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NHRA has gone through a number of developments and changes since
the second half of 2015; both at the legislative, and administrative levels.
One of the major legislative changes, was issuance of Law No. 32 of 2015
with respect to amendment of some provisions of Law No. 38 of 2009
to establish NHRA; whereby the Supreme Council of Health (SCH) has
replaced the Authority’s Board of Directors. The SCH board members
represent both the private and public sectors and it is the responsible
body for developing health policies in the Kingdom.

Chaired by His Excellency Lieutenant General Doctor / Sheikh Mohamed
Bin Abdullah Al-Khalifa, the SCH is the supreme Authority of NHRA.
The NHRA’s Chief Executive Officer (CEO) is responsible for operating
NHRA technically, administratively, and financially. In addition, the CEO
represents NHRA before the Court and in its relationships with other
parties.

NHRA is responsible for implementation and development of health
regulations in both governmental and private sectors in the Kingdom of
Bahrain. This involves regulatory procedures related to licensing health
care facilities including; hospitals, medical centers, private clinics, centers
forallied health professionals, pharmaceutical centers; as well as licensing
health care professionals within these facilities. NHRA is also responsible

for registration and pricing of medicine, licensing pharmaceutical
factories, granting approvals in relation to conducting clinical trials,
investigating professional misconduct claims, and conducting
disciplinary hearings for health professionals in the Kingdom.

In order to improve NHRA regulations and procedures and to keep
pace with developments in the health sector, NHRA has developed
a comprehensive strategy for the years 2016-2020. This strategy will
enable NHRA to be an effective regulatory body in the upcoming
social health insurance system and to create an encouraging and
favourable environment for health care investments.

Our strategic plan focuses on the most significant and decisive
strategic directions to be achieved in the next four years. The strategy
identifies the vision, mission and specifies the strategic directions and
initiatives to achieve our goals, as well as developing key performance
indicators to measure the successful completion of both the goals
and initiatives. In the framework of this strategy, we have took into
consideration initiatives in the national health plan and to respond
to the strategic priorities in the economic development plan 2030.
The strategy has been adopted by the Supreme Council of Health in
August 2016.
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Challenges

NHRA faces a number of challenges that require the development of a specific, clear and comprehensive strategy to efficiently
overcome them. Those challenges include:

Misconduct in the health facilities.

Violation of the existing rules and regulations.

Failure to comply with the requirements of infection control and safety procedures.
The existence of irregularities in the import, sale and marketing of medicines and health products.
Lack of a system to report drug alerts in Bahrain.

Lack of expertise in the field of monitoring and evaluation.

The increasing number of medical complaints.

Lack of awareness of the role and procedures of the Authority.

Poor communication among licensing stakeholders in Bahrain.

Lack of public confidence in some of the health care services.

Rarity of some medical specialties and services.

Failure to comply with licensing application requirements.

Lack of a national accreditation program for all healthcare facilities.
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Lack of a system to encourage and support the implementation of current and state-of-the-art best practices both clinical and

non-clinical in the delivery of health services.
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Opportunities

The political support depicted in replacing the NHRA’s Board of
Directors with the Supreme Council of Health, is considered one of
the most important opportunities provided for NHRA; to support and
strengthen its regulatory role and ensuring commitment as well as
establishing and sustaining a partnership both in private and public
sectors.

The issuance of Law No. 21 of 2015, pertaining to the private health
care facilities, and Law No. 20 of 2015 to amend some provisions
of Law No. 18 of 1997 related to the regulation of the profession of
pharmacy and pharmaceutical centers, have broaden the authority of
NHRA to implementits regulations and procedures. As it is exemplified
by cancellation of the licensing committees and keeping the functions
of licensing within the main tasks of the NHRA, while maintaining the
disciplinary committees. On the other hand a disciplinary committee
was established to investigate private health care facilities violations.
This committee is chaired by a judge, a representative of NHRA, and
Bahrain Medical Society as members.

Resolutions issued by the Supreme Council of Health allowed NHRA
to clearly demarcate its responsibilities from those of the Ministry
of Health, such as: defining the responsibility of monitoring over the
counter medications, functional food, controlled drugs and chemical
substances, besides facilitating the procedures of registering of
medicines and pharmaceutical products.

NHRA has the technical expertise to enable both the development
and implemention of the regulatory procedures and improve quality
of work, provided that sufficient financial resources are available
and sustained.

NHRA has built partnerships with the private and public sectors,
as well as the academic institutions; by building a cooperative
partnerships in its daily work scope.

