




Introduction
Infertility is emerging as a significant public health concern in Nepal, yet it remains 
deeply stigmatized and under-addressed within the broader discourse on 
reproductive health. According to the National Population and Housing Census 
2021, Nepal’s total population stands at 29,164,578, with 8,060,560 individuals 
in the reproductive age group of 15 to 49 years. However, findings from the 
Nepal Demographic and Health Survey (NDHS) 2022 reveal that approximately 
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10% of this demographic experiences subfertility. Globally, infertility affects an 
estimated 10–15% of couples, and Nepal is no exception to this trend. The issue 
is compounded by declining fertility rates across all provinces, as reported in 
the 2021 Census.1 Factors such as delayed childbearing, unmet needs for family 
planning, and shifting socio-economic dynamics have contributed to growing 
reproductive challenges.2 In this context, the demand for Assisted Reproductive 
Technology (ART) is steadily rising, highlighting the urgent need for inclusive, 
accessible, and de-stigmatized reproductive health services in Nepal.

Assisted Reproductive Technology (ART) is defined as medical procedures that 
involve the manipulation of eggs, sperm, or embryos outside the human body to 
help achieve pregnancy, primarily used to treat infertility.3 It encompasses several 
procedures, including In Vitro Fertilization (IVF), Intrauterine Insemination (IUI), 
Intra-cytoplasmic Sperm Injection (ICSI), Ovulation Induction (OI), and the use of 
donor gametes or embryos. These globally available processes have become 
vital tools in addressing infertility. IVF is currently the most widely known and 
frequently utilized method in Nepal.4 These technologies have revolutionized 
reproductive medicine, offering hope to individuals and couples who are unable 
to conceive through traditional means due to medical or physiological conditions. 

1.	 National Statistics Office. 2025. Fertility in Nepal. Kathmandu: National Statistics Office. (Nation-
al Population and Housing Census 2021).

2.	 https://censusnepal.cbs.gov.np/results/files/result-folder/Fertility%20in%20Nepal%20Re-
port.pdf 

3.	 Centers for Disease Control and Prevention (CDC). “Assisted Reproductive Technology (ART).” 
	 Merriam-Webster Dictionary. “Assisted Reproductive Technology.”
4.	 https://www.tribuneindia.com/news/business/why-patients-are-choosing-ivf-centers-in-

kathmandu-cost-care-convenience/ 
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In a society where parenthood is culturally revered and childbearing is often 
seen as a social imperative, particularly for women, the inability to conceive 
can lead to profound emotional and social suffering. Women, in particular, bear 
the brunt of stigma and blame, even in cases where infertility stems from male 
factors.5 While ART offers a pathway to parenthood for many, the absence of 
clear legal safeguards in Nepal leaves individuals vulnerable to exploitation, 
misinformation, and inequitable access as well as the challenges including 
ethical ambiguities, inconsistent clinical standards, and limited protection for 
patients, donors, and children born through such procedures.6 

Nepal has witnessed a rapid expansion of IVF services, with over 50 centers 
currently offering assisted reproductive treatments in cities including 
Kathmandu. However, only nine of these centers have received official operating 
permits from the Ministry of Health and Population.7 This means that a significant 
number of IVF facilities are functioning without the required legal authorization, 
often bypassing regulatory standards and ethical safeguards. The rise of 
unauthorized centers has sparked concern among health professionals and 
policymakers, who warn that the absence of a legal framework could expose 
patients to medical risks, misinformation, and exploitative practices. Despite the 
growing demand for ART services, Nepal’s regulatory infrastructure remains 
underdeveloped, emphasizing the urgent need for comprehensive legislation 
and enforcement mechanisms to ensure transparency, accountability, and 
equitable access to reproductive care.8 
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5.	 https://www.vardhan.com.np/detail/13/scenario-of-infertility-problem-in-nepal 
6.	 http://kathmandupost.com/health/2025/08/01/experts-call-for-legal-framework-on-assis-

tive-reproductive-technologies 
7.	 https://myrepublica.nagariknetwork.com/news/mohp-approves-only-nine-ivf-centers-ma-

jority-operate-without-required-permits 
8.	 https://english.nepalnews.com/s/society/experts-call-for-specific-art-law-to-regulate-infer-

tility-treatment-in-nepal/ 
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Existing Legal Frameworks and Analysis of Nepal
The protection of sexual and reproductive health rights in Nepal is underpinned 
by a clear legal framework. At its core is the Constitution of Nepal, which grants 
every woman the fundamental right to safe motherhood and reproductive 
health.9 This constitutional principle has been followed by the promulgation of 
several specific acts and laws designed to implement this mandate.

