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Abstract---Background: The exchange of data allows major
advancements in the medical field and contributes to growth in data
research in general. However, these practices also raiseethical
concerns such as patient’s privacy rights, patients’ self-ownership,
and reporting and ownership of data. Aim: The custodianship of data;
whether it should be one’s best to share or collaborate depends on the
benefits to be accrued from the research, against the rights of the
patients. Methods: A literature review of current literature and major
ethical codes was also employed to identify the main hurdles to data
sharing and cooperation. Results: The study also revealed explicit
threats regarding the dangers which privacy and data integrity of
patients may face, especially for de-identified data. It also brought into
focus issues on consent procedures, conflicts in ownership
particularly where collaborations involve several institutions, and
procedural lapses on the part and parity of ensuring compliance to
ethics and the law. Conclusion: Ethical issues arising from data-
sharing and collaboration call for still stronger measures for protective
governance as well as equitable share and open policies for patients’
protection as research is enhanced.

Keywords---Data sharing, communication, patient’s identity, consent,
data sovereignty, medical ethics, research compliance.

Introduction

Interdisciplinary cooperation in the dissemination of data is a fundamental
component of the contemporary scientific process in medicine as well as medical
advancements. There is a potential to combine data from different sources within
and across institutions, countries and disciplines; this enables researchers to
interrogate and answer incredibly difficult questions that cannot be resolved by
using individual datasets. However, increased use of technology in the delivery of
health care has created increased concern on ethical issues especially when
handling patients’ medical records.[1,2] Questions concerning privacy, informed
consent, ownership and accountability re-emerge more especially when research
is being conducted in collaboration with other institutions or across national
borders. These challenges simply underscore the need for a credible ethical
framework and ethical regulatory safeguards within specific research paradigms
to guarantee that credible research progress does not compromise on patient or
the public’s interests. To that end, this paper examines the various challenges
related to data sharing and cooperation, and provides recommendations for
increased trust, fairness, and compliance with all legal requirements.|[3]
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Ethical principles in research form foundation of work, reliability and credibility,
as well as the trust in scientific community. They make sure that research does
not infringe on the person and group respect, autonomy, and crucial for their
wellbeing. Through ethical standards and principles, the rights of participants are
protected; their privacy and Identity kept secure; and the principle of ‘Do No
Harm’ as well as ‘Do Good and minimize harm but maximize benefits’ is achieved.
The presented ethic standards are especially important in fields such as
healthcare, where patient medical records are used as sources for the research.
Since the data with which medical personnel deal with include diagnostics,
treatment, and clients’ history, such data should be protected. Any misconduct in
ethical standard therefore can easily lead to harm of people involved in the
research and may also lead to loss of confidence in the research fraternity by
people thus reducing willingness of people in research practices.[4]In addition,
ethical standard promotes the qualities of the result obtained in research such
that it is believable and could be repeated. Cheating in research includes
falsifying data, embezzlement or failing to respect informed consent deprives
research of credibility and reliability as it provides wrong information, which may
have negative impacts. For instance in clinical research, unethical practice yields
in the release of dangerous medical practices or could expose people to useless
treatments. Ethical research practices also serve a purpose of accountability
Since researchers must declare their sources of funding, the things that may
cause bias or conflicts of interest, it is instrumental in encouraging fairness in
scientific research. The research community, research institutions, and the public
equally benefit from such accountability because it encourages cooperation and
the sharing of resources on knowledge production processes.[5,6]

Besides the participants and the quality of research, ethical principles serve as
the main factor regulating the existing research with reference to the society’s and
legal norms. Scientific faculty has to deal with multiple ethical issues: self-
fulfillment and inter- individual relations; conflicts of interest; social responsibility
and impact of new technologies in the context of the increasingly questioning of
research benefits, including topics such as artificial intelligence or genetic
engineering. For example, where patient medical records are incorporated into big
data repositories that feed into Machine Learning applications, issues of data
privacy, data justice, and even potential abusive uses of the data are an issue. To
these challenges, it is possible to respond in an affirmative manner by showing
how acting ethically in accordance with certain norms facilitates the production of
benefits and minimizes harm to subjects. In addition, E-Research also serves the
interest of promoting ethics in scientific research as well as asserting the ethical
imperatives of researchers as guardians of the public interest and good.[7]ethical
standards in scholarly research eruote the significance beyond scholarly circles
and cut across other facets of life. These principles drive the policies, regulations
and general norms which people have about science. Each time the researchers
embrace ethical conduct, they show the basic human values of honoring the
participants’ rights as human beings, and the overall societal benefit that
scientific endeavor should espouse to enhance the value of its benefits to the
society.[8]
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Issues Pertaining to Privacy

