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Foreword

Pakistan faces a recurring burden of infectious disease outbreaks from poliovirus and dengue to COVID-19, typhoid, and emerging zoonosis. Effective outbreak response requires not only technical and logistical capacity but also a clear ethical framework to guide decisions that affect the rights, dignity, and well-being of individuals and communities.
This Guidance, issued by the National Bioethics Committee (NBC) under the Ministry of National Health Services, Regulations & Coordination, provides a concise and actionable framework to help federal and provincial governments, health officials, clinicians, researchers, and civil society navigate ethical challenges during infectious disease emergencies.
It draws directly from the WHO 2016 Guidance for Managing Ethical Issues in Infectious Disease Outbreaks and adapts its principles to Pakistan's legal, cultural, religious, and public health context.
1.  Purpose and Scope

This Guidance applies to all phases of an infectious disease outbreak — preparedness, active response, and recovery and is intended for:
1. Federal and provincial public health authorities
1. Hospital administrators and frontline healthcare workers
1. Research ethics committees
1. Policy-makers and legislators
1. Non-governmental and international organizations operating in Pakistan

It addresses decisions regarding surveillance, resource allocation, individual liberty, healthcare worker obligations, research ethics, and communication. It does not replace existing law but supplements it with ethical reasoning.


2.  Core Ethical Principles

All outbreak response decisions must be grounded in the following eight principles. Where principles conflict, decision-makers must reason transparently, document their judgements, and subject them to review.

	#
	Principle
	Application in Pakistan Context

	1
	Justice
	Fair allocation of scarce resources (vaccines, ICU beds, medicines) across provinces, districts, and socioeconomic groups without discrimination.

	2
	Beneficence
	All outbreak response measures must aim to protect and improve public health, anchored in the best available evidence.

	3
	Non-Maleficence
	Interventions must not cause unnecessary harm. Proportionality must be assessed before imposing restrictions on movement or commerce.

	4
	Respect for Autonomy
	Individuals retain the right to informed decision-making. Mandatory measures require clear legal authority and must be time-limited.

	5
	Solidarity
	Society shares collective responsibility. Burden-sharing across federal and provincial governments, private sector, and communities is essential.

	6
	Transparency
	Governments and health authorities must communicate openly, including uncertainty and limitations of available data.

	7
	Proportionality
	Restrictions on rights (quarantine, curfew, mandatory treatment) must be proportionate to the demonstrated public health threat.

	8
	Protection of Vulnerable Populations
	Measures must affirmatively protect groups at heightened risk: women, children, the elderly, persons with disabilities, and those in poverty.





3.  Surveillance, Data Collection, and Information Sharing

3.1 Obligation to Report
Timely and accurate disease reporting is both a legal obligation under the Pakistan National Regulations on Disease Notification and an ethical duty. Concealment of outbreak data at institutional or governmental level — constitutes a serious breach of public trust and endangers lives.
3.2 Privacy and Data Protection
Personal health data collected during surveillance must be treated with strict confidentiality. Identifiable data should be used only to the extent necessary for outbreak management. Aggregated, de-identified data should be the default for sharing with the public and media.
3.3 International Information Sharing
Pakistan has obligations under the International Health Regulations (IHR 2005) to notify WHO of public health events of potential international concern promptly. These obligations should not be deferred due to domestic political or economic considerations.
4.  Balancing Individual Rights and Public Health

4.1 Justification for Restrictions
Restrictions on individual liberty — quarantine, isolation, and movement controls, mandatory testing are ethically justified only when:
1. There is a credible and significant risk of disease transmission;
1. The restriction is the least intrusive measure capable of achieving the public health goal;
1. The measure is time-bound and subject to regular review;
1. Affected persons receive adequate support, including food, shelter, income compensation, and medical care.
4.2 Due Process
Persons subject to compulsory public health measures have the right to: receive written notification of the reason and duration; access legal counsel; challenge the order before a competent authority; and receive care and support throughout.
4.3 Cultural and Religious Considerations
Decisions affecting burial practices, gender-segregated care, fasting periods, or congregational worship must be made with sensitivity and in consultation with religious scholars and community leaders. Blanket prohibitions without community dialogue risk eroding trust and compliance.


5.  Allocation of Scarce Resources

5.1 Guiding Allocation Criteria
When demand exceeds supply — for vaccines, medications, ventilators, or hospital beds — allocation criteria must be transparent, pre-established, and ethically defensible. Acceptable criteria include:
1. Medical need and likelihood of benefit;
1. Reciprocity (priority for healthcare workers who bear elevated occupational risk);
1. Vulnerability (priority for groups at heightened biological risk, e.g. the elderly and immunocompromised);
1. Equal chance through lottery when clinical criteria are equivalent.
5.2 Prohibited Criteria
Allocation must never be based on social status, wealth, political affiliation, ethnicity, gender, religion, geographic location, or ability to pay. Corruption or favoritism in resource distribution constitutes both an ethical and criminal violation.
5.3 Provincial Equity
The federal government must ensure that resource distribution does not disproportionately favor urban centers or wealthier provinces. Khyber Pakhtunkhwa, Baluchistan, rural Sindh, and Azad Jammu & Kashmir must receive equitable consideration in national allocation plans.
6.  Research and Innovation during outbreaks

