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The CEO witiNational Health Regulatory AuthorityNHRA Advisors

Our ambition is tainternational reach competitiveness
in regulating the health sector in the Kingdom of
Bahrain




From theSCH Rairman

In the year2016 TheNational Health Regulatory AuthoriffHRAwas able to
demonstrate remarkable achievements in its regulatory policies and
procedures We are expectng even further improvemens by implementing

the new five yearstrategy plan which will enable NHRA to reaglobal
competitiveness in regulating the health sector in the Kingdom

We seek to strengthen and support the role of NHRAda@ble to perform its
task as an independent regulatdor both government and private sectsy by
overseeing implementation dfest practices at all levels of healthcare services
in the Kingdom of Bahrain.

As we move forward to implement the national health insurance system, the
presence of a strong and wetgulated health setor will contribute favorably

to the success ofthis major milestone all the whilereaing an encouraging
environment for health care investments.

' 1 ) OWe seek to strengthen and support the role of NHRA to be able
kﬁ“ﬂ perform its task as provided for by the law of its establishment; b
- ”g‘, in the governmetal and private sector based on the best scientifiq
Ly principles and health practice standards accredited in the Kingdd

His Exclency Lieutenant General DrSheikh Mohamed Bin Abdullah Al
KhalifaChairman of the Supreme Council of Health
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From theCEO

The National Health Regulatory Authoritiessionis to providesafe, trusted,
high-quality and effective healthcar® the people of BahrairWe regulate the
healthcare system to ensurthat the people of Bahrainexperience a service
that protects and promotes healtlfOne of our fundamentaloles asa steward
of the healh care systemsto ensure the system as a whole delise¢he best
possible healtbhare outcomes for the people &ahrain.

The National Health Regulatory Authority NHRA saw many new
developments in 2016 thatave paved the way for us to achieve our vision,
starting with the revision of our strategic goals. In the last 12 months, we have
focused orrefining our strategy keeping in mind our overarng vision which

is to ensure thatsafety andthe highestquality is central to the delivery of
health care in the Kingdom of BahralWe aim to achieve our vision through
three strategic goals:

1 Requlate and Hold Healthcare Facilities Accountabl€o
ensure that all healthcaracilities meet the required standards
for licensing.

1 Provide Safe and Trusted Healthcare ServickEommitment
to continuously monitor the quality of healthcare services to
ensure compliance with evidenbased practices and
accreditation standards.

1 Preserve the rights of patients and make patient safety a
priority: To protect the rights and the safety of all peoplleo
usehealth care services and facilities in the Kingdom.

Furthermore fulfillment of these strategies will lead the wayor
implementation of the upcoming social health insurance sysaem createan
encouraging environment for health care investments.

In 2016 several departments of NHRAeevaluated regulations and
procedures Work flow processes such ggrofessional and facility licensing,
medical devices clearance and drug registratiegre revised tomake them




more inline with international standards of efficiency aredfectiveness This
move has been seen very favorably by olierdts and stakeholders in the
Kingdom.

Finally the end of 2016 saw the emergence of a new eradtandards of
healthcare in the Kingdom of Bahrain. NHRA accreditagiomveyor training
started in December wheré&6 esteemed members from the healthcare
community in the Kingdom anBD staff members from NHRwWere selected to
attend a workshop presented bgenior surveyors fronThe Saudi Central
Board for Accreditation of Healthcare Institutions (CBA®lialified sureyors
will be part of a multidisciplinary team that will implement the accreditation
process to private hospitals in 2017 By achieving NHRA accreditation,
healthcare facilities can demonstrate that they have undergonegarous
assessment and have miaternational standards in patient safety andality.

Achievements in 2016:

| am pleased to say that, while there has been significant focus on the future
direction of the healthcare system, NHRA laakieved andmplemented 70%

of its initiatives thatwere set forth in B15 which have now become an integral
part of the Syear(2016¢ 2020)healthcare planThese achievements included:

1. Establishment of NHR20162020 Strategy.
A 40% increase in staff from 2015 to 2016

3. Development ofNHRA's financial Byaws in collaboration with the
Ministry of Finance.

N

4, Revision and publication oflaNHRAfees, in conjunctiorwith the
Ministry of Finance

5. Establishment ointernal policies and procedures.

6. Establishment of ThRationalAccreditation fo Health Care &cilities

7.  Issuanceof Hospital categorization and accreditation regulations.

8.  Issuance of Professionaténsing Regulations.

9. Establishment oélectronic drug registratiosubmissionsgCDT)

10. Implementation of theon line custors release for dugs and medical
devices.

11. Issuance of regulatory technical standards for alternative medicine
centers.

12. Establishment o& committee for accountabilityf private healtltare
facilities by ministerial decreethat is responsible for investigating
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violations of private health care facilities and taking disciplinary
action.