Safe Motherhood and Reproductive Health Rights Act, 2018
The Safe Motherhood and Reproductive Health Rights Act, 2018 in Nepal broadly 
guarantees reproductive rights, focusing primarily on safe pregnancy, maternity 
care, and access to safe abortion services within constitutional and human 
rights frameworks. The Act mandates quality maternal health services such as 
regular pregnancy check-ups,10 emergency obstetric care,11 and safe abortion 
under specified conditions,12 emphasizing non-discrimination, transparency, and 
accountability in reproductive health services.

However, the Act does not explicitly address ART like IVF, gamete donation 
etc. Its provisions focus on maternal health and family planning rather than 
regulating or recognizing rights related to fertility treatments. The Act ensures 
women’s rights to safe motherhood and reproductive health13 but lacks detailed 
legal frameworks or protections concerning access to or regulation of ART 
services. This gap means that while the Act supports inclusive reproductive 
rights in a general sense, specific protections, standards, or rights related to 
assisted reproduction remain unaddressed. Nepal currently relies on separate 
draft laws and regulatory guidelines to govern ART procedures, but these are 
not integrated within the Safe Motherhood and Reproductive Health Rights Act 
itself. Hence, the Act establishes a foundation for reproductive health rights 
but falls short of encompassing assisted reproduction comprehensively. This 
highlights the necessity for complementary legislation to regulate ART services, 
protect patient rights, and ensure ethical standards as part of Nepal’s broader 
reproductive health framework.

The Public Health Service Act, 2018
The Public Health Service Act, 2018 of Nepal emphasizes integrated service 
provision for reproductive, maternal, and child health with a focus on quality 
care and strengthened referral mechanisms. While it supports comprehensive 
reproductive health services including family planning, safe pregnancy, delivery, 
and maternal care,14 the Act does not explicitly address assisted reproduction 
technologies such as IVF or related fertility treatments. Its provisions aim broadly 
at public health infrastructure and service delivery15 rather than regulating 
specific technologies or ethical issues surrounding ART.

In relation to reproductive health, the Act reinforces access to essential 
maternal health services and promotes non-discrimination and accountability 
in healthcare. However, without explicit mention of assisted reproduction, the 

9.	 Article 38(2), Constitution of Nepal.
10.	 Section 5, Safe Motherhood and Reproductive Health Rights Act, 2018.
11.	 Section 7, Ibid.
12.	 Section 15, Ibid.
13.	 Section 3(1), Ibid.
14.	 Section 3(4) (b), The Public Health Service Act, 2018.
15.	 Section 4, Ibid.
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Act leaves a regulatory gap for the rapidly expanding ART sector in Nepal. This 
necessitates complementary legislation or regulatory frameworks specifically 
focused on ART to ensure quality, ethical standards, and rights protection for 
users of these technologies.

Overall, the Public Health Act, 2018 provides foundational support for 
reproductive and maternal health services but lacks dedicated provisions or 
governance mechanisms for assisted reproductive technologies, highlighting 
the urgent need for specialized laws or guidelines to address ART in Nepal’s 
healthcare system.

Standard for the Operation of Infertility Management Services, 2025
The Ministry of Health and Population in 2025 passed a Standard for the 
Operation of Infertility Management Services. The standard is a significant 
regulatory framework establishing detailed requirements for infrastructure, 
equipment, clinical protocols, and operational procedures in assisted 
reproduction technology services. It mandates specialized facilities like 
embryology labs with sterile environments, appropriate medical equipment, and 
trained professionals.16 These provisions aim to improve the quality, safety, and 
technical standards of infertility treatments such as IVF.

