological
diversity. It will serve as an effective tool for achieving biological justice and ensuring that all
humanity benefits from its genetic resources in a balanced manner, without the exploitation of
any group at the expense of another in the shadow of accelerating economic globalization.

The proposed licensing system should include the following elements: a comprehensive registry
of all genetic resources and their sources; mandatory prior informed consent procedures;
benefit-sharing agreements that specify financial and non-financial returns; monitoring and
verification mechanisms; dispute resolution procedures; and criminal penalties for unauthorized
exploitation. This system represents a fundamental shift in the governance of biological
resources, moving from a regime of open access and exploitation to one of regulated access
and equitable benefit-sharing.

SECTION SEVEN
PROTECTION OF GENETIC PRIVACY AND DNA DATA

With the spread of genetic testing and the rules of global genetic data, serious risks to individual
and collective privacy have emerged. Genetic data carries sensitive information about health,
ancestry, and family relationships, and may be used for discrimination or blackmail if it falls into
the wrong hands.

Current laws are insufficient to face the unique challenges of genetic data that remain valid for a
lifetime. A strict international protocol for the protection of genetic data must be developed,
preventing its sale or sharing without explicit consent and specifying its use with precision.

The violation of genetic privacy must be considered a serious international crime that calls for

deterrent penalties against violating companies and states. The protection of genetic data is a
protection of human identity itself, and requires a precise balance between scientific research

and individual rights, ensuring that genetic information does not become a tool for surveillance
or discrimination in the labor market or insurance.

The legal framework for genetic privacy must recognize several fundamental principles: the right
to genetic self-determination, which includes the right to know and not to know one's genetic
information; the right to genetic privacy, which prohibits unauthorized access to genetic data;
the right to genetic non-discrimination, which prevents the use of genetic information in



employment, insurance, or other social contexts; and the right to genetic data portability, which
allows individuals to transfer their genetic data between service providers. These principles
must be enshrined in binding international legislation that applies to all entities that collect,
process, or store genetic data.

SECTION EIGHT
HUMAN GENETIC MODIFICATION AND LIMITS OF LEGAL INTERVENTION

Gene editing technologies such as CRISPR open horizons for the treatment of genetic
diseases, but they also pose significant legal and ethical risks related to the modification of
human germline cells. Modifications to human embryos can lead to permanent changes that are
transmitted to future generations without their full understanding of the long-term consequences.

International law needs to establish clear red lines that prohibit genetic modification for non-
therapeutic purposes. The creation of genetically designed children must be prohibited, and
human genetic diversity must be preserved from commercial or racial manipulation.

International oversight on genetic modification laboratories is necessary to prevent unethical
experiments that violate human dignity. The regulation of genetic modification is a protection of
the future of humanity, ensuring that medical technologies do not lead to new social divisions
between those who can improve their genes and those who cannot, while preserving the
fundamental equality between humans in their essence.

The legal regulation of human genetic modification must distinguish between several categories:
somatic gene therapy, which modifies non-reproductive cells and affects only the individual
patient; germline gene editing, which modifies reproductive cells and affects future generations;
enhancement genetic modification, which aims to improve human traits beyond normal
functioning; and reproductive cloning, which creates a genetically identical copy of an existing
human being. Each category presents different ethical and legal challenges and requires
different regulatory approaches. The international community must establish a comprehensive
legal framework that permits therapeutic research while prohibiting dangerous and unethical
applications.

SECTION NINE
CRIMINAL RESPONSIBILITY FOR BIOLOGICAL WARS

Despite the prohibition of biological weapons internationally, fears of the use of advanced
biological technologies in covert wars have increased. The development of viruses that target
specific ethnic or genetic groups represents an existential threat to humanity and violates the
simplest principles of international humanitarian law.

International investigation mechanisms must be strengthened in any suspicion of the use of
biological weapons, and strict penalties must be imposed on states or groups involved. The



ambiguity in the forensic investigation of some pandemics requires the development of
international epidemiological forensics capabilities to uncover the truth.

Criminal responsibility must extend to scientists and leaders who participate in the development
of biological weapons, regardless of orders from the state. The prevention of biological wars is a
legal and ethical responsibility that requires global intelligence and health cooperation to monitor
any suspicious activity in military or civilian laboratories that may be transformed into arsenals
that threaten human existence.

The legal framework for biological weapons prohibition must be strengthened through several
measures: the establishment of an independent international verification mechanism with the
authority to conduct inspections of biological facilities; the creation of a global early warning
system for detecting biological attacks; the development of international criminal jurisdiction
over the use of biological weapons; the imposition of mandatory reporting requirements for all
biological research with potential dual-use applications; and the establishment of a
compensation fund for victims of biological attacks. These measures are essential to ensure
that the prohibition of biological weapons is not merely a declaration of principle but an
enforceable legal obligation.