13. Development ofour disciplinary committeethat are responsible for
investigating violation®y healthcareprofessionals.

14. Development ofinternal policies and cedures for thedisciplinary
committees.

15. Development ofnternal licensure policy.

16. Implementation ofa National Continuing Professional Development
Programand paving the way to link this program withe process of
license renewal for health professionals

17. Developmenbf regulatory standards for licensing clinical trials.

18. Development ofguidelines for classificationof pharmaceuticals and
healthfood.

19. Updating the medicallevice policy and procedure.

20. Improvement ofdrug registration procedures.

Our achievements in theast year have been made possible through the
commitment and professionalism tihe dedicated staff at NHRA|l of whom
work to improve, promote and protect the health of our peopie the
Kingdom of Bahrain

wSFE80GAYI 2y t1ad &8SFNDRAa F OKASSHSYS

have made in improvinthe hedthcare environment in Bahrain.

This year we haveeaffirmed our commitment to working across theealth
sector to make the most positive impact ong&Jt S Q &he implénBritadon

of The National Accreditatiofor Health Care &cilitieswill reflect healthcare
facilities commitment to improving healthcare across the care continuum and
prioritizing safe care to the people of Bahrain.

| look forward b seeing the impacts dhese initiativeson the health and care

of many people in Bahrain.

This annual report will demonstrat&ey performance indicators achieved and
will highlightthe tasks performedy NHRAor the year 2016.

Our Vision is U 2  Ssgféiadmihigh quality in the
RSt AOSNE 2F KSIFfIOK aSN]
Dr Mariam Al- Jalahma

CEO




2016Regulations

Supreme Council of Health issube 14 newregulations for the year 2016:

Decisions

Decision No. (7)df 2016 regardig standarddor assessing thedalth services qualit
and models of performance measurement indicators for the private health institutiof

Decision M. (8) For 2016 regulating OvEhe ©@unter medications

Decision M. (9) For 2016 Pharmaceuticals produdesssifications

Decision M. (10)For 2016 Regulating Disciplinagn@nittees.

Decision M. (11)For 2016 Bgulating licensure exams.

Decision M. (12)For 2016 Bgulating drug registrations.

Decision M. (15) for 2016 Rgulating accountability commiée in NHRA

Decision M. (16) ler 2016 Rgarding Accountability Committee in NHRA

DecisionNo. (17) For 2016ddermination of license fees and servicategories done by
the NHRA to Healthcare professionals and the Profession of Pharmacy

Decision M. (20) For 2016 regarding identifying fee categories fprivate health
institutions.

Decision M. (24) For 2016egarding list of allied health professions

Decision N. (26) For 2016 regarding evaluation and accreditation of private hospitals

Decision M.(33) Regulating the practice of complementary and alternative medi
professional technical requirements for the licensing of private facilities

Decision No.(40) regulating professional licensing

These regulations have had a significant impact omp#mréormance of NHRA in

2016.




Department ofProfessional icensing

ProfessionaLicensing Team

The Department of Health Professional Regulationanages the registration
and renewal processes for health practitionensthe Kingdom of Bahrain. Its
function is to ensure that standards of educatiomaining and assessment of
healthcare professiorals promote and protect the health of thepeople of
Bahrain Credentials of professionals that enter the healthcare field are
thoroughly assessed with resgedo their knowledge, clinical skills and
professional attributes that are necessary to practice here. Moreover,
recognition of new medical specialties are evaluated and reviewed for the
evidence based significance and safety profiles.

In 2016 the departmet of professional regulation received a total of (1,995)
new license applications; renewed (11,126) licenses for professionals, and
conducted a total of (7) licensure examinatioiifie total number of licensed
healthcare professionals registered at NHRAthe Kingdom of Bahrain is
95,320.Hgure (1) demonstrates the distribution of new license applications by
profession fo2016




Figure (1) Distribution of New License Applications
By Profession 2016
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At renewal of licenses, all licensed medical practitionars required to
participate regularly in continuing professiondévelopment (CPD) that is
relevant to their scope of practice. This involves maintaining, developing,
updating and enhancing their knowledge, skills and performance to ensure
they deliver appropriate and safe car@&his processf continuous professional
developmentis a vital componentto fulfil NI w! Q& adNJ G63A O
provide safe and trusted health services.Figure (2) demonstrates the
distribution of licenses that were renewed in 2016 by profession.

Figure (2) No. of licenses renewe@016
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For the year 2016 the Department Hiealth ProfessionaRegulationsat NHRA
reviewed its processe®r licensing of healthcare professionals. The outcome
of this review process highlighted the delays involved in the verification
process and issuing of licenses. These delays wddeessed andectified
which resulted in a more efficient review process without a compromise in
quality and safety due diligencésigures (3) to (14) demonstrate licensing
statistics of the department.

