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Abstract
A crucial ethical and legal prerequisite for clinical research is informed consent, which 
ensures the autonomy of participants and protection from coercion. However, where 
clinical trials involve survivors of sexual violence, the application of informed consent 
principles becomes deeply challenging. Survivors often experience significant psy-
chological trauma, societal stigma, and structural inequalities that compromise their 
ability to provide free and fully informed consent. These issues are especially relevant 
in India, where cultural, legal, and institutional barriers further complicate the ethical 
conduct of clinical trials involving such vulnerable populations. This paper explores 
the complexities of truly informed consent in Indian clinical studies on sexual violence 
research and analyzes the effectiveness of national regulations, such as ‘the New 
Drugs and Clinical Trials Rules, 2019,’ and international guidelines, such as the ‘Decla-
ration of Helsinki’ and the ‘Council for International Organizations of Medical Sciences’ 
(CIOMS) guidelines. The paper also examines judicial interpretations of informed 
consent in clinical research, highlighting landmark Indian cases and global best 
practices that can appraise policy reforms. By advocating trauma-informed consent 
procedures, strengthened legal regulations, and survivor-centric ethical standards, 
this study aims to achieve a more equitable framework for conducting clinical trials 
with survivors of sexual violence. It thus highlights the need for a balanced approach 
that maintains both the scientific validity of research and the dignity and rights of 
participants, ensuring that consent remains a genuine expression of autonomy and 
not a procedural formality.
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Introduction

Consent is built on four essential components: disclosure, comprehension, 
competence, and voluntariness.1 Disclosure refers to the adequacy and 

extent of information provided to participants, while comprehension ensures 
that they fully understand the information shared. Competence relates to an 
individual’s ability to provide consent, and voluntariness signifies that consent 
is given freely, without coercion or undue influence.2 Beyond being a formal 
requirement, consent serves to legitimize ethical considerations in research. 
Free and informed consent is the cornerstone of ethical research, functioning 
as an ongoing process rather than a one-time procedure.3 It requires that par-
ticipants fully grasp the study’s objectives, purpose, research design, methods, 
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tools, and how the results will be disseminated, 
thereby ensuring transparency and respect for their 
autonomy.

Informed consent is a fundamental value in clin-
ical research, ensuring that participants voluntarily 
engage in studies with full awareness of the risks, 
benefits, and alternatives. It is a process by which 
a medical practitioner informs a patient about the 
dangers, advantages, and available options of a 
particular treatment or operation.4 It is more than 
just merely signing a document; it is a way through 
which physicians and volunteers communicate 
between themselves. Patients retain the right to 
refuse or pull out their consent at any point during 
their treatment. Thus, this practice upholds patient 
autonomy, fosters trust among the participants 
and serves as a safeguard against unethical clinical 
conduct.5

The evolution of informed consent in the context 
of medicine stems from the creation of ethical 
standards and legal criteria that define the auton-
omy of the patient. Towards the beginning of the 
20th century, medical practice was “predominantly 
paternalistic in nature,” whereby physicians would 
make decisions on behalf of patients without reg-
ularly informing them of the process.[4] The notion 
of truly informed consent first surfaced through the 
landmark case of ‘Schloendorff v Society of New 
York Hospital,6 in which the court held that “Every 
human being of adult years and sound mind has a 
right to determine what shall be done with his own 
body, and a surgeon who performs an operation 
without his patient’s consent commits an assault 
for which he is liable in damages” (Lord Cardozo). 
Thus, the idea that patients must consent to medical 
procedures was established by this decision. After 
that, through several other judicial decisions, the 
concept of ‘informed consent’ was considered a key 
component of any clinical research involving human 
participants.  

However, in the middle of the 20th century, the 
occurrence of unethical medical experiments, such 
as the ‘Tuskegee Study of Untreated Syphilis in the 
Negro Male’ and the ‘Nazi human experiments 
during World War II,’ highlighted the urgent neces-
sity for rigorous consent standards.7 These incidents 
led to the creation of the ‘Nuremberg Code,’ the 