6.1 Ethics Review Obligations
All research conducted on human participants during an outbreak including clinical trials, observational studies, sample collection, and use of experimental therapeutics must receive prospective review from a duly registered Research Ethics Committee (REC) or the NBC as appropriate. Emergency review procedures should be expedited but must not be waived.
	How to Apply for NBC-REC Ethical Review
Researchers must submit an application before commencing any human-subjects research. The review process ordinarily takes six weeks. The following resources are available on the NBC website:
1. Ethical Clearance overview and mandatory research categories: nbcpakistan.org.pk/ethical-clearance.html
1. Application form, guidelines, progress report & exemption request forms: nbcpakistan.org.pk/downloads.html
1. NBC-R (NIH) ethics review for government-funded or multi-province research: nbcpakistan.org.pk/nbc-r.html
Secretariat: Pakistan Health Research Council, Shahrah-e-Jamhuriat, Sector G-5/2, Islamabad | Tel: +92-51-9207386



6.2 Informed Consent
Informed consent/ assentin cases of minors/ surrogate consent remains obligatory even in emergencies. Where the usual written consent process is impractical, an approved short-form oral consent procedure, witnessed and documented, may be used. The rationale for any modification must be recorded and justified to the IRBs/ REC/NBC.
6.3 Equitable Access to Benefits
Research conducted in Pakistan during an outbreak must include provisions for Pakistani populations to benefit from resulting products. International collaborations must not extract biological samples or data without reciprocal benefit-sharing agreements and NBC oversight.
6.4 Compassionate Use
Experimental interventions may be offered outside clinical trials under compassionate use provisions, provided: the intervention has shown preliminary evidence of safety; the patient is unable to enroll in a trial; free and informed consent is obtained; and outcomes are systematically documented and reported only after IRB and NBC approval.
7.  Obligations and Protections of Healthcare Workers

Healthcare workers occupy a position of heightened moral duty during outbreaks. However, this duty is reciprocal.
Duty to Care: Trained health professionals have a prima facie ethical obligation to continue providing care during outbreaks, even when personal risk is elevated. Abandonment of patients without adequate cause is a breach of professional duty.
Limits of Obligation: The duty to care is not unlimited. Workers may withdraw when: effective personal protective equipment (PPE) is unavailable; the risk is disproportionate to any benefit; or the worker has a serious underlying health condition.
Obligations of Employers: Health facilities and government authorities must: provide adequate PPE and training; arrange regular testing; offer mental health support; ensure fair compensation; guarantee no penalization for raising safety concerns; and priorities healthcare workers in vaccine and treatment allocation.
Conscientious Objection: Workers may raise conscientious objection to specific tasks on religious or moral grounds, provided patient care is not jeopardized and an alternative provider is arranged.
8.  Vulnerable and Marginalized Populations

Outbreaks consistently expose and deepen existing social inequalities. Ethically sound responses must affirmatively address the needs of:
1. Children, particularly those separated from caregivers;
1. Elderly persons in long-term care or isolated households;
1. Persons with disabilities requiring accessible information and adapted services;
1. Women and girls, including those facing domestic violence worsened by lockdowns;
1. Refugees, internally displaced persons, and undocumented migrants, who retain equal rights to public health protection regardless of legal status;
1. Persons in detention and correctional facilities;
1. Impoverished communities with limited access to clean water, sanitation, and healthcare.

Outbreak response plans must include specific protocols for reaching these groups and must not inadvertently exclude them through digital-only communication or registration barriers.
9.  Community Engagement and Communication

Trust as a Public Health Asset: Public trust is essential to outbreak control. It cannot be assumed; it must be earned through consistent, honest, and culturally respectful communication.
Risk Communication: Health authorities must communicate risk in clear Urdu and regional languages, avoid technical jargon, and provide culturally appropriate guidance. Messages should be accessible to low-literacy populations through audio, visual, and community-based channels.
Combating Misinformation: The NBC encourages proactive collaboration with religious scholars, local leaders, and media organizations to counter harmful misinformation. Censorship of non-harmful dissent or criticism of government measures is ethically unjustifiable and counterproductive.
Community Participation: Communities affected by outbreak-response measures should, to the extent possible, be consulted in the design of those measures. This includes community health workers, patient representatives, and civil society organizations.
10.  Implementation, Accountability, and Review

10.1 NBC Oversight Role
The National Bioethics Committee will: advise the federal government on ethical dimensions of outbreak response; review policies for compliance with this Guidance; and issue supplementary guidance on specific ethical issues as they arise.
10.2 Provincial/ Institutional Health/ Research Ethics Committees
Each province and Islamabad Capital Territory is encouraged to establish or designate a Provincial Health/ Research Ethics Committee responsible for applying this Guidance at the local level, advising health departments, and receiving complaints regarding ethical breaches.
10.3 Accountability Mechanisms
All decisions taken under emergency health powers must be: documented with rationale; made available for post-incident review; and assessed against the principles in this Guidance. Decision-makers are accountable to Parliament, the judiciary, and the public.
10.4 Review of This Guidance
This Guidance should be reviewed after every major outbreak and updated at least every five years or when significant changes in law, disease landscape, or international standards require revision.
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