Physician Licensure

Figure (3) NHRA Registered Physicians by Professional

Category
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Figure (4) NHRA Registered Physicians Per Specialty 2016
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Figure (5) NHRA Registered Physicians Per Specialty 2016
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Figure (6) NHRA Registered Dentists by Professional Catergory
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Figure (7) NHRA Registered Dentists per Specialty 2016
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Nurses Licensure

Figure (8) Total No. of NHRA Registered Nurses 2016
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Allied Health Professionals Licensure

Figure (10) NHRA Registered Allied Health Professionals
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Pharmacist Licensing

Figure (12) Total No. of NHRA Registered Pharmacists
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Figure (13) NHRA Registered Pharmacists Per Specialty

900 +
800 -
700 -
600 -
500 -
400 -
300 -
200 -
100

O T T T
Pharmacists Pharmacy Techinicians  Medical Deligates

16




Figure (14) Distribution of NHRA Registered Pharmacists
Private Vs Government Sector

m Gov. sector

m Private sector

Going Forward

The future directions of the Department of Health Professional Regulations in
collaboration with the Department of Hedth Care Facility Licensingre
initiativesto strengthen its data intelligence of licensed healthcare workers by
developing a forecasting model that projects the unmet needs in the
healthcare sector for Bahrain. The aim of this model will be to estimate the
Fdzl dzZNB  adzlJLX @ 2 F  ing phbkindcigtand all¥dShealtd | £ X
workforce. These workforce projections will help in identifying NéWRAcan
support a sustainable health workforce that is able to meet the future demand
for health care.

\
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Licensure Exams

In orderto facilitate liensing procedures for new professionals, NHRA has
increased thenumber ofannualexamsfor each profession. The dates of the
examinatiors were availableon the NHRAwvebsitesite at thestart of 2016.

Figure (15) Distribution of Licensure Exam by Professional
Category
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Health Gre Facility icensing

27

Health Card~acility Licensing Team

The Healthcare Facilities LicensirgpB Y Sy (. Q& LINA Y | &cBive T dzy
and register requests for licensing and operation of health care facilites

also includes anamendmentsof the activities of licensed health facilities,
approval on partial or total closura the facility.

The pocedure for issuing licenses has become more streamlined in the past
year mainly due to the ingduction of the 8ILAT system frorthe Ministry of
Trace and Commerce. Applicantain upload the required documents which
cannow be reviewed by the healthcare facilities licensing departméipon
completion of this review @reliminary licenseasissued Subsequent to thisall
remaining documents should be submitted by the applicants and a site
inspection will be scheduledsually in a 2 week timefram@ final license will

be issuedafter completion and verification of the above process.

19




In 2016,the Department ofHealh Care EcilitiesLicensing received346 new

applications, issue@43 preliminary licenses, antlO3final licensesas shown
in Figure (16).

Figure (16) Distribution of New Applications Submitted,
Preliminary & New Licences Issue@016

m New applications
® Preliminary licenses

m Final licenses

The total number ofacilities registered in NHR# date is811, theseinclude
381 medicalcare facilities124dental health care facilitied,49 pharmacies,
127 optic shops,15 laboratories, 3 radiology centers and2 alternative
medicine centersFigures (17) to (19) show tleassification and geographic
distribution of healthcare facilities in the Kingdom of Bahrain.
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Figure (17) Classification of Facilities Registered With NHRB16
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Figure (18) Geaographic Distribution of Healthcare
Facilities in the Kingdom of Bahrain

m Muharraq
m Capital
m Northern

m Southern

22




Figure (19) Geographic Distribution by Governorates of the
Types of Health Care Facilities Available in the Kingdom of
Bahrain
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Inspection Aclvities

In 2016 NHRA inspectors conducted a total of 444 site inspections to ensure
compliance to NHR#atandards and regulationsigures (20)and (21)showthe
breakdbwn of inspections conducted ke bass on which they were carried

out andthe types of violationghat were identified

Figure (20) Distribution of Inspection Visits by Type
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Figure (21) Types Of Violations Identified During Inspection Visits
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As a result of the inspectierboth major and minor violationsvere identified
such as medication storagenfection control, waste disposal, inadequate
sterilization techniques etcHgure (22) shows the actions takethy NHRA
against the violating facilities.

Figure (22) Action Taken by NHRA Against Violating Facilities

= No action needed

= Given period of
actions

Two weeks notice t¢
close

Stopping services ir
the facility
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Pharmagy Licensing

In 2016 NHRA issued?9 licensesfor new pharmacies out of which 9 were for
hospital pharmacies A total of 70 licenses were mewed for existing
pharmacies.The total number of pharmacies registered in the Kingdom of
Bahrain is 188 (149 General Pharmacies and 39 Hospital Pharm@emss)1
demonstrates the geographic distributionf pharmacies in the Kingdomwf
Bahrain.