Privacy and confidentiality form core values of research especially when is
involved with details of patients’ information. These principles are necessary to
avoid the community suffering from resultant vices such as identity theft,
stigmatization or discrimination from the misuse of their personal information.
Privacy protection in the context of medical studies mean that such individual
patient data is protected and released to only such other people as have the right
to have access to it for research purposes. As a result, the legal and ethical
regulation of studies means that researchers have to follow legal and ethic
requirements of laws, for example, in the United States the Health Insurance
Portability and Accountability Act (HIPAA), and in Europe the General Data
Protection Regulation (GDPR). These frameworks give an indication on how to
handle patients data in terms of collection, storage, and sharing without
infringing on patient’s rights.[9]

Measures of ensuring in their work concealment include rigorous data protection
measures for maximum seclusion of information such as in the use of encryption
for information, secure database, and restricted platform to access information.
Further, the data contains identifiers such as name and address, or medical
record numbers are completely removed from the data to eliminate re-
identification of the individuals. Though, anonymization is not sufficient, as there
are ways to identify individuals in contemporary datasets given particular
attributes enhanced by artificial intelligence techniques. This raises a key issue
which many scholars face in executing their research; how best can one ensure
that large samples are used in a research but at the same time ensure that the
identity of the participants is protected.[10,11]|There are also privacy issues in the
dissemination of the research results obtained from the data collected. The
authors of any study are ethically responsible for protecting identities of
participants, when disclosing the results of their investigations. For example,
while writing case studies or qualitative analysis where quantitative data involving
human subject may be presented in form of narratives the subject should be
disguised. In addition, partnerships between two institutions or two countries
require other measures to ensure that data sharing procedures meet differing
legal and ethical requirements. Research utilizing cloud storage or computerized
systems for medical record storage can have the potential for threats and
breaches, as such the researcher has to be cautious.[12]Last but not the least;
confidentiality and private to the last detail, is highly important in sustaining the
public’s confidence in the research. From the study, patients are willing to allow
their health records to be used if they are assured their data will be managed with
appropriate concern and ethical manner. Scientific research requires this trust
because it enables researchers to obtain data from numerous and rich sources
needed for study results. Scholars often face new privacy concerns and should
refrain from engaging in old practices that are no longer safe for participants’
rights and ethical integrity. Maintaining confidentiality and privacy in research,
scientists do respect the person and dignity and advance the ethical aspect of
science.[13]



3833
Informed Consent: Fundamentality Of Ethics

Informed consent is one of the critical ethical requirement in conducting research
that seeks to utilize human subjects in experiments, test, studies and the like. It
is going to embrace the principle of autonomy which simply emphasizes that a
person has a right to make self-governing decisions in connection with his or her
body. It’s important to get proper consent, especially when a patient medical
record is involved, as such records must contain only personal and health related
info. According to the participants, they need to make sure they are aware about
the uses, users, and security of data they share with the application. This process
however can engender the participants so that they can be in a position to decide
whether they should submit their information for research or not. [14] They
rightly pointed out that getting informed consent is not just about having
participants fill and sign a document. It refer to the openness and clarity of
research information exchange between researchers and participants. Information
has to be given in a form so that people can comprehend them without having
intensive learning background and without struggle due to the difference in their
culture. Informed consent demands that participants are not forced to participate
and that they are freely able to withdraw from each study at any time. This is
especially important in special classes of persons such as the children, the elderly
and those whose mental health is not sound to give a proper informed consent for
research, extra precautions may be needed to ensure true informed consent was
given by the patient.[15]

Informed consent for research incorporating outpatient records can be seen as
dynamic in part, most of the time particularly in situations where an investigation
continues over a long period of time, or in circumstances where information
gathered from patients’ records form the basis of additional research. CMS
guidelines require that researchers to seek fresh permission where the purposes
of the research will be expanded or where the information will be conveyed to
other people. This continuous process reemphasizes the ethical requirement of
engaging the participants and involving them in the decisions concerning use of
their information. For example, suppose patient medical records data is to be
used in a multinational study; participants have to be told the meaning of this,
possibly, how data on them will operate under the Aegis of different privacy laws
of the world. [16]Self imperative also plays a very important role in maintaining
and enhancing the relationship between the researcher and the participant in
that the Principle of Informed consent enhances trust. If people feel they are in a
position to decide on their own without interference, they will feel happier.[17,18]