SECTION TEN
THE ROLE OF THE WORLD HEALTH ORGANIZATION IN INTERNATIONAL HEALTH LAW
ENFORCEMENT

The World Health Organization plays a pivotal role in coordinating global health, but its
enforcement powers remain very limited and depend on the voluntary cooperation of states.
Recent pandemics have revealed the organization's need for broader powers in investigation
and the imposition of cross-border preventive measures.

The international health system must be developed to grant the organization direct access to
outbreak sources without bureaucratic obstacles. Strengthening the organization's role in
monitoring and response requires more effective and independent funding from major countries,
ensuring that public health is a supreme priority that transcends the narrow political interests of
member states in the United Nations system.

The reform of the World Health Organization is essential to make it more effective in
surveillance and response to global health threats. The organization must be granted the
authority to conduct independent investigations of disease outbreaks, to impose mandatory
reporting requirements on member states, and to coordinate international responses to health
emergencies. The current system, which relies on voluntary compliance and political
cooperation, has proven inadequate in the face of global pandemics. The international
community must recognize that global health security requires a strong, independent, and well-
funded international organization with the authority to act decisively in the interest of humanity.

SECTION ELEVEN



INTERNATIONAL HEALTH QUARANTINE AND BALANCE WITH HUMAN RIGHTS

The imposition of health quarantine is necessary to prevent the spread of pandemics, but it may
conflict with fundamental human rights such as freedom of movement and privacy. International
law needs to establish clear standards for the application of health quarantine in accordance
with the actual risk of the pandemic.

The misuse of health quarantine as a tool for political suppression or discrimination against
specific groups must be prevented. Any restrictive measure must be temporary, based on
scientific evidence, and ensures the provision of basic care for those quarantined.

The balance between public health and individual freedoms is a permanent legal challenge that
requires judicial oversight of quarantine procedures to ensure that health protection measures
do not become a pretext for violating human dignity under any circumstances of emergency.
The legal framework for health quarantine must recognize that while states have the right and
obligation to protect public health, this right is not unlimited and must be exercised in
accordance with the principles of necessity, proportionality, and non-discrimination. The
imposition of quarantine measures must be subject to independent judicial review, and affected
individuals must have access to effective remedies if their rights are violated.

SECTION TWELVE
PATIENT TRAVEL AND LEGAL OBSTACLES ACROSS BORDERS

Patients who need treatment abroad face numerous legal and administrative obstacles,
especially during health crises and border closures. The right to health includes the right to
access available treatment globally, and should not be prevented by arbitrary border
restrictions.

Special medical visas must be developed to facilitate the travel of sick patients with healthy
guarantees to prevent the spread of infection. Cooperation between national health systems is
essential to facilitate the transfer of medical records between countries to save lives.

The obstacles of bureaucracy must not be a cause of death for patients who need treatment
unavailable in their countries. Facilitating patient travel is an expression of human solidarity and
requires legal coordination between countries to ensure the continuity of health care across
borders without compromising public health security for future countries. The international
community must develop a comprehensive legal framework for medical travel that balances the
right to health with the need to prevent the spread of infectious diseases, and that ensures that
patients are not denied access to life-saving treatment due to administrative barriers.

SECTION THIRTEEN
CROSS-BORDER HEALTH INSURANCE AND PROTECTION OF REFUGEES
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The number of individuals seeking health care outside their home countries is increasing, which
creates a need for a cross-border health insurance system that protects them from exorbitant
costs. There is an absence of international insurance coverage for refugees and those fleeing
from collapsed health systems.

International insurance agreements must be developed that include coverage for citizens and
health refugees. The protection of refugees is a humanitarian obligation that includes
guaranteeing their access to basic treatment regardless of their legal status in the host country.

Building a global insurance system that enhances health justice and ensures that illness or
suffering is not a cause of additional marginalization for the most vulnerable groups in the
international community is essential. The current system of health insurance is fragmented and
inadequate, leaving millions of people without access to essential health care. The development
of a universal health coverage system that transcends national boundaries is not merely a
desirable goal; it is a moral imperative that the international community must fulfill.

SECTION FOURTEEN
INTELLECTUAL PROPERTY AND ACCESS TO MEDICINES

The patents of pharmaceutical inventions raise a great debate around the balance between
protecting intellectual property and the right of patients to access life-saving treatment. The
monopoly of essential medicines raises their prices and makes them inaccessible to poor
countries.

Legal mechanisms must be developed that permit breaking invention patents in times of health
emergencies for local production of generic medicines. Encouraging invention must not be at
the expense of the lives of patients who cannot afford to purchase medicine.

The reform of the intellectual property system in the health field is an ethical necessity that
requires international cooperation to ensure that essential medicines are available as a general
commodity accessible to all, not a luxury commodity limited only to the wealthy in the global
pharmaceutical market. The current patent system creates a dangerous incentive structure
where pharmaceutical companies prioritize the development of profitable medicines for wealthy
markets over the development of treatments for diseases that affect the poorest populations.
This system must be reformed to ensure that the right to health takes precedence over
commercial interests.

