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Private Sector Participation:

One of those themes aims to increase the PSP (private sector participation) on the development and provision of
healthcare services, through private sector investment, operations and management, in a more effective and
efficient way. This process will be developed in several phases. For the 1st phase, 5 initiatives were evaluated

under the Strategic Validation project:

®  Primary care

® Radiology

® laboratories

® Medical Cities, Hospital Commissioning

® Longterm care, Home care and Rehabilitation.
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Introduction

Since the launch of the Kingdom's Vision 2030, from which the National Transformation Program emerged,
which aims to develop the basic sectors of the government, including the health sector. Work has begun on
Implementing transformation initiatives within the Ministry's Transformation Program, which aimed to develop
the current health system.

In 2019 there are 21068 patients were in hemodialysis (HD) and peritoneal dialysis (PD) with 19522 in HD. New
patients were 4740 with an incidence rate of 142 pmp and prevalence rate of 631 pmp. Of these number of
hemodialysis patients, the public privatization partnership project accommodated only 7000 patients.
Participation between the public and private sectors, this method has shown its effectiveness in view of the
current project, existing contracts, and the relatively high level of satisfaction through periodic surveys of the
Ministry of Health in this regard. This type of partnership ensures the preservation of the high quality of the
services provided with an appropriate cost through the financial analysis carried out in the Ministry in this regard.
The need of such partnership is increasing as the number of patients in need of HD is increasing with gradual
progress of HD patients.

The project aims to provide hemodialysis service to Saudi patients in all region of the kingdom. It also aims to
provide a high-level services in accordance with the standards of the Ministry of Health and the international
standards followed in this regard. It is worth noting the desired economic effects of this project, including
increasing the rate of economic growth, attracting capital, and achieving the desired abundance. From a social
point of view, what is desired is to raise the rate of patient and family satisfaction with the service provided, ease
of access for patients to service in terms of providing centers in all regions of the Kingdom, including peripheral
areas, provision of holiday dialysis inside the Kingdom and abroad and the provision of trained and specialized
work forces in all centres to ensure the provision of all required services to patients, including hemodialysis

session, medicines and investigations, in addition to Vascular access creation and follow up.

The ministry is aiming to increase the number of patients receiving dialysis services from private sector in Asser,

Taif and AlAhsaa through contracting with private sector dialysis providers according to specification in “Service

Description” section. Accordingly the ministry at this stage would like to gather information related to service

providers as described in this document for the following purpose

® Evaluating the capability of private sector to provide the required service

Evaluating market price for the required service
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Title

To provide haemodialysis services
Duration

Three Years

Locations

Al-Ahsa, Taif, & Abha

Service Descriptions

1.1. Technical Description

Service Provider Responsibility

1.1.1. Design, construction (Rent), and equipment:
1.1.1.1. The provider should design, construct (Rent), and equip the dialysis center/(s)
according to the MOH guidelines
1.1.1.2.Governmental licences: The Supplier shall seek, obtain and renew, in a timely fashion, all
permits and licenses that may be required for the Services under Applicable Law and in
accordance with Good Medical Practice, including certification of Supplier, relevant Supplier
Personnel, the Centers and all other certifications and approvals of all Government Entities
controlling or affecting the operation of the Centers. The Supplier shall bear all its costs and
expenses (including application fees and Tax but not, for the avoidance of doubt, the fees of
the Ministry) in connection with the preparation, submission and obtaining of all such
permits and licenses.
1.1.1.3.Start of service provision: The Supplier shall commence providing the Services from the
Effective Date and shall continue to provide those Services for the Term. Effective date and
term as agreed in the contract.
1.1.2.  Clinical policy: The provider should follow the MOH policy for hemodialysis according to the
following criteria:
1.1.2.1.High quality dialysis following the national and international most updated guidelines.
1.1.2.2.Hemodialysis to Patients three (3) times per week and for a minimum
of four (4) hours per session, taking into consideration that some Patients may require longer