Data Anonymization as the Measure of Privacy Protection

De-identification is an important step in any study where attempt is made to
make the data unsuitable for identification of the individuals involved in it. It is
most relevant when dealing with large data files which contain private information
on clients like patients to retain their anonymity while at the same time allowing
scientists to analyze the data they need. Database anonymization is usually a
process of data obscuring where names, addresses, social security numbers and
other attributes that may be used to identify an individual or group of individuals
are either deleted or encrypted, or, in the case of other attributes, where large
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groups of attributes are combined or their true values hidden. Since the data
cannot be linked back to particular individuals, then anonymization can be seen
as serving a purpose of putting privacy concerns at par with the concern to use
data for research in a rightful way.[19]

The Need for data anonymization has increased with the use of big data and
analytics in research work. In healthcare, it established that patient medical
records offer unique source of information in disease and treatment process; as
well as for identifying general health trends. Nonetheless, if anonymized correctly,
only risks of sensitive information disclosure to a third party are retained while
the anonymity of a patient could be perilously breached in cases where data is
linked with other sources. For example, if some registry or bibliographic database
can be linked with another database containing personal profiles from the social
networks, the data can be reconstructed in order to identify an individual. This
underlines the presence of other anonymization techniques referred as k-
anonymity, 1-diversity, and differential privacy of anonymizing that are aimed
reducing re-identification risks while at the same time enhance the data
usefulness. The capabilities of the data analytics technologies are increasing, and
researchers need to cautiously respond to their advances and update their
anonymization practices.[20,21] In addition to its technical function, data
anonymization has an equally if not more important ethical/ legal function in
research. Laws such as the General Data Protection Regulation in Europe, and
the Health Insurance Portability and Accountability Act in United States set more
or less legal standard of handling personal information. According to these
frameworks, most of the data are anonymous and therefore can easily be released
to the public or put into research without much of a problem concerning privacy.
However, it is often difficult to achieve fully anonymized data and this may
become a question of the trade off between loss of detail in the data and the level
of identification risk. The researchers also need to be careful so that the
anonymization process that is being adopted may not bring in biases or
inaccuracies which can mess up the research results.[22]

In addition, data anonymization increases confidence between the researcher and
the participant, so even more participants contribute to the study. People will be
more inclined to provide permission to the usage of their information if they will
be informed that their identity will be concealed. This trust is especially high in
fields like healthcare because big and diverse datasets are crucial to pushing the
boundaries in healthcare knowledge and outcomes. It also helps ethical sharing of
data between the institutions and across different countries, as the researchers
working with different jurisdictions can anonymize their data and share because
they understand that their laws are different. For instance, identified data can
help to combat worldwide threats, including pandemics or to find out more about
the factors of rare diseases, when data collection from different sources is
required.[23] data anonymization, is one of the cardinal practices in ethical
research especially within hi-g settings such as patient electronic records. It
ensures that people, if not all, have their privacy ensured while at the same time
allowing researchers to ask question that are central to society’s progress and
come up with results that would benefit people. Yet, authors have to keep
developing their anonymization strategies for addressing emergent challenges,
thus proving their interest for ethical academic practice and correct data usage in



3835

science.. Since the focus is placed on anonymization, the rights of participants
are protected, the public is confident in the outcomes, and science and knowledge
continue to be developed while respecting peoples’ density and privacy.[24]

Regulations governing the records of patients This section seeks to answer
the following questions:

Polices and laws concerning patient data are crucial in safeguarding and
promoting the proper use of all patient medical data in all realms of human life
and research. Such frameworks set clear principles on how the data of patients
should be acquired, secured, retrieved, and used so as to respect rights and
individual privacy of those patients. Among the purposes of such regulations is to
protect the personal health information from misuse for purposes that include
discrimination, stigmatization or breach of confidentiality. Moreover, all these
frameworks offer a basic framework within which patients, providers and
researchers may establish trust for patients’ information to be well handled and
protected.[25]HIPAA in the United States, or GDPR of the European Union are
examples of a set of laws that are the foundation for the regulation of records
belonging to patients. HIPAA for instance requires that anyone in healthcare,
insurance, and other industries protected PHI to observe set administrative,
physical as well as technical measures. It also need the consent of the patient for
data sharing and also has provision for penalties for non compliance. On the
other hand, GDPR is wider in its scope that regulates processing of any personal
data, including health-related data of the subjects residing in EU or those
Europeans affected while in Member States. It includes basic concepts like
openness, proportionality, and responsibility; it provides individuals more ability
to manage their data through mechanisms of rights like information, correction
and deletion.[26]

