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Medical Whistleblower Advocacy Network (MWAN) acts as a grassroots advocate for
human rights for disabled persons and other individuals. MWAN provides information,
referrals, and also direct human rights defender advocacy services. MWAN has allowed
victims of human rights violations to directly tell their own stories, assisting them when
necessary with their time lines, helping them access documents, and doing research and
analysis of their situations. MWAN also works with other NGO organizations to advocate
for the rights of the disabled and promote the protection of human rights.

I. Introduction : Threatened Deportation of Persons with Medical Deferred-action
Cases
1. The Trump Administration suddenly decided on August 7, 2019 to revoke or modify
procedures that have allowed certain immigrants to remain in the United States on
humanitarian grounds including ethical considerations related to The Common Rule and
the ICCPR. U.S. Citizenship and Immigration Service (USCIS) mailed notices saying
the agency will no longer consider most deferrals of deportation for people with serious
medical conditions. There was no public announcement of this policy change and thus no
chance for public comment. The U.S. Congress was also not informed prior to the policy
change.
2. The United States Citizenship and Immigration Services has now altered the medical
“deferred action” policy which permitted immigrants with medical needs to avoid

deportation while they or their relatives were undergoing lifesaving medical treatment.
USCIS receives about 1,000 deferred-action applications related to medical issues each
year. Some of the cases were immigrants who were participants as human subjects in
important medical research and thus subject to human rights protections under The
Common Rule. One immigrant was a human subject in research on a very rare genetic
disease called Maroteaux-Lamy Syndrome, also known as Mucopolysaccharidosis Type
6 (MPS-VI). This USCIS policy change affects the most vulnerable immigrants, patients
who would die without their life-saving treatment, children being treated for cystic
fibrosis, sickle-cell anemia, heart defects, spina bifida, neuromuscular disease,
respiratory distress syndrome, cancer and other medical conditions. The deferred action
policy also was applied to crime victims who have helped law enforcement, and
caretakers or relatives of sick children to remain in the U.S.A. Women can also apply for
deferred-action based on the Violence Against Women Act. DACA or Deferred Action
for Childhood Arrivals which was announced by President Barack Obama in 2012, is
another form of deferred action.
3. According to the U.S. Citizenship & Immigration Services (USCIS), “deferred action”
is a discretionary decision to temporarily postpone the removal from the United States of
a person who is illegally present. In the deferred action cases determinations are made
by the Department of Homeland Security on a case-by-case basis. Medical Deferredaction cases are granted on a case-by-case humanitarian grounds. Discretionary
decisions are to be based on the totality of the evidence and circumstances. Such cases
had been decided based on the discretion of career USCIS employees, including, but not
limited to considerations similar to the Department of State’s consideration of B-2 visas,
when such visas are requested for medical purposes. Deferred action does not grant an
alien lawful immigration status, nor does it excuse any past or future periods of unlawful
presence.
4. On August 7, 2019 the U.S. Citizenship and Immigration Services (USCIS) began
notifying individuals that they no longer were considered a deferred action case and they
needed to leave the U.S.A. within 33 days. For many of these immigrants, deportation
would be life endangering, as the medical treatment they need is not available in their
home country. According to the recent USCIS notice, deferred action requests would
now be processed by U.S. Immigration and Customs Enforcement (ICE) in the future.
This change in the procedure would mean that an individual seeking deferred action
would have to go through full removal proceedings and receive an order of removal,
before being considered for deferred action.
The Trump administration's Executive Orders and DHS fact sheets have expanded
enforcement priorities. The new orders have not delineated humanitarian factors to be
considered for deferred-action cases. Thus, immigrants who received deportation
notices had little faith that ICE would process their applications with the same
compassion or proper humanitarian consideration as USCIS. Unfortunately, there is no
appeals process for a decision to deny or terminate deferred action. On September 19,
2019, because of pressure by U.S. Congress members, and the public, the Trump
administration announced that it would reinstate the policy of granting temporary
reprieve from deportation for immigrants facing life-threatening medical conditions and
other humanitarian circumstances. USCIS confirmed that it would "revert" to the