Muharraq 15% 19%
Manama 56% 42%
Northern 5% 14%
Southern 23% 25%

Table (1) Geographic Distribution of NHRA Registered Pharmacies by Governorates
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Inspection Activities.

A total of 327 inspection site visits were conducted to ensure compliance to
NHRA pharmacy regulations and standai@$.those site visits34 violations
suchas operating without a license / expired licenseabosure of plarmecies
without notifying NHRAtc. were identified Hgure (23) summarizes théypes

of violations identified.

Figure (23) Types of Violations Identified

m Expired Pharmacy License

®m Permanent / Temporary closure w/o notifiying NHRA
m Hospital Pharmacy with no Pharmacy License

u Lack of Records for Temperature, Humidity or Fridge
m Lack of / Expired Pharmacist License

® Minor Violation
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The ations taken against thee violations are summarized igére (24)

Figure (24) Actions Taken Against Violations

m Notice letter
m Case Report
m Referred to NHRA Disciplinary

Committee

m Closure
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Medical Devies licensing

Medical devicesre all products, except medicines, used in healthcare for the
diagnosis, prevention, monitoring or treatment of illness or disability that does
not achieve its action by pharmacological, immunological or metabolic means.
NHRA was assigned by law (38) in 280%nsure all medical devices i
healthcare facilities complwith international standards of quality and safety.
NHRA with the Ministry of Interior customsiepartmentlocated at all ports
work in collaboration to ensure that all medical devices commip ithe
Kingdom of Bahrain are accounted for and are subject to review.

In 2016 NHRA established a classification criteria to be consistent with the
global harmonized model (HS code) afufill b 1 w! Qa &G NJF 4§ S3IAC
LINBE & SNBSS LI § xsSayidiguddantée Johtieni $afetpNIVH Kollowing
international classification of medical devices was created:

x | - Low Risk Medical Devices (such as Electronic Thermometer, Surgical
light, surgical tube)

x 1I- Medium Risk Medical Devices (such as EEG, BGascBpes)

x 1l - High Risk Medical Devices (such as anesthesia machine, ventilator,
heart - lung machine)

With the intention of establishing an effective monitoring system, in addition
to complying with international current operative regulation recognized
globally, NHRA is releasing permits only for Medium (lI) and HigiMiedikal
Devices (ll1).

In 2016 NHRA also released new guidelines to regulate combined medical
devicesthat include therapeutic and diagnostic productsith combination
drugs, devices, and/or biological products.

In the past year the licensing process has become more efficient mainlyodue t
the adoption of theCustoms electronic syste@FOOQ This online system of
submission has considerably cut down the time faxilitate the permits
procedure and allowsound the clock access to the application system which
prevents delays to release ipiments from ports.This system has considerably
increased the number of shipments cleared.

30




A total of

7835 medical devices were imported in 20&fh a value of

19,145,181 Bahrain Dinars (value of Class Il and IIl devices Alnhgst 80
medical products were classified as a combined medical dehugae (25) and
(26) below showthe comparison between 2015 and 2016 medical device
importation into the Kingdom of Bahrain and themonthly value of these

shipments.
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Figure (25) Comparison of Medical Device Importation
2015 vs. 2016
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On aglobal level NHRA has attainec&mbership to the followingnternational
organizations

x GSO (GCC Standardization Organization) medical device technical
committee

x I1SO/TC 210 "Quality management and corresponding general aspects for
medical devices"

x Econanic member in the AHWP (Asian Harmonization Working Party)
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Pharmaceuticalsicensing

Pharmacetical Products Registration Team

As an ongoing effort t@nsure equitable access of quality medicatdo the
people of Bahrain thébepartment of Pharmaceuticals Product Registration
(PPR has worked towards implementing systems to increase the review of
medications systematically. Licenses for medicines are granted only ahen
product meets predefinedgtandards of safety and ality and works forthe
purpose intended, while noproduct is free of risk but sound evidence
underpins aINHRAdecisiondo ensure that these riskare minimized

However, advances in technology often lead to the discovery of new medicines
to help patients and therefore rority reviews are considered by the PPR
department for medicinal products that are intended to treat {ifegeatening
conditions and address unmet medical needs. Phigrity reviewprocess was

put into effect in response to Supreme Health Counreitgiation number (12)

that regulaiesthe licensing of nofegistered medications anthternationally
registered ones outside the Kingddadlitating timely accesef medicines.

The implementation of these developments have contributed a 35%
Increase in the registration gdgharmaceuticals by the PPR departmamtthe
past yearseeFigure (27)
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Table (2)demonstrates additional functions of the PPR Departmener the
past two years.