NHRA is enabled to recover the cost of its services through the fees
received for the services provided. Article 19, clause C of Law no.
21 of 2015 that refers to private health facilities can be considered
as an example of how NHRA can be by self-financed. The specified
article states that private health facilities pay annual fees for auditing
and assessing their procedures to ensure high quality of health
services, and achieve the highest levels of performance. These fees
are maintained within NHRA and are allocated for purposes of audit,
assessment and inspection.

The Financial and Administrative Audit Court recommendations were
used as opportunities to improve the NHRA procedures and functions
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Vision
Safe and High Quality in the Delivery of Health Care
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Mission

Regulate the provision of healthcare in Bahrain to
ensure high efficiency, safety and eftectiveness
in delivering health services; both in the
governmental and private sectors based on the
best scientific principles and health practice
standards accredited in the Kingdom.
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Responsibilities

Issue regulations and
executive decisions
concerning the organization
of professions and health
services.

Determine the terms and
conditions for the use of
health care informatics.

Approving clinical trials.

PR NATIONAL HEALTH REGULATORY AUTHORITY

Grant and renew licences
for health professionals and
healthcare facilities.

Monitor, evaluate and
accredit healthcare facilities.

Registeration and licensing of
medical devices.

Investigate patients
complaints.

Undertake disciplinary
hearings of licensees
regarding professional
misconduct.

Setting the rules for
drug registration and
pricing, and ensure the
quality of medicines and
pharmaceuticals.
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e Regulated and accountable healthcare facilities: We ensure that all
health care facilities meet the required standards for licensing.

e Safe and trusted health services: We are committed to continuously
monitor the quality of the provision of health services to ensure
compliance with evidence-based practices and accreditation standards.

¢ Preserved patients health rights: we will act to protect the rights and
the safety of all people who use the health care facilities.
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Goal 1

Regulated and accountable health care facilities

Goals indicators

The percentage of health
workers who had their license
renewed annually from the
total registered.

Strategies to achieve

the goal

1.1. Ensure the competence of
healthcare professionals and
promote highest code of ethics
and professional conduct.

Procedures

1.1.1. Establish unified criteria of
professional licensing categorization.

2.1.1. Develop professionals code of ethics.

3.1.1. Develop standards for accrediting
continuous professional development
programs and linking them with
license renewal.

The percentage of licensed
health facilities committed to
standards and requirements
from those registered

2.1. Ensure appropriate, effective and
efficient health care facilities.

1.2.1. Develop regulartory standards for
licensing health care facilities.

1.2.2 Establish regulartory standards for
licensing pharmaceutical facilities.
2.2.1. Develop regulartory standards for the

establishment of drug warehouses.

3.2.1. Develop regulartory standards for
licensing of pharmaceutical factories.

4.2.1. Develop regulartory standards for
licensing specialized health facilities.

The percentage of drugs with complete
registration from the total drugs
submitted annually to NHRA for
registration.

Percentage of categorized
pharmaceuticals and health products
submitted annually.

3.1. Ensure the quality of medicines.

1.3.1. Develop regulatory standards
for registration of medicines and
pharmaceutical products.

2.3.1. Develop categorization standards for
pharmaceuticals and health products.

Percentage of annually licensed
medical supplies and devices
from the total import requests.

4.1. Ensure the quality of medical
supplies and devices.

1.4.1.Develop regulatory standards for
registration of medical supplies
and devices.
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Goal 2

Safe and Trusted Health Services

Goals indicators

Strategies to achieve

the goal

Procedures

1. Percentage of accredited 1.2. Ensure thehigh quality levels 1. Implement National
health facilities annually out of health services. Accredition Program.
of all surveyed. 2. Develop facility classification.
2. Percentage of drug alerts reported 2.2. Ensure the availability of 1.  Develop pharmacovigilance
annually to total registered drugs. safe drugs. System.
3. Percentage of drugs tested 2. Subject all drugs for laboratory
annually of total registered drugs. testing to ensure its compliance with
the technical standards.
5. Percentage of approved clinical 3.2. Ensure safe implementation 1. Develop regulations for clinical trials.
trials annually of total submitted. of clinical trials.
2. Establish ethics research

committees guidelines.
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Goal 3 Preserved Health Rights

Strategies to
achieve the goal

Procedures

Goals indicators

1. Percentage of health care 1. Implementation of 1.  Setting conditions and regulations
workers who are covered malpractice insurance for malpractice insurance.
. . system.
with malpractice insurance v
from the totally licensed.
2. Percentage of medical
errors detected 2. Surveillance of medical 1. Implement a Surveillance system
annually out of reported errors. for reporting medical errors.
complaints and referred
court cases.
3. Percentage of health facilities 3. Professional accountability. 1. Initiate and activate committee

for Medical accountability for

who received a disciplinary health faciliti
ea care Taciliaes.

action out of those reported.
2. Develop and activate disciplinary
4. Percentage of professionals committees for different
who received a disciplinary professions.
action of out those reported.
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NHRA INITIATIVES
IN THE NATIONAL HEALTH PLAN

In November 2016, the Supreme Council of Health endorsed the National Health Plan
for the Kingdom of Bahrain. NHRA has developed initiatives to achieve related strategic
goals in the plan. The following tables demonstrate those initiatives.
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Second Domain: Quality and Safety in Health Services

Strategic priority: Raising Quality and Patient Safety Standards of Health Services and Ensuring Continuity

Policy 1: An Effective and sustainable System for Raising Quality and Patient Safety

Strategic Goals

Initiatives

Institutionalization of quality
and patient safety system in the
Kingdom.