SECTION FIFTEEN
JUDICIAL COOPERATION IN PHARMACEUTICAL FORGERY CRIMES

The crime of pharmaceutical forgery spreads across borders, where counterfeit or expired

medicines threaten the lives of patients in many countries. Combating this crime requires close
international cooperation, both judicially and police-wise, to track criminal networks.
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National legislation must be unified to make pharmaceutical forgery a serious crime punished
with deterrent penalties. The exchange of information about counterfeit medicines and the
creation of shared international databases accelerates the detection of criminal networks.

The protection of patients from pharmaceutical forgery is a shared responsibility that requires
strengthening judicial cooperation globally, protecting public health from exploitation that thrives
in the absence of effective oversight. The international community must develop a
comprehensive legal framework for combating pharmaceutical counterfeiting that includes
mandatory track-and-trace systems, international information sharing, criminal prosecution of
counterfeiters, and compensation mechanisms for victims of counterfeit medicines.

SECTION SIXTEEN
REGULATION OF HUMAN CLONING AND LEGAL ETHICS

Human cloning remains a controversial topic that raises deep ethical, religious, and legal fears
about human identity and dignity. Most countries prohibit human reproductive cloning, but there
is a pressing need for a binding international convention that prevents any attempts in this field.

Strict international penalties must be imposed on any entity that attempts human cloning, and it
must be considered a crime against humanity. The preservation of natural human reproduction
is a protection of human diversity and natural values.

International oversight on biological laboratories is necessary to prevent secret experiments in
cloning. The prohibition of human cloning is a preservation of the essence of humanity, ensuring
that modern technologies do not manipulate creating a human life outside the legally and
ethically acceptable frameworks in all religions and cultures. The legal regulation of human
cloning must be comprehensive and binding, covering all forms of reproductive cloning while
permitting therapeutic research under strict ethical oversight.

SECTION SEVENTEEN
PROTECTION OF BIOLOGICAL SAMPLES IN ARMED CONFLICTS

In armed conflicts, human biological samples in hospitals and biological banks may be exposed
to theft, destruction, or unethical use. International humanitarian law must protect these samples
as civilian vital objects that may not be targeted.

The use of biological samples for prisoners of war or civilians in unethical experiments during
conflicts must be prohibited. The protection of data and samples is part of the protection of
human dignity in war.

The violation of the sanctity of biological samples is considered a war crime that calls for the
prosecution of those responsible. Ensuring the safety of biological samples in wars is a
preservation of the rights of victims and future generations and prevents the exploitation of
human suffering for military or commercial purposes that are not legitimate in the chaos caused
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by armed conflicts. The legal framework for the protection of biological samples in armed
conflicts must be integrated into the broader framework of international humanitarian law and
must include specific provisions for the protection of biological materials, genetic data, and
research facilities.

SECTION EIGHTEEN
NATIONAL SOVEREIGNTY OVER EPIDEMIC DATA AND ITS SHARING

States possess sovereignty over their epidemic data, but the sharing of this data is necessary
for combating pandemics globally. The tension between national sovereignty and global health
security requires a precise balance through international agreements.

It must be ensured that data sharing is not used against the political interests of participating
countries or to blackmail them. The creation of a safe system for the exchange of epidemic data
that protects privacy and achieves public benefit is essential.

Transparency in epidemic data accelerates global response and prevents the transformation of
outbreaks into unprecedented disasters due to the concealment of information for political or
economic reasons that harm collective public health. The legal framework for epidemic data
sharing must recognize the legitimate interests of states in protecting their sovereignty while
ensuring that critical health information is shared promptly and transparently to enable effective
global responses to health emergencies.

SECTION NINETEEN
FUTURE VISION FOR COMPREHENSIVE BIOLOGICAL SECURITY

We need a comprehensive international convention for biological security that combines health,
safety, and ethical aspects in one binding framework. The convention must include mechanisms
for detection, response, and protection against natural and intentional biological threats.

The convention must focus on building capabilities for developing countries and preventing the
spread of dangerous technologies. Achieving this vision requires strong political will and
recognition that biological security is a collective responsibility that cannot be achieved by any
state alone in an interconnected and complex biological world.

The future of biological security depends on the development of a comprehensive legal
architecture that addresses all aspects of biological risk, from natural pandemics to intentional
biological attacks, from genetic privacy violations to the misuse of gene editing technologies.
This architecture must be built on the principles of equity, transparency, accountability, and
international cooperation, and must be supported by adequate resources and effective
enforcement mechanisms.