800
700
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100

Figure (27) Functions of Pharmaceutical Products Registration

135%

Registration

Department 20152016
t73% | 727
| KU
425 438 421

132 178 II I
mE

Medicines New Medicines Renewal

Medicines
Variations

m 2015 = 2016

133%

140 186
mB

Health Products

e s e
Products Classification 51 345
GCC & Local GMP Inspecti 11 17
Parcels 2,616 2,216
Invoices Clearance 11,000 11,500
Pre-Approvals 2103 3,467
Non—rei;[:r:)evci1 IF;roducts 300 1505

**|n 2016, 724 products were sent for destruction as they were found to be either expired, recalled or

damaged.

34




Table (2):Additional Functions of the?harmaceutical ProductRegistration
Department 20152016

In addition to this, in 2016 the PPR department started the implementation of
Electronic Common Technical Document (eGTdD) interface for industry to
agency transfer of regulatory informatioreCTD submissionsshorten the
development timelineby simplifying drug life cycle managemerit allows
assessorso use computetbased tools such as searching, copying and pasting
text, thus making thereview process more efficient.

Followingthese achievements and in liglof some recent high profile drug
withdrawals the future direction ofregulating pharmaceuticals at NHRA0
developand implemem a Kingdom widePharmacwigilance Pogram in the
coming future This program wiltontribute to the assessment of adverdeug
effects or any other possible druglated problems in additionto benefit,
harm, effectiveness and risk of medicindgsereby encouraging their safe,
rational and more effective (including cestfective) use

Pricing of medicines

Equitable access teafe andhighquality essential medicines depends on
affordable and fair pricing. The department Haken a deliberate approach to
promote F FF2NRI 6tS FyR FFANI LINAOSa | a
strategic goals.

The PPRDepartmentat NHRAhas priced516 medicinesin total, of these213
pharmaceutical productswere assessed and priced by the PPR group.
Furthermore, NHRA hascontributed to the GCC unified pricing @52
innovative drugs an&1 generic druggseeTable SNB | T FANX Aghe bl |
on providing affordable, safe medications to the people of Bahrain.




Generics: 51

Medicines Assessed and Priced by 213
NHRA

Table (3): Overview of Pharmaceutical Products Prickagivities
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Complaints Team
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Complaints

The NHRA complaints department receives complaints that vary greatly in their
complexity. The vast majority of complaints are reviewed through a quality of
care approach, with the objective of resolving misunderstandings, improving
the quality of care and ensuring that patient safety is a top priority on all levels
of care These objectives serve as a basis to meetdtinategic priorities of
NHRA that are t®rovideSafe and Trusted Healthcare Servimedto Preserve

the rights of patients andprioritize patient safety A small minority of
complaints involve matters that magive rise to concerns of unprofessional
conduct or lack okill and knowledge ithe healthcare services provided.

In addition tothis, the complaints department also receives incident reports
from healthcare providers and centers to report any events that may have
occurred whilst patients were in their car@his practice is being t@eely
encouraged in order to increase the transparency of healthcare institutions
and adopt a no blame culture for reporting.

Hgures (27) and (28howthe number of complaints receivegt NHRAand the
source of the complainfsom 2013¢ 2016

Figure (27) Complaints Received by NHRA 2PQ36
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Figure (28) Complaints Received According to Source 2P0B6
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In 2016 the complaints departmenteceived 171claims ofmedical erroror
violation of the principles, duties, requirements and ethics of practicing health
professions Out of these, 111 werehealthcare réated complaints from
individuals (patients / relatives),60 were incident reports received directly
from healthcare facilitie$ professionalsand 37 health related law suits were
referred by the pubt prosecutor or from theourts. Thedistribution of these
complaints aresummarized ifHgures(29) and (30pelow:
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Figure (29) Distribution Of Complaints by Health Profession
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Figure (30) Distributio
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n of Complaints by Medical Speciality
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Some of thechallenges this department faces in meeting its goals is the
frequency and timing of the resolution committee meetinglse increased
number of complaints receiveover the past yeamand theincreased response
times to documentation/evidence requests from healthcare providers or
centers. These challenges have resulted aonsiderable delays to the
outcomes of cases received frorth ehannels.

To addresghese challenges the department is worgi on putting in place
processes that aim to reduce the volume of information presented at the
weekly committee meetings by forming sub technical group meetings to
review the documentation beforehand. In additionttus thefrequency of the
weeklycommittee meetings may be increaseal the comingyear.

Out of the 171 cases received in 2016, the medical complaints unit has
completed the investigation of 37 complaints and 22 incideftkthe cases
investigated and resolveh=59) medical error was found I8 of these cases.