‘Belmont Report,’ the ‘Federal Policy for the Pro-
tection of Human Subjects,’ and the ‘International 
Ethical Guidelines for Biomedical Research Involv-
ing Human Subjects,’ which established informed 
consent as a core ethical principle in research 
involving human subjects.8 The process of obtain-
ing informed consent has progressed from merely 
acquiring a patient’s signature to a process focused 
on effective communication. The process now lies 
in making the participants understand the aims, 
objectives, and risks of the study surrounding them, 
thereby solidifying its role as a fundamental aspect 
of patient-centered care in medical ethics. However, 
the process of obtaining informed consent becomes 
particularly complex when the participants include 
survivors of sexual violence. The psychological 
trauma, power imbalances, and social stigma asso-
ciated with sexual violence create unique challenges 
in guaranteeing that consent is actually of their own, 
informed, and free from coercion.9

In the Indian context, the Drugs and Clinical 
Trials Rules, 2019, along with the Indian Council of 
Medical Research (hereafter, ICMR) Ethical Guide-
lines, provide a regulatory guideline for clinical trials 
in India. While these frameworks recognize the vul-
nerability of certain populations, they fail to explicitly 
address the distinct concerns of sexual violence 
survivors. Survivors of sexual violence frequently 
experience post-traumatic stress disorder (hereafter 
PTSD), depressive disorders, and anxiousness, which 
may affect their decision-making capacity.10 Addi-
tionally, many survivors participate in mental health 
and reproductive health studies, raising concerns 
about implicit coercion, privacy risks, and ethical 
oversight in such research.

This paper explores the intersection of informed 
consent, sexual violence, and clinical trials in India, 
analyzing the legal, ethical, and sociocultural 
challenges involved. By examining national legal 
frameworks, judicial precedents, and international 
best practices, it argues that in a diverse country 
like India, where clinical trials are rapidly increasing, 
survivors of sexual violence must be recognized as 
a ‘vulnerable population’ requiring additional legal 
and ethical protections. India should, therefore, 
move towards a more equitable and survivor-centric 
approach to medical research.
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Sexual Violence Survivors as a 
Vulnerable Population
Sexual violence survivors have substantial mental 
health effects on survivors around the globe.11 In 
clinical research, these groups represent a uniquely 
vulnerable population due to the profound physical, 
psychological, and social consequences of their 
trauma. Though international and national legal 
frameworks recognize the need for additional pro-
tections for vulnerable groups, these outlines often 
miss the mark in explicitly discussing the distinct 
encounters faced by survivors of sexual violence. 
The insertion of such individuals in experimental 
trials, particularly in studies related to mental health, 
reproductive health, and trauma recovery, raises 
significant ethical concerns regarding coercion, 
re-traumatization, and the validity of well-versed 
consent.12

The perception of ‘vulnerability in clinical trials’ is 
recognized in international ethical standards such 
as in the Belmont Report (1979), which highlights 
the need for additional safeguards when research 
subjects face power imbalances. Further, the Dec-
laration of Helsinki (1964, revised 2013) emphasizes 
special protections for individuals whose ability to 
give informed consent is compromised.13 In India, 
survivors of sexual abuse frequently suffer from (i) 
post-traumatic stress disorder (PTSD) and associ-
ated mental health issues, (ii) minimal support from 
healthcare workers, (iii) social stigma and cultural 
pressures that may prevent them from refusing 
participation, and (iv)economic dependency.14 And 
these challenges increase the risk of falling in the 
hands of coercion in clinical trials. However, they 
fail to get a special recognition under the Indian 
rules and regulations. For instance, the ICMR Ethical 
Guidelines (2017), which classify some groups as 
vulnerable populations, fail to specifically mention 
sexual violence survivors.15 Similarly, India’s New 
Drugs and Clinical Trials Rules, 2019, do not explic-
itly classify sexual violence survivors as a vulnerable 
group, despite their heightened risk of exploitation 
and emotional distress in research settings.

The lack of such recognition raises concerns 
about the adequacy of ethical oversight in research 
involving sexual violence survivors in India. To 

report these alarms, it is essential to integrate trau-
ma-informed consent procedures, which involve 
enhanced pre-consent counseling, ensuring sur-
vivors understand their rights and the experimen-
tal nature of research participation. Additionally, 
independent and efficient ethical review boards is 
required to assess trials involving sexual violence 
survivors, ensuring that recruitment methods do 
not exploit their vulnerabilities. 