However, important legal and ethical aspects are missing in the standard. It 
does not define the rights and duties of the four key parties involved in assisted 
reproduction procedure which are the service providers, intended parents, 
donors, and children born through ART. The vital human rights considerations 
including confidentiality, non-discrimination, the right to information, and 
informed consent are absent. Moreover, there is no accountability mechanism 
for breaches of these rights, negligence, or malpractice. The standard fails to 
specify what constitutes criminal acts in the ART context or outline penalties 
and compensation for violations. This creates a regulatory gap where technical 
and operational quality is addressed, but protection of participant rights, 
transparency, and ethical governance remain inadequate. As a result, risks 
of exploitation, abuse, and harm persist, especially for vulnerable parties like 
donors and children born through ART.

Therefore, there is an urgent need for a comprehensive, dedicated ART law 
in Nepal that complements these operational standards. Such legislation 
should explicitly safeguard the rights of all parties, mandate informed consent 
and confidentiality, establish accountability frameworks, and define offenses, 
punishments, and compensation mechanisms.

The Judicial Intervention: Nepal’s Supreme Court 
Verdict on Commercial Surrogacy
In Nepal, the issue of commercial surrogacy surfaced prominently after a 2014 
Cabinet decision allowed surrogacy services for foreign couples.17 Several 
hospitals provided these services, often involving Indian surrogate women 
brought in by agents. Advocate Pushpa Raj Pandey filed a writ petition18 in 

16.	 Section (3), (4), (5), (6) and (7), Standard for the Operation of Infertility Management Services, 
2025.

17.	 https://thehimalayantimes.com/opinion/surrogacy-in-nepal-threat-to-reproductive-right 
18.	 Pushpa Raj Pandey vs. Office of Prime Minister, Ministry of Health and Population, and others, 

Writ Number 072-WO-0119, (2015).
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August 2015 against this practice, naming government bodies and hospitals as 
defendants, citing exploitation where foreign agencies profited heavily while 
surrogate mothers received only a small fraction of the payment. The petition 
argued that commercial surrogacy violated public policy and fundamental rights 
under Nepal’s interim constitution.

Responding to the case, the Supreme Court issued an interim order halting the 
Cabinet’s earlier decision to permit surrogacy until a final ruling. Subsequently, 
the Cabinet itself revoked its permission. The Court ordered hospitals practicing 
surrogacy to cease such services until a proper legal framework was established. 
Importantly, although no final writ was issued, the Court directed the government 
to enact comprehensive legislation on surrogacy, highlighting key principles:

•	 Complete ban on commercial surrogacy as commercialization of a woman’s 
womb is impermissible.

•	 Surrogacy allowed only for infertile Nepali married couples certified by a 
medical board.

•	 Exclusion of same-sex couples, single individuals, and foreigners from 
practicing or accessing surrogacy.

•	 Requirement of free, informed consent from both the intended parents and 
the surrogate mother.

•	 Surrogate mothers must meet criteria such as being married, of appropriate 
age and health, having previously given birth, and can only serve as 
surrogates once.

•	 Only authorized health institutions meeting prescribed standards may 
provide surrogacy services.

•	 The need for clear determination of legal parentage, registration of the 
child’s birth, and defined rights and duties of all parties involved.

•	 Establishment of supervisory bodies to monitor compliance.

•	 Provisions for penalties, including fines and imprisonment, for violations of 
surrogacy laws.

This landmark verdict showcased the Supreme Court’s commitment to preventing 
exploitation and protecting women’s and children’s rights, emphasizing that 
surrogacy in Nepal must operate only within a strict legal framework ensuring 
ethical, non-commercial, and well-regulated practices.

Legal Framework on Assisted Reproduction in 
Selected Foreign Countries
India
India’s legal framework on assisted reproduction is primarily governed by the 
Assisted Reproductive Technology (Regulation) Act, 2021, and the Surrogacy 
(Regulation) Act, 2021, which regulate ART clinics, banks, and surrogacy 
practices with detailed provisions for ethical and legal compliance. The ART 
(Regulation) Act establishes a national registry to oversee ART services such 
as IVF, gamete donation, and related procedures. It defines eligibility criteria 
for donors and recipients and mandates counseling, informed consent, and 
protection of children born through ART, including inheritance rights.19 The Act 