adjudication guidelines that had been in place on August 6, 2019. A USCIS official also
said the agency had already reopened about 400 petitions it had denied this summer. But
immigrants and their families still wait anxiously for further notice of whether their loved
one will be deported.
II. Legal Basis
6. The Nuremberg Code and the related Declaration of Helsinki delineates what is
considered ethical conduct for human subjects’ research and forms the basis for the US
Code of Federal Regulations - Title 45 Volume 46 (The Common Rule). The
International Covenant on Civil and Political Rights covenant was adopted in1966 and
put in force in 1976, and is monitored by the United Nations Human Rights Committee.
The ICCPR is part of the International Bill of Rights. Article 7 of the International
Covenant on Civil and Political Rights, states “no one shall be subjected without his free
consent to medical or scientific experimentation.”
7. The International Ethical Guidelines for Biomedical Research Involving Human
Subjects, promulgated by the Council for International Organizations of Medical
Sciences, define how the principles of the Declaration of Helsinki can be applied to
human subjects of medical research.
8. Human subject research includes experiments and observational studies in basic
biology, clinical medicine, nursing, psychology, and all other social sciences. The
Congress of the United States of America ratified the ICCPR including Article 7. The
United States Congress has also implemented Article 7 of the ICCPR in domestic
legislation to protect human subjects from non-consensual experimentation – The
Common Rule (45 CFR Part 46). The United States Congress clearly intended to protect
human subjects by the following actions 1) Ratifying the ICCPR (including Article 7), 2)
Holding extensive discussions regarding the ethical need for human subjects protections,
3) Publishing The Belmont Report and 4) Legislating The Common Rule.
9. The Convention on the Rights of Persons with Disabilities (CRPD) was signed by the
President of the United States, Barack Obama. The UN Convention on the Rights of
Persons with Disabilities was adopted to promote, protect, and ensure the full and
enjoyment of human rights and fundamental freedoms by all persons with disabilities and
to promote respect for their inherent dignity. Article 12 of the CRPD affirms the equal
recognition before the law and legal capacity of the persons with disabilities. Article 13
of the CRPD affirms the effective access to justice for persons with disabilities. Article 25
specifies that "persons with disabilities have the right to the enjoyment of the highest
attainable standard of health without discrimination on the basis of disability." The
Convention on the Rights of Persons with Disabilities (CRPD) also protects the integrity
of the person. Article 17 of the CRPD states that every person with disabilities has a right
to respect for his or her physical and mental integrity on an equal basis with others.
III. Background/ U.S. Compliance
On July 12, 1974, the United States National Research Act (Pub. L. 93-348) was signed
into law, there-by creating the National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research. One of the charges to the Commission

was to identify the basic ethical principles that should underlie the conduct of biomedical
and behavioral research involving human subjects and to develop guidelines which
should be followed to assure that such research is conducted in accordance with those
principles. In carrying out the above, the Commission was directed to consider: 1) the
boundaries between biomedical and behavioral research and the accepted and routine
practice of medicine, 2) the role of assessment of risk-benefit criteria in the determination
of the appropriateness of research involving human subjects, 3) appropriate guidelines for
the selection of human subjects for participation in such research and 4) the nature and
definition of informed consent in various research settings.
11. The Belmont Report (1976) is a formal statement by the United States government
regarding the ethical standards and accepted legal norms regarding the use of human
subjects in medical, behavioral or scientific experimentation. The Belmont Report, which
took nearly 4 years of deliberations, summarizes the basic ethical principles for research
with human subjects. It is a statement of basic ethical principles and guidelines to
consider in the use of human subjects in research. It was published in the U.S. Federal
Register so it could become ethical guidance for U.S. researchers, scientists,
governmental employees and Institutional Review Boards (IRB).
12. The Belmont Report identifies three basic ethical principles that are particularly
relevant to the ethics of research involving human subjects: the principles of respect of
persons, beneficence and justice 1) The Principle of Respect for persons thus divides
into two separate moral requirements: the requirement to acknowledge autonomy and the
requirement to protect those with diminished autonomy. 2) The Principle of
Beneficence means that persons are treated in an ethical manner not only by respecting
their decisions and protecting them from harm, but also by making efforts to secure their
well-being. 3) The Principle of Justice demands that the advantages of the medical
research not only be available to those who can afford them, but that such research should
not unduly involve persons from groups unlikely to be among the beneficiaries of
subsequent benefits of the research. Unfortunately, the burdens of serving as research
subjects has historically fallen largely upon poor, socially disadvantaged groups like
prisoners, welfare patients, institutionalized patients, and racial and ethnic minorities.
This may be because of their easy availability, their compromised position, or their ability
to be manipulated. The benefits of the research and improved medical care flowed to the
higher economic status patients. Those who participate in the medical research and bear
the burden of potential harm have the right to benefit from the new medical treatments
and improved medical care made possible by their volunteering. An injustice occurs
when some benefit to which a person is entitled is denied without good reason or when
some burden is imposed unduly.
13. The United States has accepted ethical standards related to scientific or medical
experimentation on human subjects and our moral obligations to human subjects by
promulgating federal laws – The Common Rule – “The Federal Policy for the Protection
of Human Subjects.” The Common Rule (45 CFR Part 46) was adopted in 1991. The
Federal Policy for the Protection of Human Subjects or the “Common Rule” was codified