The Intersection of Informed 
Consent and Sexual Violence 
Survivors in Clinical Trials
A key component of clinical research is informed 
consent, which entails informing study participants 
about the investigation and getting their volun-
tary consent to participate.16 It ensures autonomy, 
transparency, and voluntarism through clear infor-
mation, counseling, and researcher-participant 
collaboration, empowering independent decisions.17 

Individuals who go through traumatic events, such 
as elder abuse, domestic violence, sexual assault, 
ethno-violence, and others, may suffer from long-
term negative physical and psychological impacts. 
And so, for the participants of sexual violence, the 
process of giving well-informed consent becomes 
complex due to such psychological trauma, social 
stigma, and economic vulnerabilities, which may 
impair their autonomous decision-making. In India, 
a basic requirement is that a doctor cannot observe 
any victim or survivor without first obtaining their 
informed consent,18 yet the country fails to recognize 
sexual violence survivors as vulnerable in research 
explicitly. This section explores the psychological, 
ethical, and feminist legal dimensions of informed 
consent for survivors, emphasizing the need for trau-
ma-sensitive consent models and legal recognition 
to uphold their rights and autonomy.

Autonomy as a fundamental 
principle
At the core of informed consent lies the import-
ant principle of ‘self-determination and individual 
patient autonomy.’19 ‘Autonomy’ a foundational 
ethical principle in clinical research, affirms people’s 
right to freely and voluntarily choose whether or not 
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to participate in clinical investigations. Rooted in 
respect for persons, it ensures that participants have 
the freedom to provide or withhold consent based 
on full disclosure of relevant information, free from 
coercion or undue influence.20 This profound ethical 
principle was notably reinforced in a judicial ruling 
by Justice Cardozo in 1914, summarized in his mem-
orable pronouncement.21 In the context of survivors 
of sexual violence, autonomy takes on a complex 
and deeply sensitive dimension, as these individuals 
may face significant psychological trauma, societal 
stigma, and systemic barriers that impact their deci-
sion-making capacity.22 Trauma can affect cognitive 
processing and decision-making, making it essential 
that consent procedures are designed to be trau-
ma-informed, free from coercion, and respectful of 
the survivor’s emotional state.23 

Psychological and Ethical 
Challenges
As discussed earlier, patient autonomy and self-de-
termination lie at the heart of informed consent. 
However, as sexual survivors are themselves the 
victims of some heinous offenses, questions arise 
regarding their capacity to provide truly informed 
consent for procedures involving their bodies. As 
they suffer from various psychological ailments,24 
their participation may be motivated by their need 
to seek treatment urgently, leading to implicit 
coercion where the line between voluntary par-
ticipation and necessity-driven consent becomes 
blurred.25 This raises profound ethical concerns, 
requiring researchers to navigate the delicate 
balance between ensuring access to potentially 
beneficial research and protecting survivors from 
exploitation, undue influence, and re-traumatization.

Another challenge faced by the sexually assaulted 
victims is the trauma of the incident. Trauma pro-
foundly affects a survivor’s ability to make rational, 
autonomous decisions. Research often indicates 
that traumatic patients often exhibit symptoms of 
hypervigilance and heightened stress responses, 
which may compel them to make impulsive deci-
sion-making under perceived pressure, dissociation, 
and memory disturbances, affecting their ability to 
fully comprehend risk disclosures during informed 
consent procedures and dependency on medical or 

psychological treatment, making them more likely 
to consent out of necessity rather than free will.26 

Clinical trials focusing on psychotropic drugs, PTSD 
treatments, sexual and reproductive health inter-
ventions, and trauma recovery therapies dispropor-
tionately recruit sexual violence survivors.27 Without 
adequate safeguards, these studies pose risks of 
exploitation, where survivors participate not out of 
informed choice but due to a lack of alternatives. 

Feminist Perspective on Bodily 
Autonomy
From a feminist legal perspective, every person has 
the ‘right to make informed decisions about their 
reproductive health and choices’ free from outside 
pressure or interventions.28 Feminists further 
contend that this ability of women to make true 
choices relating to what should be done to their 
bodies also includes the opportunity to obtain safe 
and lawful choices about abortion. This ‘freedom to 
choose’ or, in other words, ‘bodily autonomy’ lies at 
the heart of women’s gender equality and women 
empowerment. [28, p. 13] This also includes the 
ability of a woman to withdraw medical interven-
tions without proper informed consent. 

Feminist scholars and activists assert that 
women’s autonomy over their bodies, medical deci-
sions, and reproductive rights is essential to gender 
equality.29 However, clinical research may result 
in gendered coercion, especially in reproductive 
health studies, where sociocultural pressures limit 
well-informed consent. Thus, these challenges call 
for survivor-centric models, ongoing consent pro-
cesses, community-based ethical oversight, and 
legal recognition of sexual violence survivors as 
vulnerable populations, ensuring special protections 
and promoting gender justice in clinical research.