Especially in the context of medical research, they may define circumstances,
under which patient data can be used without consent, e.g. for public health
epidemiology, or if data sensitivity has been reduced to a certain level. For
example, HIPAA’s Privacy Rule permits the disclosure of PHI to satisfy particular
purposes, including receiving an authorization waiver from an IRB or Privacy
Board. As with first level research, GDPR allows data processing for research
purposes but only under what it considers appropriate measures such as
anonymization. These exceptions shed light on the precise balance that is in the
middle of which regulations are made to be in relation to the discoverability of
scientific information, as well as respecting the privacy rights of persons.However,
most nations also have general legal requirements or rules that apply to issues of
patient data management in research even as they address specific regulatory
frameworks for clinical research. For instance, in the United States, ethical issues
are regulate by the Federal Policy for the Protection of Human Subjects known as
Common Rule that work hand in hand with HIPAA. Some countries may have
general codes like the National Health Service (NHS) Code of Practice for the UK
and contains practical working procedure for managing health data
legally.[27]Nonetheless, the application of these frameworks might be challenging
primarily because of the issues concerning data sharing across border in research
that cuts across legal systems of different countries. For instance, even though
HIPAA addresses confidentiality mainly in the context of PHI, GDPR applies to all
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the processing of personal data irrespective of the location of the organization
processing it. These factors present a lot of challenges such to researchers and
institutions and may at times demand legal counsel to be observed.
Noncompliance with these principles leads to severe legal and financial
consequences soon and loss of the public’s confidence in research
organizations.[28,29]

Finally, legal and regulatory aspects of patient records constitute a very
significant part of ethical use of both paper and electronic records in health care
provision and research. They put measures as barriers to privacy while facilitating
access the information for important health care and research uses. These
frameworks have now to adapt to new issues like artificial intelligence and big
data due to the progress of technology and data analytics. Thus follows that by
observing to these regulations, investigators and physicians shall be in a position
to observe ethical standards, to encourage public confidence and to play our part
in the progress of science and of medicine in the right manner.

Balancing Research Benefits and Patient Rights

This paper has shown that the problem of striking a balance between research
and patient’s rights is one of the major ethical issues in healthcare and medical
research. On one end, the utilization of patient medical records can help develop
fresh knowledge and effective treatments and contributing to the improvement of
health for the common populace. On the other, the rights of the patient to
privacy, self-rule, and consent should not be violated due to distrust to personal
or other’s harm. Balancing these two aims is possible only by bringing into effect
an approach that is aware of both the scientific missions and the ethical
imperatives.[30]If patient information is used in research the gains are numerous
and revolutionary. Full clinical records enable the study of diseases’ distribution,
treatment outcomes, and possibility of individual treatment plans. For instance, a
huge database has played a significant role in different diseases with genetic and
environmental determinants like diabetes and cancer. Furthermore, records of
patients have been of great importance in surveillance and investigation of
communicable diseases and for measuring the effect of government legislations.
Without such data many of these advances wouldn’t be possible. Nevertheless,
these kinds of benefits cannot be achieved while compromising the rights of the
patients which are provided in ethical and legal norms.[31]

Patients have rights to privacy and confidentiality, this is especially so in the case
that health information is sensitive. Privacy violation in an unauthorized or a
misuse of medical records can lead to harm such as stigmatization,
discriminations or emotional harm. In order to safeguard these rights researchers
have to ensure proper measures to protect the data, including anonymization,
data encryption, and properly storing it so that data breaches are less of a
likelihood. Second, copyright law is as a valuable supplement, as the rights of
patients must be protected to the greatest extent possible with regard to the use
of their data in research; the principle of informed consent is another important
requirement, which guarantees that patients will know the purpose for which
their data will be used, as well as the rights and freedoms pertaining to research
subjects. Concerning patient’s self-Managed preference, this approach not only
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meets Ethical requirements but also enhances patient’s confidence, hence
participation and data sharing among the research fraternity.[32]