19.	 Section 3, 4, and 10, Assisted Reproductive Technology (Regulation) Act, 2021 of India.
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prohibits unethical practices like commercial gamete sale and embryo selection 
based on sex.20 The violations attract penalties including imprisonment for 3 to 
8 years and fines ranging from Indian Rupee (INR) 5 to 20 lakhs.21 The Surrogacy 
(Regulation) Act bans commercial surrogacy, permits only altruistic surrogacy 
for Indian married couples diagnosed with infertility (married at least 5 years), 
restricts surrogates to close relatives aged 25 to 35 who have had one biological 
child, and excludes foreigners, single individuals, and same-sex couples from 
accessing surrogacy.22 The Surrogacy (Regulation) Act also demands medical 
and psychological screening of surrogates and mandates legal documentation 
and oversight by a District Medical Board.23 Together, these acts create a 
comprehensive regulatory regime emphasizing ethical standards, transparency, 
and protection for all parties involved in assisted reproduction in India.

Australia
Australia regulates assisted reproduction through a combination of federal 
guidelines and state legislation, emphasizing ethical practices, access equity, 
and rights protection. The Assisted Reproductive Technology and Surrogacy 
Bill of 2025 in Western Australia, for example, consolidates ART and surrogacy 
regulation into a single law, repealing older acts (such as the Human 
Reproductive Technology Act, 1991) and expanding eligibility for ART to include 
same-sex couples, single individuals, transgender, and intersex persons.24 It 
mandates strict licensing of ART providers, consent requirements, limits on the 
number of families created from a single donor, and prioritizes the best interests 
of children born through ART.25 Similarly, the Victoria’s Assisted Reproductive 
Treatment Regulation holds the Department of Health as regulator, ensuring 
ART clinics adhere to safety, transparency, and donor-conceived persons’ 
right to access identifying information upon maturity.26 The Australian Capital 
Territory’s Assisted Reproductive Technology Amendment Act, 2025 also 
addresses consent, donor gamete use, and regulatory oversight, enhancing 
protections for families and donors. These frameworks prohibit anonymous 
donations, require comprehensive counseling and documentation, and impose 
penalties for violations, aiming to ensure ethical, transparent, and inclusive ART 
services across Australian jurisdictions.27 

United States of America (USA)
In the United States, assisted reproduction is regulated through a complex 
combination of federal agencies’ oversight, state laws, and professional 
organizations, with no single federal law exclusively governing ART. The key 
federal oversight institutions include the Centers for Disease Control and 
Prevention (CDC), the Food and Drug Administration (FDA), and the Centers for 
Medicare and Medicaid Services (CMS), which oversee safety, lab standards, 
and insurance policies related to ART.28 At the state level, regulations vary widely, 
especially regarding insurance coverage for fertility treatments such as IVF, with 

20.	 Section 4, Ibid.
21.	 Section 30, 32, Ibid.
22.	 Section 3-11, The Surrogacy (Regulation) Act, 2021 of India.
23.	 Section 4(3), Ibid.
24.	 Clause 4 and 5, The Assisted Reproductive Technology and Surrogacy Bill, 2025 (Western 

Australia). 
25.	 Section 1-12, The Assisted Reproductive Technology and Surrogacy Bill, 2025 (Western Aus-

tralia).
26.	 https://www.health.vic.gov.au/patient-care/assisted-reproductive-treatment-reform 
27.	 Assisted Reproductive Technology Amendment Act 2025 (Australian Capital Territory), Sec-

tions 24, Division 4.2. Retrieved from https://www.legislation.act.gov.au
28.	 https://www.asrm.org/advocacy-and-policy/fact-sheets-and-one-pagers/art-oversight-les-

sons-for-the-us-from-abroad/ 
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25 states and Washington, D.C. requiring some form of insurance coverage for 
fertility care, but with differing scopes and mandates (e.g., California, Virginia).29  

The U.S. legal landscape includes ongoing debates on the legal status of 
embryos, parental rights, and access equity for same-sex couples and single 
individuals. Important federal legislative initiatives in 2025 aim to mandate 
insurance coverage for fertility treatment, including preservation of gametes, 
artificial insemination, IVF, genetic testing of embryos, and medications needed 
in fertility care, requiring state Medicaid plans to cover such treatments.30 Overall, 
U.S. regulation of assisted reproduction emphasizes patient access, safety 
protocols, informed consent, and insurance coverage while balancing ethical 
and social complexities through fragmented but evolving state and federal 
policies rather than a unified ART act. This variability creates a patchwork system 
where access and protections depend heavily on jurisdiction and healthcare 
plans.