SECTION TWENTY
CONCLUSION AND CALL FOR A BINDING INTERNATIONAL HEALTH SYSTEM
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In conclusion, biological and health challenges require an immediate and comprehensive
international legal response. The vacuum in the current legislative system represents a growing
danger to global health security and human rights.

The call here is directed to the United Nations and major countries to begin negotiations for
drafting a binding international convention for biological and health security. This convention
must be clear and binding, and include justice in resource distribution and protection from risks.

The future of humanity in the biological era depends on our ability to put law above commercial
interests, and to ensure that inventions serve the interest of man and are not a tool for
threatening it. Unified interational work is the only way to prevent a global health catastrophe
and to build a world where health justice and security prevail in the shadow of accelerating
biological challenges. The time for action is now. The international community must not wait for
the next pandemic to recognize the urgency of reforming the global health governance system.
The development of a binding international health convention is not merely a desirable goal; it is
an existential necessity for the survival of humanity.

PART TWO
DETAILED CHAPTERS

CHAPTER ONE
THE GOLDEN INTRODUCTION: THE CLASSIFICATION CRISIS AND THE BEGINNING OF A
NEW LEGAL ERA

The history of law witnesses radical transformations only when a fixed legislative order collides
with an existential variable that threatens the structure of society itself. The variable was when
the human body transitioned from being a closed sanctum of life to being a transferable vessel
for life. The biological revolution is not merely medical progress but a legal earthquake that
shakes the foundations of traditional jurisprudence that rested for centuries on the person-
property dichotomy.

When we fail to classify something legally, we fail to protect it. And when we fail to protect it, we
fail humanity. This book proposes a radical solution to this philosophical dilemma. It does not
attempt to restore the old dichotomy but demolishes it to build upon it a third system that
recognizes that human life has sanctities that transcend bodily boundaries and that the law must
have the courage to recognize that there are new legal entities born from the womb of
technology that deserve special protection, not the protection of persons and not the protection
of property.

We stand here in a new era and place before the world the first charter of biological entities.
Reading this book is not a reading of legal texts in a vacuum. It is a journey in the future of legal
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humanity. Every chapter is a brick in a new edifice, and the proposed law is a shield for human
dignity in the era of cloning and biological engineering.

I call upon the reader not to receive this book as information to be acquired but as an idea to be
believed in and disseminated. The future of biological law depends on the extent of our
preparation for the fundamental transformation in the concept of rights and the body.

CHAPTER TWO
THE BIOLOGICAL REVOLUTION AND THE CLASSIFICATION CRISIS

Since the mid-twentieth century, the world has witnessed a radical transformation in the concept
of the human body. The body was no longer considered a closed and sacred entity isolated
from trade. Rather, it became a source of biological materials that are separable, preservable,
and transferable through advances in organ transplantation, tissue banking, artificial
insemination, genetic engineering, and stem cell technology. The human organ became a
medical commodity of tremendous therapeutic value.

This material transformation imposed an existential challenge on law: How do we classify
something that was a part of a human being and then became separated from it while still
carrying its biological identity? Global legal systems rely on a sharp dichotomy: either an entity
is a person endowed with rights and legal capacity, or it is a thing capable of being owned and
disposed of. When applying this dichotomy to separated body parts, we face glaring
contradictions.

If the organ is classified as a person, disposing of it or transplanting it into another person
becomes impossible, which paralyzes modern medicine entirely. And if it is classified as
property, the door is opened to the marketing of the human body, the trafficking of organs, and
the violation of dignity, which is what international conventions prohibit. This book aims to break
this rigid dichotomy through the proposal of the Theory of the Autonomous Biological Entity. We
are not in need of merely amending current laws or adding exceptions here and there, but of
rebuilding concepts from their roots.

CHAPTER THREE
THE HISTORICAL DEVELOPMENT OF THE BODY'S STATUS IN ROMAN LAW

Since the Roman era, legal jurisprudence has settled on the principle that the body is
considered a vessel for legal personality, not owned by the individual and not subject to
separation. Even after death, the corpse was treated as something resembling a thing for burial
purposes only, without property rights capable of trade. Roman law focused on the sanctity of
the body as part of the public order, not as a private right of the individual.

This Roman legacy formed the basis of civil laws in Europe and the Arab world, where the

principle of non-disposability of the body remains in force to this day. However, this principle
was designed for an era in which organ separation was not possible, making it unsuitable for the
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current reality in which separation has become a medical necessity rather than merely criminal
mutilation. The rigidity of the Roman text creates legislative paralysis before saving lives.

CHAPTER FOUR
THE ISLAMIC JURISPRUDENTIAL PERSPECTIVE ON THE BODY AND ITS UTILITY

In Islamic Sharia, the body is a divine trust, sanctified in life and death alike. Contemporary
jurists have permitted organ donation and therapeutic use while absolutely prohibiting sale and
marketing. This created an intermediate position that has not been precisely codified in Arab
legal systems, leaving a gap in the protection of the organ after its exit from the body.