Strengthening the capacity of
the National Health Regulatory
Authority to implement hospital
accreditation and classification
according to performance and
quality.

PZ BN NATIONAL HEALTH REGULATORY AUTHORITY

Comprehensive plans and
programs to improve the

performance of service providers.

Establish a National Accreditation
Program for Health Care
Facilities.

Safe and available drug with
affordable prices.

1. Improve drug registration process at NHRA.

2. Establish regulations for pharmaceutical
facilities licensing.

3. Developing regulations for the establishment
of drug warehouses licensing.

4. Developing regulations for the licensing of
pharmaceutical factories.

5. Publish drug registration regulations.

6. Adopt a guideline for categorizing
pharmaceutical products.

7. Develop an electronic System for Drug
registration at NHRA.

8. Develop a pharmacovigilance system.




Fifth Domain: Capacity Building

Strategic Priority: Attracting Qualified Cadres and Human Development

Policy 2: National Plan for the development of Human Resources in the Health Sector

Strategic Goals

Initiatives

Develop a national strategic plan for the management and development of
human resources in the health sector.

Adopting continues professional development system in both government
and private facilities.

Seventh Domain : Governace System

Strategy Priority: Determine the Leadership Role for Governmental Health Facilities

Policy 1: Supervision of the Supreme Council of Health over NHRA

Strategic Goals

Initiatives

Governance of the health system at the national level.

Direct supervision by the Supreme Council for the Health on NHRA and
Health Services.
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Seventh Domain: Governance System

Strategy Priority: Determine the Leadership Role for Governmental Health Facilities

Policy 4 : Regulate health professions and health facilities in the Kingdom

Strategic Goals

NI ELWTES

Excellence in NHRA performance

CORRS IOV

10.
11.

Supervision of SHC on executing the laws and
regulations by NHRA.

Development of NHRA organizational structure.

Develop a unit /section for safety and medical
devices.

Develop a policy for NHRA internal procedures.
Develop the financial policy for NHRA.

Develop financial resources of NHRA.

Develop a unit for health inspection in NHRA.

Develop registration regulations for medical.
devices.

Develop an advanced and comprehensive IT
system for NHRA.

Capacity building of NHRA staff.

Develop an awareness and educational plan
promoting the role of NHRA.

PLN NATIONAL HEALTH REGULATORY AUTHORITY

Safe and trusted health services
that respect the rights and safety
of customers

. Review and update the laws and regulations related to
licensing of professionals, new and current health facilities
and those in relation to malpractice insurance.

2. Establish a system for incidents and complaints reporting.
3. Establish a disciplinary committee of private health

institutions.

4. Establish disciplinary committees for Health professionals.
. Developing regulations for licensing health care facilities.
6. Developing regulations for licensing alternative and

complementary medicine facilities.

. Regulating IVF services.
. Establishing regulations for conducting clinical trials.




NHRA goals in relation to
Strategic Priorities in Economic
Development Vision 2030

NHRA Goals Regulated and accountable Safe and trusted health
health facilities services
2030 Strategic 2. The quality & 7. Government performance
Priorities. accessibility of social and efficiency.
services.

7.3 Effective regulations that
2.1. High quality enable development and
comprehensive health protects consumer.
care services.

>> Improve the quality and

regulatory and

supervisory frame work >> Improve enforcement

of health sector. through increased

inspection and stronger

>> Strengthening the consistency of regulations.

consequence management.

Preserved health rights

>>

Maintain a safe and
pleasant environment.

Promotion of human
and social rights.
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NHRA goals in relation to
Strategic Priorities in National Plan for the
Advancement of Bahraini Women

NHRA Goals Regulated and accountable Safe and trusted health
health facilities services
Priorities in the Impact Two: Impact One:
Women National Plan. Equal Opportunities. Family Stability.
Impact Three: Lifelong Impact Four:
Learning. Quality of Life.

Preserved health
rights

Impact Four:

Quality of Life.
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Our Ambition

Reach global
competitiveness

in the regulation of
health services

Effective Procedures

Quality of Services
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