Table (4) summarizes the results of investigats that werereviewed and
resolved in 2016:
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Result Complaints from Incidents

individuals

No medical error or 15 6 21
violation of the principles,
duties, requirements and

ethics

Referred to disciplinary 4 8 12
committees

Transferred to law suits 4 2 6
registry

Closed for failure of 4 - 4
interpolation of
information

Referred to concerned 1 - 1
party outside NHRA

Not within jurisdiction of 4 2 6
NHRA
Referred to public 2 1 3
prosecution
Regulatory violation, 3 3 6

amendment done

Total 37 22 59

Table (4): Summary of Complaints Resolved by NIdRA16.
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Furthermore a total of (43) disciplinary decisions were issuedvhayious
disciplinary ommittees atNHRA in 2016. Of the 43 disciplinary actions taken,
24 were against doctors, 13 against nurses and 6 against allied health
professionals.Figures (31) (33) demonstratehe disciplinary actions taken by
NHRA.

e N
Figure (31) Disciplinary Actions Taken Against Doctors

m Written Warning
m Suspension

m Licence Cancellation

Figure (32) Disciplinary Actions Taken Against Nurses

m Written Warning
m Suspension

Figure (33) Disciplinary Actions Taken Against Allied Health
Professionals

m Written Warning
m Suspension
m Licence Cancellation
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Lawsuits

In 2016, NHRA received a total of (37) cases referred by courts, the Public
Prosecution and Military Prosecutioout of which () has been investigated.
Figure (34) shows the distribution of lawsuits by source.

e A\
Figure (34) Source of Lawsu#2016

m Courts

m Public Prosecution

m Military Prosecution
Police Stations

- J

Of the (12) total cases investigated, (¥¢re found to have medal error/
negligence, whilehe other (5)were found to haveno evidence of negligee

in the management.Twentyfive lawsuits are still pending investigations.
Table (5)below summarizes thatatus of lawsuits investigated (n=12) and
Figure (35demonstrateghe most common specialties that have lawsuits filed
against them.

Investigated

Medical Medical
Negligencd Negligence
Error
Not Proved

Error Proved

Public(7)

Private(5)

Table (5)0Outcomes of Lawsuits Investigated
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Figure (35) Most Common Specialities That Lawsuits Are
Filed Against

7

general Surgery Accident & Obstetrics & Plastic Surgery  urology
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Regulating Clinical Trials

NHRA Clinical Trial Committee

NHRAIis mandatedby law to regulate, promote, authorize and oversee the
conduct of clinical trials in the Kingdom of Bahrain.

bl w! Qa LINAYFINE 2062S0O00GAOS Aa G2 Sya
research is supported by adequate ethical, scientific, regulatory and legal
frameworks, and, that human subject protection is a shared responsibility

within the clinical trials/reseah enterprise.

In implementing its strategy and asserting its authority, NHRA has issued the
following regulations governing the planning, execution and reporting of
clinical trials;

Regulatory Requirements for clinical trials in the Kingdom of Bahrali

)l

1 Requirements for Independent Research Ethics Committee (IREC) involved
in Clinical Trials in the kingdom of Bahrain.

1 Clintcal Trials Regulations document.

The current regulation is based on international regulations and standards on
Good Clinical Practice, provided by leading regulatory bodies like World Health

46

dzN



organization (WHO), U.S Food & Drug Administration (FDA), EMA (European
Medicines Agency) and Inmteational Conference of Technical Requirements
for the Registration of Pharmaceuticals for Human Use (ICH).

To date, (10yesearch proposals have been reviewed by the NKMRAical
Triak Committee of which(3) havebeengranted approvabnd (2)have be&
withdrawn by the applicantsThree (3)rials have beerrejectedas(2) of them
were studies on stem cellsvhich is not an approved practice the Kingdom

of Bahrain and (1ptudy did not meet NHRA Clinical Trials standards and
regulations. Figure (36) belowdemonstratesthe status of clinical trial
applications in the Kingdom of Bahrain.

Figure (36) Clinical Trial Applications in the Kingdom of
Bahrain
35
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0 | T T T
Approved Rejected Withdrawn Request Others
modification
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Accrediting Continuous Professional Development Programs

Continuous Professional Developmer@PD Committee
Continuous professionalevelopment pograms aim to communicate up to

date knowledge, health skills and new developments in medicine, dentistry,
alternative medicine and allied health in the Kingdom of Bahi@mnmtinuous
Medical EducationGMB and Continuous Professional Devploent (CPD are

a lifelong learmg process that complemeriormal education and traimg of
healthcare professionals.This learning process may include medical,
managerial, ethical, social and personal communication skills on top of
specialtybasedcompetencies.

In May 2016, the Supreme Council of Health authoridddRA to start
implementing the National Continuougd®essiaal Developmenprogram. A
CPD accreditation committee was formed Jane 2016by the authority of
NHRA CEQ@nd this committee developed thecharter and guidelines for
submitting and reviewing CPD programs.

This initiative has beencommunicated to all private and governmental
healthcare facilities and application forms are available on the NHRA website.