Islamic jurisprudence relies on the necessity principle: necessities permit prohibitions. However,
this does not create a precise jurisprudential position for the separated organ: Is it the property
of the donor? Does it become the property of the community? Does it retain a special sanctity?
Our theory proposes that the Islamic perspective is compatible with the third regime, where the
entity is neither commercial property nor a complete person, but a respected material with
special sanctity that travels with the organ even after separation, reinforcing the religious
foundations of the proposed theory.

CHAPTER FIVE
THE ANGLO-SAXON SYSTEM AND LIMITED PROPERTY

With the emergence of the case of Moore v. Regents of the University of California in Britain
and the York case in France, European and American courts began recognizing limited rights in
biological materials. In the York case, the court considered that stored nuclear animals were
possessions owned by the vessel for neglect. This vacillation between personality and property
confirms the crisis of classification in law.

Each case is dealt with in isolation, while in artificial insemination cases, the fetus is treated as
potential life, whereas in genetic invention patents, cells are treated as inventions. This
contradiction threatens legal certainty and creates an unstable environment for medical
research and investment. Legal systems need to unify the standard rather than rely on
fragmented judicial interpretation. The precedents alone are not sufficient to build a stable
system; rather, a comprehensive general theory is needed.

CHAPTER SIX
CIVIL LAW, HUMAN DIGNITY, AND THE PUBLIC ORDER

In civil law systems such as France, Germany, and Egypt, the human body is considered
outside commercial dealings based on human dignity and public order. Laws explicitly prohibit
touching the body except for medical necessity. However, these texts focus on the connected
body and do not clearly regulate the separated body.
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When an organ is separated, it enters a symbolic zone where neither personality protection nor
property rules fully apply. This legislative vacuum is exploited by organ traffickers in countries
with weak legislation, requiring decisive legislative intervention to clearly define the legal status
of the separated organ and prevent exploitation of the gaps between civil law and commercial
law. The principle of dignity must extend to include not only the body but the separated part.

CHAPTER SEVEN
CRITIQUE OF THE TRADITIONAL LEGAL BINARY: PERSON OR PROPERTY

The insistence on forcing biological parts into the molds of either person or thing is like trying to
hold water in a perforated vessel. The traditional law is a container designed for pure materials.
We need a new container designed for the nature of these hybrid materials. The traditional
binary fails in protecting the donor from exploitation, fails in protecting the future from lack of
adequate legal certainty, and fails in protecting the researcher from legal uncertainty regarding
sample ownership.

When the organ is classified as property, it loses its sanctity. When classified as a person, it
loses its function. The only solution is to exit this conceptual prison by recognizing that biological
nature creates a new legal category that belongs neither to the old world of Roman law nor to
the early modern era. The need for a third regime is not a luxury but a practical necessity to
save lives.

CHAPTER EIGHT
DEFINITION OF THE AUTONOMOUS BIOLOGICAL ENTITY

The Autonomous Biological Entity is defined as every separated part of the human body,
whether an organ, tissue, cell, fluid, or genetic material, that retains its biological identity, has
been subjected to a deliberate isolation process intended for medical or research purposes, and
thereby enters an independent transitional legal status, distinct from the original person and
from general property.

This definition excludes biological waste such as naturally shed hair or nails unless collected for
a specific research purpose. It distinguishes between blood donated for transfusion, which
enters the third legal regime, and blood shed in a criminal incident, which serves only as
criminal evidence. This precise distinction is the foundation for building the new system and
determines the scope of legal protection.

CHAPTER NINE
PILLAR ONE: FUNCTIONAL SEPARATION

Material separation alone is not sufficient. The separation must be for a specific functional
purpose: transplantation, research, or storage. An organ does not become a legally independent
entity merely by being physically detached from the body. It becomes an autonomous legal
entity only when it enters an approved medical or research care pathway.
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This pillar protects against the theft of organs that have been separated without an approved
functional purpose. Any organ separated without an approved functional purpose is considered
not merely a crime of property theft but a crime of assault upon the body. The functional
separation principle means that a separated organ is linked to a supervisory system that begins
in the operating room or laboratory and ends with transplantation or safe disposal. This ensures
that every biological entity has a known and documented path, making it easier to trace legally
in case of any violation or breach of the rights associated with it.

CHAPTER TEN
PILLAR TWO: DIGNITY-UTILITY DUALITY

The biological entity carries two inseparable qualities simultaneously: the dignity quality that
links it to the human source, and the utility quality that permits its use for saving a life or
developing science. The theory rejects completely the word "property" and replaces it with
"custody and use rights," to avoid market connotations of commercial exchange.