Legal and Ethical Framework for 
Informed Consent in India
The idea of consent has changed over the past few 
decades, transforming itself from being ‘doctor-cen-
tric to patient-centric.’ Nowadays, informed consent, 
in every medical practice and clinical research, 
represents not only an ‘ethical principle but also a 
legal mandate.’30 It essentially requires the disclosure 
of relevant information by doctors, the intellectual 
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capacity of patients to comprehend their options, 
and the ability to make voluntary decisions free 
from coercion. Competence in providing consent 
includes understanding available options, evaluat-
ing personal costs and benefits, and aligning them 
with one’s values and priorities.31

The regulation of informed consent in studies 
involving human subjects began with the German 
Guidelines for New Therapy and Human Experi-
mentation (1931), which were among the first offi-
cial regulations addressing ethical considerations 
in medical research.32 These were followed by the 
Nuremberg Code of 1947, which emerged as a retort 
to the horrors of Nazi medical experiments. This code 
highlighted the necessity of free participation and 
informed consent in medical research.33 ‘The Dec-
laration of Helsinki’ (1964), approved by ‘the World 
Medical Association,’ reinforced the importance 
of freely given consent by ensuring that partici-
pants are sufficiently well-versed about the study’s 
objectives, procedures, expected advantages, and 
possible hazards.34 Despite these international safe-
guards, ethical violations continued, as seen in the 
Tuskegee Syphilis Study (1932-1972) in the United 
States, where participants were misinformed and 
denied treatment.35 Such unethical practices rein-
forced the need for stringent ethical regulations.

In 1979, the ‘Belmont Report’ presented three key 
ethical values for human subject research: ‘respect 
for individuals (autonomy), beneficence (maximizing 
benefits while minimizing risks), and justice (equita-
ble distribution of research benefits and burdens).’36 
Following this, the Council for International Organi-
zations of Medical Sciences (hereafter CIOMS) Guide-
lines, 1982, provided moral standards for studies in 
biomedicine across different cultural and regulatory 
contexts.37 The WHO Guidelines for Good Clinical 
Practice (1995) and the ICH-GCP Guidelines (1997) 
further strengthened ethical research practices, 
ensuring participant safety, informed consent, and 
the integrity of clinical trial data.38

In India, Article 21 of the Constitution guarantees 
the ‘right to life and personal liberty,’ which includes 
a patient’s autonomy and self-determination. This 
means that individuals have the right to withdraw 
medical treatment, except in cases of emergency sit-
uations where a doctor may provide necessary treat-

ment without prior consent. However, for consent to 
be legally valid, it must be informed, voluntary, and 
given by a competent individual. [33, p. 343]

The primary legal structure governing ‘informed 
consent in clinical trials’ is primarily outlined under 
the Drugs and Cosmetics Act of 1940, alongside 
subsequent amendments. In 2005, the government 
introduced significant reforms in Schedule Y of the 
Drugs and Cosmetics Rules 1945, which mandated 
an intricate informed consent procedure. Schedule 
Y summarizes the duties of clinical investigators, 
trial sponsors, and Institutional Ethics Committees 
to ensure that participants understand the nature 
of the study before enrolling. The Indian Council of 
Medical Research (ICMR), as the highest authority, 
has been instrumental in establishing moral stan-
dards for research involving human subjects. The 
ICMR Ethical Guidelines, first published in 2000 and 
later updated in 2006 and 2017, underline the core 
ethical ideologies of ‘autonomy, beneficence, and 
non-maleficence.’ These guidelines supplement the 
legal framework and ensure that informed consent 
remains a fundamental requirement in medical 
and clinical research.39 Further, the New Drugs and 
Clinical Trials Rules, 2019 impose stringent require-
ments for obtaining informed consent, including 
the requirement of providing all relevant details in a 
language that the participants can understand and 
the mandatory use of audio-visual recording for vul-
nerable groups.40 These rules aim to enhance trans-
parency and prevent coercion, requiring researchers 
to unveil details about the trial’s purpose, potential 
risks, alternative treatments, and reimbursement in 
cases of injury or death arising out of participation 
in clinical trials. 