Germany
Germany’s legal framework for assisted reproduction is governed primarily 
by the Embryo Protection Act (Embryonenschutzgesetz) of 1990, which is a 
restrictive and conservative law focusing on protecting human embryos. This 
Act prohibits egg and embryo donation, commercial surrogacy, embryo cloning, 
and creation of embryos solely for research or non-therapeutic purposes.31  
Since 2011, pre-implantation genetic diagnosis (PGD) is allowed only under strict 
conditions. The Act treats embryos with high moral and legal protection, banning 
manipulation or destruction beyond therapeutic reasons, reflecting Germany’s 
ethical commitment to human dignity and protecting embryonic life. There is 
no comprehensive, standalone reproductive medicine law; instead, assisted 
reproduction is regulated by this Act along with general medical law and 
family law. The law effectively bans anonymous sperm donation, which limits 
accessibility for single women and same-sex couples.32 Due to these restrictions, 
many Germans seek fertility treatments abroad.33 The German approach is 
currently under intense public and political debate for modernization to balance 
ethical concerns, social family models, and reproductive freedoms.

South Africa
South Africa’s legal framework for assisted reproduction is primarily governed by 
the Children’s Act 38 of 2005, which provides detailed regulation for surrogacy 
and certain assisted reproductive technologies (ART). Surrogacy arrangements 
must be confirmed by a court before artificial fertilization can take place,34 and 
commercial surrogacy is explicitly prohibited.35 The Act clearly defines the 
legal status and parentage of children born through surrogacy,36 ensuring their 
rights and protection. The artificial fertilization procedure must occur within 18 
months following court confirmation to maintain legal validity.37 Additionally, 

29.	 https://www.multistate.us/insider/2025/11/5/fertility-care-and-ivf-ac-
cess-in-2025-state-legislation-and-federal-policy-highlights 

30.	 https://www.congress.gov/bill/119th-congress/house-bill/3480/text 
31.	 Section 1, Embryo Protection Act, 1990 of Germany.
32.	 Embryo Protection Act (Embryonenschutzgesetz), Section 1(1), 13 December 1990, last 

amended 21 November 2011 (BGBl. I p. 2228), Germany.
33.	 https://www.clinicatambre.com/en/last-news/german-television-is-filming-a-documenta-

ry-about-fertility-treatments-abroad-at-tambre 
34.	 Section 292 (1) (e), Children’s Act 38, 2005 of South Africa.
35.	 Section 301, Ibid.
36.	 Section 297, Ibid.
37.	 Section 296, Ibid.
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South Africa’s Constitution38 guarantees reproductive rights, including decisions 
around reproduction, which the courts have interpreted as extending to some 
aspects of ART, particularly when individuals themselves are physically involved 
in the reproductive process. 

The National Health Act, 2003 provide further oversight of the ownership and 
use of gametes and embryos, offering protections regarding consent, storage, 
and use of reproductive material.39 South Africa’s framework emphasizes non-
commercialization, informed consent, legal clarity on parentage, and equitable 
access while reflecting constitutional protections for reproductive autonomy. 
Though access remains limited and inequitable in the public sector, South Africa 
exemplifies a relatively progressive and comprehensive ART legal regime in 
Africa that balances ethical concerns with expanding reproductive rights.

Conclusion
Nepal needs to enact comprehensive legislation on Assisted Reproductive 
Technology (ART) that integrates the existing technical standards with 
enforceable legal protections for all parties involved, including service providers, 
donors, intended parents, and children born through ART. The legislation should 
mandate informed consent, confidentiality, non-discrimination, and transparent 
operations to establish a clear rights-based framework. Drawing lessons 
from Australia and India, Nepal could expand inclusivity in ART access by 
modernizing eligibility criteria to include single individuals, same-sex couples, 
and marginalized groups, thus balancing equity and human rights. The current 
Nepalese standards lack legal accountability mechanisms; therefore, Nepal 
must legislate specific criminal offenses and penalties for violations such as 
exploitation, negligence, and unethical conduct, similar to India’s detailed 
provisions on offenses and penalties, with provision of compensation to the 
victim party.