The dignity quality prevents commercial marketing absolutely. No separated biological entity,
regardless of its utility, may be sold, purchased, auctioned, or treated as a commodity in any
market. The utility quality permits its use for therapeutic or research purposes under strict
conditions. The theory accepts that the entity has a non-economic value related to the costs of
processing, storage, and transport, but rejects any direct economic value attributed to the entity
itself. This precise balance is what distinguishes the third regime from the pure property regime
and the pure personality regime.

CHAPTER ELEVEN
PILLAR THREE: THE LEGAL CHAIN OF CUSTODY

The organ does not transfer as property but transfers as custody through a chain consisting of:
donor, bank, physician, recipient, and final disposition. Each link in the chain is subject to
specific legal obligations that protect the entity until it reaches its purpose. Any defect in the
chain cuts off the legal legitimacy of the entity.

This pillar imposes a mandatory tracking system for every separated human organ, making non-
commercial trade extremely difficult. An organ without documented chain-of-custody papers is
considered prohibited material whose medical use is not permissible. Any breach of the chain is
treated as evidence of negligence or biological crime. Every link in the chain carries a fiduciary
responsibility for the protection of biological dignity. The legal chain resembles the chain of
possession in commercial law, but with stricter ethical restrictions. It functions as a continuous
guarantee that the entity has not been obtained illegally, has not been diverted from its intended
purpose, and has not been subjected to unauthorized modification or destruction.

CHAPTER TWELVE
PILLAR FOUR: CLASSIFICATION DIFFERENTIATION
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Not all entities are treated with the same degree of protection. The theory proposes a tiered
classification: The highest level: vital organs requiring complete legal protection and prohibition
of any financial disposition. This includes the heart, liver, kidneys, lungs, and pancreas when
separated for transplantation. The middle level: tissues and cells subject to strict monitoring with
permission for cost compensation. This includes skin grafts, bone marrow samples, blood
components, and cultured cell lines. The lowest level: processed genetic materials and cell lines
that may be subject to a limited intellectual property system with benefit-sharing participation.
This includes isolated DNA sequences, genetically modified cell lines, and bioprinted tissues
derived from patient-specific cells.

This differentiation permits the flexibility necessary for scientific research without touching the
fundamental rights of donors in complete organs. The classification depends on the degree of
connection to the original body, the degree of artificial modification undergone, and the nature of
the intended use. This ensures the justice of legal distribution of protection.

CHAPTER THIRTEEN
PILLAR FIVE: TEMPORAL CONTINUITY

The rights associated with the entity do not terminate with its separation. The donor in
continuous informed consent extends to expected future uses, creating a continuous legal link
between the person and the separated entity. The temporal continuity ensures that human
dignity does not end with the separation of the organ but accompanies it throughout its
biological life cycle.

This principle resolves the problem of stored samples in biobanks that researchers may wish to
use for purposes not originally consented to by the donor. There must be a mechanism to
update consent or withdraw it in early stages before the entity is merged into a future body or
converted into a final product that cannot be reversed. Temporal continuity also addresses the
question of posthumous rights. If a donor dies, the legal status of separated entities already in
storage does not automatically terminate. The rights of the donor's heirs, the obligations of the
storing institution, and the potential therapeutic uses of the entity must all be considered within a
framework that respects both the deceased's wishes and the needs of living patients.

CHAPTER FOURTEEN
OPERATIONAL PRINCIPLES OF THE THIRD LEGAL REGIME

To translate the theory into binding legal rules, we propose the following operational principles:

Principle One: Non-Marketability. This principle prohibits the sale and purchase of human
biological entities as commodities. However, the third regime distinguishes between the
prohibited price of the organ and the permitted compensation of costs. Payment of extraction,
transport, testing, and storage costs is permitted, but payment of an amount in exchange for the
organ itself is absolutely prohibited. This principle is the red line in the third regime, and any
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violation thereof is considered a criminal offense. The economic protection of the donor must be
through health and insurance guarantees, not through organ pricing, thereby preserving the
ethical balance.

Principle Two: Continuous Informed Consent. Our theory has moved beyond one-time consent
at the time of donation. The dynamic consent requires that the donor has the right to know the
final fate of his biological entity, whether it will be used for research or commercially developed
as a drug. The right of withdrawal is guaranteed to the donor at any stage before the entity is
merged into a future body or converted into a final product that cannot be reversed. Continuous
informed consent is the most important ethical guarantee in the third regime and is what
distinguishes it from traditional property systems in which the will is severed after sale. It
requires developed information systems that link the donor to the biological bank throughout the
validity period of the sample. It also requires that the donor be informed of any significant
change in the intended use of the entity and given the opportunity to consent or withdraw.

Principle Three: Transparency in the Biological Chain. The journey of the biological entity must
be documented in secure digital records that ensure: tracking the source, prevention of non-
commercial trade, and guarantee of medical quality. Any defect in documentation is considered
evidence of negligence or biological crime. Blockchain technology can be used to ensure the
immutability of records and prevent forgery. Transparency is not a choice but a pillar of the legal
legitimacy of the biological entity. Without transparency, the entity loses its protected character
and becomes suspicious material that cannot be dealt with in approved medical systems. Every
institution that handles biological entities must maintain complete records of origin, purpose,
transfers, modifications, and final disposition.