However, the omission of the inclusion of sexual 
survivors as vulnerable populations in these guide-
lines raises concerns about the adequacy of ethical 
safeguards for individuals who have experienced 
significant trauma and may struggle with deci-
sion-making autonomy in clinical research settings.

Ethical challenges surrounding informed consent 
in India extend beyond legal compliance and involve 
deeper concerns related to power imbalances, coer-
cion, and the structural limitations of the healthcare 
and legal systems. Additionally, cultural, social, and 
linguistic barriers further impact the level of quality 
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of informed consent and its validity, particularly in 
a varied populace with fluctuating levels of liter-
ateness and healthcare awareness.41 Many clinical 
trial participants, especially those from marginal-
ized socio-economic backgrounds, may not fully 
understand the implications of their participation 
due to language barriers, medical complexities, and 
limited education. Furthermore, financial incentives 
offered in some trials can create situations where 
economically disadvantaged individuals enroll out of 
desperation rather than genuine voluntariness, thus 
compromising the integrity of informed consent.42A 
research study by DeCosta et al. conducted in a 
village in Haryana, India, found that most respon-
dents made decisions about clinical trial participa-
tion after consulting with community members.43 
The study also highlighted a significant level of 
implicit trust in the medical system among partic-
ipants, coupled with a lack of awareness regarding 
essential information required for informed consent. 
These conclusions underline the investigator’s 
critical obligation to ensure that participants fully 
understand the implications of their consent.44

A significant ethical concern in informed consent 
for clinical trials involving sexual violence survivors 
is the risk of re-traumatization. Trauma research 
has shown that survivors frequently experience 
hyper-vigilance, dissociation, and memory suppres-
sion, all of which can impact their ability to compre-
hend risk disclosures and thoroughly evaluate the 
consequences of their participation. In such cases, 
traditional informed consent procedures may not 
be sufficient to confirm that consent is justly vol-
untary and conversant.45 Without a trauma-sensi-
tive approach, there is a heightened risk of implicit 
coercion, potentially retraumatizing survivors. While 
India has an all-inclusive legal and ethical outline for 
informed consent in clinical trials, significant gaps 
remain in protecting sexual violence survivors and 
other vulnerable populations. 

Judicial Approach to Informed 
Consent in Clinical Trials in India
The Indian judiciary has been instrumental in 
shaping the current legal landscape of informed 
consent in clinical trials. Over the years, courts of 
justice have reinforced the fundamental right to 

‘autonomy and self-determination,’ emphasizing 
that informed consent is ‘not merely a procedural 
formality but also a substantive right’ essential to 
medical ethics and human dignity. The courts in 
India have repeatedly upheld that Article 21 of the 
Constitution of India, which protects the ‘right to 
life and personal liberty,’ also includes the ‘right to a 
well-informed consent.’ In ‘K.S. Puttaswamy (Retd) 
and Anr. v Union of India and Ors.,’46 the Supreme 
Court of law recognized the ‘right to privacy’ as 
an important fundamental right, reaffirming the 
principles of bodily autonomy, dignity, and personal 
choice as an integral part of it. These principles 
on the other side are crucial for valid informed 
consent in clinical trials. Similarly, in ‘Common 
Cause (A Regd. Society) v Union of India’,47 the court 
of law upheld the status of individual autonomy 
in medical decision-making, emphasizing that 
consent must be free and well-versed, particularly 
in medical and research settings. 

The judiciary has consistently underlined the 
need for knowledgeable decision-making in medical 
events. In the breakthrough case of ‘Samira Kohli v 
Dr. Prabha Manchanda,48 the Apex Court ruled that 
a patient’s consent for a diagnostic procedure does 
not extend to therapeutic interventions unless the 
patient expressly consents. [42, p. 164] Further, the 
Indian judiciary has been instrumental in expos-
ing and addressing unethical clinical trials where 
informed consent was either absent or improperly 
obtained. A notable instance is the Public Interest 
Litigation (PIL) filed by ‘Swasthya Adhikar Manch 
v Union of India’,49 before the Supreme Court. The 
petition brought to light large-scale unethical drug 
trials conducted on economically disadvantaged 
individuals without proper informed consent. The 
court expressed grave concerns over regulatory 
lapses and directed the government to strengthen 
the legal framework governing clinical trials, leading 
to the establishment of the New Drugs and Clini-
cal Trials Rules, 2019.50 Time and again, the courts 
have also recognized the importance of consent 
and autonomy in cases involving rights related to 
sexuality and reproduction. In ‘Suchita Srivastava 
v Chandigarh Administration’,51 the Supreme Court 
confirmed that a woman’s right to make reproduc-
tive decisions, including whether to have children 
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or not, is acknowledged as a component of her 
individual liberty under Article 21 of the Constitu-
tion of India.52 Similarly, in ‘Delhi Domestic Working 
Women’s Forum v Union of India and Others’,53 the 
Court highlighted the need to establish a supportive 
environment that not only ensures justice but also 
promotes the psychological and social rehabilitation 
of survivors of sexual assault. 