Following the Supreme Court’s directive on surrogacy, Nepal should formalize 
regulations allowing altruistic surrogacy under strict conditions that ensure 
legal clarity on parentage, informed consent, and protection of surrogate 
mothers and children. The South Africa’s model of requiring court-confirmed 
surrogacy agreements offers a valuable precedent for Nepal’s legal framework. 
Additionally, Nepal should establish strong regulatory authorities empowered to 
license ART clinics, monitor compliance, maintain donor and offspring registries, 
and investigate grievances, reflecting practices in Australia’s state health 
departments and India’s national ART registry. Embedding core human rights 
principles such as reproductive autonomy, dignity, child welfare, and ethical 
safeguards directly into ART law is essential to prevent rights violations, a gap 
currently evident in Nepal’s operational standards. Finally, adopting a multi-
sectoral approach involving health, legal, ethical, and social stakeholders is 
critical.

Overall, while Nepal’s constitutional and public health frameworks provide 
a valuable foundation, they fall short in comprehensive ART legislation and 
regulation. The comparative analysis with India, Australia, the USA, Germany, and 
South Africa highlights best practices in legal clarity, inclusivity, rights protection, 

38.	 Section 12(2) (a), the Constitution of the Republic of South Africa, 1996. 
39.	 Section 60, the National Health Act, 2003 of South Africa.
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ethical governance, and accountability. By enacting dedicated, rights-based 
assisted reproduction legislation addressing the Supreme Court directives and 
current operational limitations, Nepal can promote safe, equitable, and ethical 
ART services aligned with constitutional guarantees and global standards.

Recommendations
•	 Nepal should adopt a comprehensive ART law that integrates existing 

technical guidelines with enforceable legal protections covering all parties 
involved in assisted reproduction which are the service providers, donors, 
intended parents, and children. 

	 Rationale: Currently, Nepal’s ART standard is fragmented and lacks a 
unified legal framework, resulting in gaps in rights protection, accountability, 
and ethical governance. A clear, comprehensive law would provide legal 
clarity, promote ethical practice, and protect vulnerable stakeholders from 
exploitation and abuse.

•	 The new legislation on ART should broaden eligibility criteria to include not 
only infertile married couples but also single individuals, same-sex couples, 
and marginalized groups.

	 Rationale: Countries like Australia and India have progressed toward inclusive 
ART access, recognizing diverse family structures and reproductive rights. 
Modernizing Nepal’s eligibility promotes equity, human rights, and aligns 
with constitutional and with global ethical standards.

•	 Offenses related to ART malpractice, negligence, or violations of rights, along 
with specific penalties (criminal, civil, or administrative) must be covered by 
the law.

	 Rationale: The present operational standards lack enforceable accountability. 
Specifying offenses and penalties, as in India’s ART Act, deters misconduct, 
ensures patient safety, and reinforces trust in ART services.

•	 Formalize surrogacy regulation allowing only altruistic surrogacy with 
strict conditions such as medical certification, surrogate eligibility, free and 
informed consent, and clear parentage rules.

	 Rationale: The Supreme Court’s verdict emphasizes on the need to prevent 
commercial exploitation of surrogacy. South Africa’s court-confirmation 
model offers a practical framework ensuring legal protection for surrogate 
mothers, intended parents, and children.

•	 Incorporate explicit protections for reproductive rights, patient autonomy, 
confidentiality, child welfare, and anti-discrimination in the legal framework.

	 Rationale: Human rights are foundational to ART ethics. Embedding these 
norms closes gaps evident in Nepal’s current standards and aligns ART 
practice with constitutional guarantees.

•	 Engage stakeholders from health, legal, ethical, and civil society sectors in 
designing, implementing, and monitoring ART laws and regulations.

	 Rationale: Complex ethical and social dimensions of ART require coordinated 
governance and continuous dialogue, increasing policy legitimacy and 
responsiveness to community needs.
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