Principle Four: Special Criminal Protection. We propose criminalizing the following acts as
independent crimes that do not fall under the title of money waste or non-commercial trade:
Buying or selling organs outside the licensed system. Modifying the entity without authorized
consent. Changing the genetic characteristics of the entity without legal authorization.
Deliberate destruction of vital samples stored for the purpose of harming public health or
scientific research. Falsifying chain-of-custody documentation. The penalties must be negative
sanctions, not merely financial fines, in order to restore consideration for human dignity. These
crimes require a specialized prosecution and a judiciary trained in understanding biological
complexities. The protection of the biological entity is not merely protection of the individual but
protection of the entire community.

CHAPTER FIFTEEN
CIVIL RESPONSIBILITY AND COMPENSATION MECHANISMS

In cases of conflict between uses, the absolute legal priority is given to the therapeutic purpose
of saving life over the commercial or research purpose. Biological entities may not be
monopolized for research purposes if there are patients in urgent need.

20



In the absence of the system, who has the right to compensation if a dedicated organ is
destroyed through negligence? The theory clearly determines that damage falls on the expected
future and the general health, expanding the circle of those who have standing to raise damage
claims, and ensures fair compensation that considers not only the material side but also the
dignity and moral aspect. The compensation framework must account for the unique nature of
biological entities. Unlike ordinary property, a destroyed organ cannot simply be replaced by
purchasing another. The loss is irrecoverable in its specificity. Therefore, compensation must
reflect not only the material cost but also the moral and dignity dimensions of the loss, as well
as the impact on potential recipients whose lives may have been saved.

CHAPTER SIXTEEN
FUTURE CHALLENGES: BIOPRINTED ORGANS AND THE DIGITAL ENTITY

When a human organ is printed in the laboratory using stem cells, does it fall under the third
regime? Our theory answers: as long as the biological source is human cells, the entity remains
subject to dignity protection, even if the manufacturing process was entirely artificial. It may not
be considered a purely artificial product that can be sold freely. The standard is the human
origin, not the method of manufacture. This distinction is extremely important to prevent
biotechnology companies from circumventing the prohibition of organ marketing by claiming that
they manufactured the organs in the laboratory. The criterion is the human biological source,
and any attempt to bypass this criterion through genetic engineering or synthetic biology must
be addressed by comprehensive legislation that covers all current and future methods of
biological production.

Is the nucleic acid sequence extracted from an organ part of the biological entity? Our theory
answers that genetic data is the digital shadow of the biological entity. It must be subject to the
same principles of privacy and consent, and the marketing of genetic data bases without strict
restrictions protecting the identity of the biological source is not permissible. The separation of
data from the material sample does not terminate legal protection, because the data carries the
biological identity of the human being and is part of the independent entity. The protection of
genetic data is a natural extension of the protection of the organ itself in the digital age. Genetic
data governance must be integrated into the biological chain of custody, ensuring that digital
records receive the same level of protection as physical samples.

CHAPTER SEVENTEEN
INTERNATIONAL HARMONIZATION AND GLOBAL LEGAL INTEGRATION

The Theory of the Autonomous Biological Entity cannot succeed unless adopted by broad
international consensus. Differences in legislation between countries create unsafe havens for
organ trafficking. The theory therefore calls for the unification of minimum legal standards
through binding international agreements. Countries signing the third legal status must commit
to applying the legal chain and transparency principles. The biological world requires
comprehensive legal globalization to ensure legislative differences are not exploited in what is
called organ transplantation tourism. International cooperation is essential to create a unified
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legal framework that protects biological entities across borders and prevents exploitation of
vulnerable populations in countries with weaker legal protections.

CHAPTER EIGHTEEN
THE PROPOSED LEGISLATIVE MODEL

The proposed law consists of twenty articles organized in five books: General Provisions,
Fundamental Principles of Dealing, Rights and Obligations, Criminal Protection, and Final
Provisions. The law establishes the independent legal status of the Autonomous Biological
Entity, prohibits commercial marketing while permitting cost compensation, guarantees
continuous informed consent, establishes the biological chain of custody, classifies entities into
three tiers of protection, criminalizes violations with deterrent penalties, and establishes a
National Committee for Biological Entities to oversee implementation.

This legislative model represents the practical translation of the theoretical framework into
enforceable legal rules. It is designed to be adaptable to different legal systems while
maintaining the core principles of dignity protection, utility permission, and equitable benefit-
sharing. The adoption of this model by national legislatures would represent a fundamental step
toward the establishment of a comprehensive international legal framework for biological
entities.