in separate regulations by 15 Federal departments and agencies. The United States
Department of Health and Human Services (HHS) regulations 45 CFR part 46 governs all
federally-funded research in the United States.
14. Medical practice is meant to enhance the well-being of an individual patient or client
and is expected to have a reasonable expectation of success. The first rule of medicine is
Do No Harm. Within clinical medical practice, physicians are ethically required to obtain
free prior informed consent for any treatment. Free prior informed consent for treatment
is especially important when a clinician departs in any significant way from standard or
accepted practice, or utilizes a medication that the FDA has not approved for that use.
Failure to obtain proper and legal free, prior and informed consent is considered medical
malpractice. The process of obtaining consent must involve three elements: information,
comprehension and voluntariness. Consent obtained by deceit, misinformation, or
coercion is not legally valid. Information supplied in English to a patient whose only
language is Spanish does not comply with the comprehension aspect of informed consent.
Providing information only in very detailed scientific terminology that is not understood
by lay person, is also not complying with the comprehension aspect of informed consent.
Without free prior informed consent, experimental treatment on human subjects is
prohibited by U.S. law. Thus, it is the responsibility of medical practice committees to
demand that the ethical principles of the Belmont Report are applied and human rights of
patients are protected.
15. Unfortunately there has been a pattern of discrimination towards vulnerable
populations worldwide being utilized for medical experimentation by U.S. researchers.
Beginning in 1946, the United States government conducted medical research on more
than 5000 uninformed and unconsenting Guatemalan people who were intentionally
infected with bacteria that cause sexually transmitted diseases.
Many have been left
untreated to the present day. The researchers knew of the harms that they caused.
Although the US Presidential Commission for the Study of Bioethical Issues found the
Guatemalan experiments morally wrong, little if anything has been done to compensate
the victims and their families. U.S. President Barack Obama apologized in 2010. The
Guatemalan government issued a separate report, Consentir el Daño: Experimentos
Médicos de Estados Unidos en Guatemala (To Agree to the Harm: Medical Experiments
by the United States in Guatemala), which went beyond the US reports to state that the
experiments were “a crime against humanity” and that racism and discrimination were
present throughout the experiments in an explicit and conscious way.
16. It is a violation of the principle of U.S. Justice to discriminate against persons based
on their race, color, national origin, or socioeconomic position. This is especially
important when research deals with minority and medically vulnerable populations, such
as are necessary for medical research into rare diseases. These medically needy
individuals are clearly unique, thus the possible harm of the medical experimentation
weighs more heavily on them than on persons in the general population. Individuals who
volunteer with informed consent to participate in medical research should be afforded
care after the experiment is over, otherwise the use of them as human subjects is just

exploitative, and certainly is a violation of both U.S. law and international human rights
standards.
17. The Trump administration's goal of deporting persons who had previously been
granted medically deferred-action status prevents those vulnerable patients the right to
the continuation of their experimental medical treatment. It constitutes the use of a
particular group of medically vulnerable persons as human subjects, without
consideration of their welfare, and thus violates substantive human rights and
procedural norms.
18. Under the Principle of Justice, if you bring immigrants to the United States so that
they can become human subjects in a medical research program, those same immigrants
should be afforded equal protection under U.S. law as human subjects. It is the ethical
obligation of the United States, as a nation state, to prevent the exploitation of human
subjects for medical experimentation and to ensure that human rights values are
maintained for those patients brave enough to participate in a medical research program.
The Trump Administration's hasty decision to deport patients currently under treatment
by medical research programs is a violation of The Common Rule. The threatened
deportation order disregarded the ethical values contained in The Belmont Report.

IV. Recommendations:
19. The U.S. Citizenship and Immigration Services (“USCIS”) should continue to
process deferred action cases for these vulnerable persons.
20. The administration processes should be more transparent, so that vulnerable
immigrants, patients and their advocates know how to advocate for their human rights.
21. The U.S.A. should honor the ethical, moral and human rights values stated in the
ICCPR (Article 6 & 7), The Common Rule and the Belmont Report.
VI Conclusions:
22. In the U.S. Presidential Commission for the Study of Bioethical Issues its Ethically
Impossible report addressing the Guatemalan experiments, the Commission expressed
the need to be ever vigilant to ensure that such reprehensible exploitation of our fellow
human beings is never repeated. As such, it is critical to adopt legal and ethical reforms
to provide treatment and compensation for individuals involved in improperly conducted
human experiments, waive sovereign immunity for federally funded human research in
the United States and abroad, ensure that parallel protections apply to privately funded
research, and respect autonomy and equality for all.