Despite these legal precedents, courts have not 
explicitly addressed how informed consent should 
be obtained from survivors of sexual violence in clin-
ical trials. In, India, a pertinent question often arises 
as to “how informed is the informed consent”? It 
is well known that there is typically a dependence 
between the patient and the physician; this is espe-
cially true in India, where economic and other ineq-
uities emphasize this dependence.54 The highest 
court of the country, in the landmark instance of 
‘Jacob Puliyel v Union of India,55 has underscored 
the critical necessity of obtaining informed permis-
sion from volunteers in clinical trials, highlighting 
the paramount significance of safeguarding their 
well-being.

While these cases have contributed to the reg-
ulatory framework of informed consent in clinical 
trials, there remains a significant gap in addressing 
the unique vulnerabilities of survivors of sexual vio-
lence. To bridge this gap, stronger judicial oversight 
is necessary to ensure that clinical trials involving 
survivors of sexual violence adhere to ethical and 
legal standards. The courts must mandate trau-
ma-informed consent processes, including the 
right of the survivors to withdraw or modify their 
consent at any stage of the trial. Additionally, judicial 
intervention is also required to enforce mandatory 
ethical reviews for such trials, ensuring that survivors 
are not subjected to re-traumatization or implicit 
coercion again. 

Conclusion
Informed consent in Indian clinical trials, particu-
larly in research involving sexual violence survivors, 
presents a complex interplay of ethics, autonomy, 
and vulnerability. While legal and ethical frame-
works such as the ICMR Guidelines, the New Drugs 
and Clinical Trials Rules, 2019, and international 
instruments like the Declaration of Helsinki aim 

to safeguard participants, they often fall short in 
addressing the unique challenges faced by survivors 
of sexual violence. A key concern is the lack of explicit 
recognition of sexual violence survivors as a vulnera-
ble population within India’s clinical trial regulations. 
While existing guidelines emphasize voluntary par-
ticipation and adequate disclosure of risks, they do 
not incorporate trauma-informed consent practices 
that consider the psychological and emotional state 
of survivors. Furthermore, structural coercion arising 
from limited access to healthcare, economic hard-
ships, and societal pressures can impair a survivor’s 
ability to make autonomous decisions. Without 
addressing these factors, informed consent remains 
a procedural formality rather than a meaningful 
exercise of autonomy.

Some of the suggestions that can be put forward 
are: Firstly, researchers and ethics committees must 
adopt trauma-sensitive consent practices, ensur-
ing survivors receive information in an accessible 
manner with the option to withdraw freely. Sec-
ondly, India’s regulatory framework should explicitly 
classify sexual violence survivors as a vulnerable 
group, mandating stricter ethical safeguards. Ethics 
committees must include gender studies experts, 
mental health professionals, and survivor advo-
cates to prevent exploitation and re-traumatization. 
Thirdly, engaging survivor-led organizations and 
NGOs in the consent process can foster trust and 
provide independent guidance. Fourthly, stronger 
legal enforcement, transparency, and stricter pen-
alties for non-compliance are essential to uphold 
ethical standards. Lastly, clinical trials must include 
continuous monitoring and post-trial care, offering 
counselling and healthcare support to mitigate 
potential harm and ensure survivor well-being 
beyond research participation.

Thus, at last it can be concluded, stating that 
ensuring meaningful informed consent in clinical 
trials involving sexual violence survivors requires 
a paradigm shift from a regulatory compliance 
approach to an ethically driven, survivor-centred 
framework. By integrating trauma-sensitive meth-
odologies, strengthening legal protections, and 
fostering a multidisciplinary approach to ethical 
review, India can move toward a more just and equi-
table clinical research environment. Protecting the 
rights, dignity, and autonomy of survivors is not just 
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an ethical obligation; it is a necessary step toward 
ensuring justice and fairness in medical research.
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