CHAPTER NINETEEN
THE FOUNDER'S CONCLUSION: THE CHARTER OF THE LEGAL FUTURE

The journey we began in this book confirms that law cannot remain silent before the revolution
of life. The Theory of the Autonomous Biological Entity is not merely academic theorization but a
practical necessity for the protection of humanity from the dangers of unjust marketing while
enabling science to serve man at the same time. | place this book between your hands,
considering that | have fulfilled the duty of theoretical founding, and | leave to the global legal
community the duty of legislative and executive building. History will remember the moment in
which recognition of the third legal status took place, the moment in which law balanced with the
ethics of life. This book is the witness to that moment and the charter that we all sign to ensure
a safe and ethical future for biological technology.

CHAPTER TWENTY
CALL FOR A BINDING INTERNATIONAL HEALTH SYSTEM

The biological and health challenges require an immediate and comprehensive international
legal response. The vacuum in the current legislative system represents a growing danger to
global health security and human rights. The call here is directed to the United Nations and
major countries to begin negotiations for drafting a binding international convention for biological
and health security. This convention must be clear and binding, and include justice in resource
distribution and protection from risks. The future of humanity in the biological era depends on
our ability to put law above commercial interests, and to ensure that inventions serve the
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interest of man and are not a tool for threatening it. Unified international work is the only way to
prevent a global health catastrophe and to build a world where health justice and security
prevail in the shadow of accelerating biological challenges.

APPENDICES

Appendix A: Glossary of Biological Law Terms

Biological Sovereignty: The right of states and peoples to control their biological and genetic
resources and protect them from unauthorized exploitation.

Genomic Self-Determination: The right of individuals and communities to control their genetic
information and determine how it is used.

Gene Fortress: The unauthorized appropriation of genetic resources for commercial purposes
without benefit-sharing with source communities.

Pandemic Accountability: The legal framework for attributing responsibility for disease outbreaks
and ensuring compensation for victims.

Genetic Privacy: The right of individuals to control access to and use of their genetic
information.

Biological Security: The comprehensive framework for protecting against biological threats,
whether natural or intentional.

Mandatory International Licensing: A system requiring authorization for all transfers of genetic
resources across borders.

Benefit-Sharing: The equitable distribution of benefits derived from genetic resources with
source communities.

Biological Chain of Custody: The documented path of a biological entity from source to final
disposition.

Dignity-Utility Duality: The principle that biological entities carry both sacred dignity and
permissible utility simultaneously.

Third Legal Regime: An independent legal status for biological entities, distinct from the person-
property dichotomy.

Autonomous Biological Entity: A separated part of the human body that retains its biological
identity and enters an independent legal status.
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Appendix B: The Ten Principles of Biological Sovereignty

One. Every people possesses the right to control their genetic heritage and protect it from
exploitation.

Two. Genetic resources may not be appropriated without prior informed consent and equitable
benefit-sharing.

Three. Pandemic accountability requires objective responsibility and compensation mechanisms
for victims.

Four. Virus and vaccine research must be subject to international oversight regardless of the
operating entity.

Five. Vaccines are a fundamental human right that must be guaranteed to all without
discrimination.

Six. Genetic privacy is a protection of human identity and requires strict legal safeguards.
Seven. Human genetic modification must be regulated to protect human dignity and diversity.
Eight. Biological weapons are prohibited and their use constitutes a crime against humanity.

Nine. The World Health Organization must be strengthened to effectively enforce international
health law.

Ten. A binding international health convention is an existential necessity for the survival of
humanity.
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The world stands at a crossroads where the future of humanity depends on our ability to
establish a comprehensive legal framework for biological security. The challenges of the
genomic era, the threats of pandemics, the dangers of biological weapons, and the risks of
genetic exploitation all demand a unified international response that transcends narrow national
interests.

This book is not merely a legal text. It is a call to action. It is a charter for the future. It is a
covenant between generations, a promise that the biological heritage of humanity will be
protected, that the dignity of every human being will be respected, and that the advances of
science will serve the cause of life rather than the cause of destruction.

The journey we have undertaken in these pages has taken us from the silence of legal texts to
the noise of the biological revolution, from the rigidity of traditional law to the flexibility of the
third regime, from the fragmentation of national legislation to the unity of international
convention. We have proposed a comprehensive theory, presented a legislative model, and
issued a call for a binding international health system.

The future belongs to those who build it with faith and action. Let us build it together. Let us sign
this charter together. Let us ensure that the biological revolution serves humanity rather than
threatening it. Let us ensure that the law evolves to meet the challenges of the genomic era. Let
us ensure that the dignity of every human being is protected in the age of technology.

The end is always a new beginning. And the beginning is always with God.

Praise be to God, and with His success.

Dr. Mohamed Kamal Arafa EI-Rakhawi
Founder of the Theory of the Autonomous Biological Entity
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