From its inception, he committee has reviewed (@7) CPD programand
approved (104 of them.
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Figures (37) - (39) below outline the activities ahe Continuous Professional
Developmen{CPDommittee:

Figure (37) Status of Reviewed CPD Activities(20)16
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Figure (38) Distribution (%) of CPD Activities Approved By
Speciality
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Figue (39) Types of CPD Activities Approved

Seminar
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Training courseConference
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In the next couple of months &¥017, the planis to link CPCaccredited hours
to professional licensinghereby ensuring value to CPD uie attained by
healthcare professionals the KingdomThe CPD committee is also actively
seeking to fulfill any unmet needs of educatiaith the requirements of the
upcomingNational Accreditation i®@gram.
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National Accreditation for Health Care Facilities

Theconcept of accreditation came about in response to tagfication of Law
no. (21) in 2015which specified, in Aicle 19 that NHRA is responsible for
reviewingand evaluating the health services in all facilities to easquality of
those services, ensure highest performance agmsure compliance with
regulations and standards leged to patient safetyinfection controland other
technical preparedness

In order to implementArticle 19, the Supreme Health Coundfisued decision
No. (7)in 2016 specifying the required NHRA standards, andsequently
issued DecisioNo. (26) in the same yearegardingthe accreditation of health
care facilitiesn the Kngdomof Bahrain.

NHRA has issued The National Accreditatipnlicy and will start
implementationin private hospital$n the first quarter of 2017.

Surveyor Training Program Conducted bgaudi Central Board for Accrediting Health Institutes
(CBABI
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Scientific Activities

NHRA has conducted/é scientific meetings in 2016, as follows:

1.D/ /1 2YLIX SYSYGIFNEBE YR ' {0SNyHdNBDSA|2ay
aSSUKFER MR ! LINAf HAMC O
bl w! aLlR2Ppd2 RER 2 B DINBORRKDY G A LINARX Y (12
I R2 LJ0 dzy A T A SG2 B3I S VildAI2N®BA FAWR A G & N.
GKS YSYOSNI a0 G§Sa NBAKS | deyk RYA SRR DI2/E ¢
a0F YRIINRA TR dZANBYSYyGa F2NJ f AOSyapy
LIN2 RdzOG az | YRS BINND KA ®8 jf S2E W SIRK 0 & |
D// 9ESOdzi APRB I BRHNRIHIRSYR2NESYSY
YAYA&AUGSNAR 2F KSIfOGKoD

2. CKSANERG W2AYy(d Y OASBY{ARRIIOR CRWWHaIM 2CS ¢
HAMC @
bl WSt R GKS FTANRG 22Ay0 AO0ASY(HATAQ °
D dzZA f RRYORVAINT FAY I wS a 1H2NO A/ATON yOHEKASEK |- 2NV
F2NHzY 61 a&a KSER Ay LI NUOYSNABRKAWRGA|GK
LI NI A ONSLIBNGE GBS B 6 30 K Yy R K2AAHNIRY 1y
LIK I NI OSdzi A O¢ K & OKN R KIASHKNI SR GKS |AY
I R2 LIyA ViR 2 yYSINNII2ZOSIAAB OA £ A (S G0KS\ O KSNB 3 S|
O2YYAG&BBBINRIASI NI f & Ay KSId 0K OF NB




3. Lectureson ProfessionaRegulation of Nursing Practice.

NHRA conducted annual lectures on professional regulation of nursing practice
andlegal issues in nursirig the Kingdom of Bahrai. NHRAalso participated

at the Royal College of Physician and Surgeons Ireland (RE€S8Hg careers

day. The process of nursing licensure was reviewed for new graduates entering
the workplace.

-hOi206SNJ HAMC

4. Infection Control Workshogheld on 15April 2016

NHRAIn collaboration with the infection control section of the Ministry of
Healthconducted a workshop on infection contrptocedures thatshould be
adhered to in dental clinics. More than 40 participants attended from the
private sector.The needs of the p#cipants, in terms of infection control,
were identified and reviewedThe workshop encompassed discussion on
policies and procedures of infection contrahd included both theoretical and
clinical training.
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5.The Secondoint Scientific ForummClinical Trialdeld on 23-24
November 2016
NHRAIn cooperation vith the Arabian Gulf Universitheld the second
AOASYGATAO YSSUAYIZT WIFNN2YAT Ay3
During the summitGCQepresentativesdiscussed the proposal submitted
by the Kngdom of Bahrain andhe Kingdom of Saudi Arabighat
constituted the Wuidance for Conducting Clinical Trials on BringGCC
Countries: Harmonization of Key Regulatory Requirem@Assa result of
the meeting the GCOCrepresentation have adopted the proposed
regulationsand have raised them to th& CQMinisters of Health Board for
adoption.