These interests also need be balanced taking into account the concerns of
regulations and the law. For example the EU General Data Protection Regulation
or the US Health Insurance Portability and Accountability Act both regulate the
use of patient data and concern itself with a balance between ethical research use
of patient data and autonomy of individuals. Such frameworks can have
provisions for exigent circumstances such as probably pandemic situations where
the rewards of research may overshadow need to follow the consent formalities to
the extremity. Nevertheless, certain standards have to be maintained so that
patient rights are not sufficiently prejudice during such choices.[33,34|the
emergence of a large number of databases and artificial intelligence has
introduced new conditions to this balance. Modern technologies can provide
solutions and make desirable predictions from enormous patient datasets that
would have been impossible just a few years ago; however, these technologies can
threaten patient privacy and consent. For instance, it has become possible to
identify de-identified data especially using other databases into which such data
is merged and this erodes on traditional principles of privacy. There is thus need
for researchers to embrace dynamic ethical approaches and tools including
differential privacy and secure multiparty computation to combat the challenges
while preserving on their research.[22]it is very much a work in progress to find
the right calibrations between the assessed benefits of research and patient
rights, with constant discourse between researchers, policymakers and society.
Being clear about why, how, and what research is being done is important to
gaining the public’s trust and to making sure that patients consider themselves
valuable members of the research team. Another important feature is that the
scientific studies of ethic research should be approved by ethic boards and
according to institutional regulations preceding the recognition of these projects.
By walking this tightrope, the research community will be able to make real
progress in medicine while also preserving the worth and the rights of the people
whose contribution makes such progress possible. [23,24]

Potential Ethical Challenges in Data Sharing and Collaboration

In this case, data sharing and collaboration are some of the essential activities in
progress towards enhancing medical research and future health care services, but
they present the following ethical issues: The interdisciplinary and cross-
institutional and international aspect of big data promotes innovation, allows for
the conduct of large scale studies, and increases the possibilities to replicate the
studies. But with it comes certain challenges such legal considerations
particularly in areas like privacy or consent or provenance and responsibility
which if not well handled compromise the trust of research participations.
[25,26]Thus, one of the most pressing ethical questions concerning data sharing
is how to protect patients’ identity. Medical records are often invasive personal
records, and sharing them across different systems raises the privacy stakes of an
attack or a breach. Sometimes data is collected and anonymized, nevertheless, a
re-identification can be made with the aid of other ‘open’ data sources. This risk is
more apparent in big data and artificial intelligence in which powerful algorithms
can establish patterns that are likely reveal particulars about a person. To avoid
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any of these risks, researchers need to adopt more enhanced approaches like
differential privacy or secure data enclaves. However, such measures are also
know to make the process of data analysis more challenging, where both
abstractions provide relative privacy protection while preserving data
utility.[27,28]

Another daunting task will be to achieve informed consent especially where data
sharing is concerned. In some cases, patients may sign a consent to let their data
to be used in a particular research but this doesn’t include other uses or further
studies. Secondary research or secondary analysis may include a population that
provided data for one purpose and without prior knowledge about other usage. In
response to this, some people suggest converting broad or tiered models, whereby
patients consent for various uses of their data. But, such models should not
undermine patient self-determination and, therefore, must be coupled with
openness. [29]Ownership and control of data are another issue of ethical interest
that emerges when working collaboratively. Assigning ownership of the data and
controlling access rights and usage or sharing rights are often disputed especially
in multi site or multi country studies. Disputes over data ownership are likely to
result in delays, conflicts, and unfair distribution of resources especially where
institutions from hi-income and low income countries are involved. The
exploitation may ensue from differences in power relations where the researchers
from institutions of higher resource endowment stand to benefit hugely from data
collected in comparatively disadvantaged environments. Implementing ambient
privacy and distribution means to maintain oversees are a key to cultivate
accountable and co-beneficial research partnerships. [30]

Conclusion

The issues like data sharing, data collaboration and collection are seen ethical
issues for the medical research and this is because the researchers need to
balance between the medical advancement and the rights of the patients.
Necessary preconditions for addressing the most important problem areas such
as privacy, informed consent, data ownership, and accountability include
proactive approaches and adequate governance solutions. As such, researchers,
institutions, and policymakers have to find common ground in establishing fair,
open, and culturally sensitive use of data that will be comprehensive and error-
free. In this way, the research community is able to build the public and
stakeholder trust, support mutually beneficial collaborations and maximize the
benefits of data sharing to everyone’s benefit in enhancing the global health of
societies. Lastly, ethical collaboration serves research by promoting the basic
values of respect, fairness and integrity in medical science .
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