54

/




Regulatory Activities
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Meeting with Our Stakeholders
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2. Meeting with Private Hospitals

NHRA met with all private hospital directors to discuss the upcoming National
Accreditation Program. The hospital directors expressed their appreciation for
NHRAG6s approach to involve the private| s
their views in the implementation process. Hospital leadership also
acknowledged and appreciated the recent process improvements at NHRA
that have considerably decreased the wait times of licenses for healthcare
professionals.
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3. Meeting with Pharmaceutical Agents and companies
Several meetings were held with pharmaceutical agents and companies
to discuss medidalevices and drg custans release and registration
regulations.

4. Meeting with Tamkeen
NHRA and Tamkeen discussed areas of collaboration in training and
supporting continuous professional development programs in the
private health sector.

5. Meeting with IGA
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NHRA is collaborating with information and e Government Authority to
develop its IT system. Sevenaleetingswere held to discuss NHRA
processequirements;both teams will continueo cooperateto develop

a comprehensive system that will enhance NHRA services and
procedures.

. Meeting with Economic Development BoardDB
NHRA discussed mutual collaboration with D& was in attendance of
several meetinghostinginvestors looking for opportunities in the
health sector in Bahrain.

. Meeting with Optometry Facilities.
NHRAhosted a meetingvith optometry facility owners The following

points were reviewed and discussed:

1 Issuesconcerning the licensing and regulation of the profession
and facilities

1 Thepossibilityof increasing the number of exams per year énel
years of experienced required to be licensed

1 Amendment ofthe current regulation related to optometrists
licensing in order to overcome the current shortage of
optometrists in the Kingdom

The participants expressed their gratitude to the current developise
in NHRA that was reflectech the speed of issuing licenses both
professioralsand facilities




Equal portunities

Members of NHRA Equal Opportunity Committee

NHRAvaluesits entire staff equally, regardless of gender apbmotes

a work environment where individuals are treated with fairness, respect,
equality and dignityNHRA hagvorked collaboratively with the Supreme
Council of Womer(SCW)o increase capacity building and awareness
around equality to ensure that owstaff isfully informed of the concepts
developed by the SCW.

The Equal Opportunity Committee was formed in reggmto Decision
no. 50 in 2016. This committee was established to help raise awareness
of legal rights, to ensure equality and to be a resource for women to
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understand their rights.

In2016the committee conducted the following activities:
1.

On4 January 2016 a questionnaire was distributedall staff to
gather information aboutNHRA stafft ¢  NBy Saa 2F
goals

On 20 April 2016 the Committee participatadthe 1t meeting of

the General Secretariat of tHFeCW

On 19 July 2016 NHRstaff participatedin the 2"Y meeting with

the Secretariat of th&CW

On 24 July 20l16analysis of thestaff awarenessnitiative was
conducted.

On 17November 2016 NHRA in collaboration with SCW conducted

a legal gmposium on the general framework for theghts of
women and the most important laws and decisions in support of
the integration of women's need€On the occasion of Bahraini

2 2 Y S yilgya all judicial officers of NHRAwere haored at a
ceremony to mark thelay.

The committee members also participated in the framework of
preparations for celebrating Bahraini women's day 204ich
honored"women in the legal field and courts."

On 1- 3 November 201@he committee participatedin the 3¢
Conference of BahrainiwomeW2 2 YSY FyR [ & [ 2Y
Challengesantd & LA NI GA2y a3 Q®

Two surveys were conducted by the committethe first was to
measure the awareness of NHRA employees regarding the purpose
of the equal opportunity committee, and the second aimed to
improve and strengthen women in the NHRA, government and the
private health sector.
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0Achieving competitiveness in all sectors alidevels through the
SYLRSSNYSyld 2F blw! SYLX 28S5S5Q;
encourage the integration afomen in development prograns
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The Way Forward

This past year the government has issued numernegsslationsthat place
value on the ethos afafe healthcaracross the care continuufor the people
of Bahrain. Weat NHRAwholly subscribe to the@rinciplesthat these laws are
founded upon and indeed our owh year plan is built on the very same
principles, which we have prioritized as our strategic goals.

We recognize that improving healthcare is a partnership and thgpeetful
collaboration is at the heart of itVith the National Accrdthtion Rrogram set

to be implemented in the second quarter of 2017 we are optimistic that
NHRR & 22dzNySeé G2 Fdf FAEE Ada adN)y GiS3
improve withtime. We are committed to working with hospitals to help them
attain a standard that provides safe and trusted health services patfent
safety asa top priority.

We will continue to improve our processes and procedures and plan to have a
fully integraed IT system by the end of 2017. This system will streamline
regulatory functions such as online licenssi exams, renewal of licenses and
drug registration This system will also allow us to extendr @lrug safety
monitoring functionandinitiate the Phamacovigilance Program of Bahrain.

Towards the end of 2017 our plan is to incorporate the renewals of
LINEPFSaarz2yllfaQ tA0SyasSa G2 Owibalow / t §
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