duration and/or more frequent dialysis sessions according to medical needs and
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consultation, such as increased intradialytic weight gain, pericarditis, uremic cardiomyopathy
and poor nutritional status.
1.1.2.3.The Supplier should submit documentation for either a longer or shorter duration per Patient
based on clinical indication agreed by the Ministry Supervisory Team.
1.1.2.4.Any alteration to the above treatment requirement should be approved by the Ministry. The
Supplier shall not be entitled to any additional Charges if the alteration has not been
approved by the Ministry.
1.1.3. Service Requirements:
1.1.3.1.0pening of new centers: New Centers will open fully or gradually on a phased basis, as
agreed between the Parties. Each Centre should also have the capability of dialyzing Patients
in beds as well as dialysis chairs.
1.1.3.2.Operating hours: The Services shall be provided during normal operating hours. Operating
hours are related to the number of shifts performed by the Centre. Shifts outside such
normal operating hours may be introduced subject to Ministry discretion and requirements.
1.1.3.3. In the month of Ramadan, an evening shift should be provided to cover the needs of
some hemodialysis Patients to be dialyzed after breaking their fast.
1.1.3.4.Dialysis chairs: the hemodialysis sessions provided conventionally on chairs. The supplier
should provide a suitable dialysis chairs according to Appendix (1) page (61-62). The
Supplier must comply with MOH Policies, criteria or directions provided by the Ministry
Supervisory Team from time to time in relation to the process and requirements for
providing dialysis services to Patients that need beds and not chairs during treatment.
1.1.3.5.Dialyzers:
1.1.3.5.1. All Patients are expected to be treated with high-flux dialyzers unless
contraindicated by the Treating Nephrologists.
1.1.3.5.2. Itis a requirement that dialyzers will not be ethylene-oxide sterilized and will
not be subject to reuse. The Supplier should not allow a policy of dialyzer reuse.
1.1.3.5.3. Reuse of dialyzers is not allowed or permitted at any time
1.1.3.6.Disposables: All dialysis disposables should be original, of high quality, and be approved by
the SFDA and meet the Ministry standards.
1.1.3.7.Emergency drugs: The Supplier must maintain an emergency drug box within the Satellite

Clinics in accordance with any Ministry guidelines or policies.
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1.1.3.8.Emergency devices and staff: The Supplier shall provide an automatic defibrillator and will be
required to adhere to the policy for checking resuscitation equipment and shall ensure that
all items in crash carts are replaced as required. The Supplier will be responsible for ensuring
that enough Staff within the Centre are Advanced Cardiac Life Support (ACLS) certified.

1.1.3.9.Dialysis Buffers: All Patients will receive bicarbonate buffer dialysate in cartridges, the
concentration to be decided by the Treating Nephrologist. The Supplier must maintain the
ability to model sodium and blood volume during the dialytic process. A full range of variable
minor ions dialysate must be available as prescribed.

1.1.3.10.  Online hemodiafiltration services must be provided for at least thirty per cent (30%) of
hemodialysis Patients. This percentage should be increased according to the needs of dialysis
Patients. However, it is expected that this percentage should be increased on an annual
basis.

1.1.311.  Routine drugs: A small supply of routine drugs must be available and kept secure within
each Satellite Clinic. These should include antibiotics (covering gram-positive and gram-
negative infection) for intravenous and oral use, anti-hypertensive and hypoglycemic drugs,
oral analgesics and quinine plus heparin and tissue plasminogen activator. Patients with

complex needs, or with a severe infection, should be referred to a hospital.

1.1.3.12.  Hemodialysis Treatments

1.1.3.12.1. Supplier is obliged to provide the services on a permanent basis, according the
MOH criteria and the international guidelines.

1.1.3.12.2. Occasional unscheduled or additional dialysis treatments may be necessary for
Patients. Sufficient flexibility must therefore be allowed for in the Supplier's operating
system to provide such treatment in the Centre.

1.1.3.12.3. In situations where more or less than three (3) treatments are required per
week, justification will be available at the Centre as part of the Patients' medical
records.

1.1.3.12.4. Blood borne infections: The Supplier is obliged to provide treatment to HIV
negative patients, patients with blood borne infections (hepatitis B positive, hepatitis C
positive and hepatitis B and C positive) and HIV positive patients.

1.1.3.12.5. Dialysis for inpatients in supplier’s center which are MOH facility: In case the

dialysis center is MOH facility and lies inside the hospital campus, and a patient was
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admitted to that hospital; hemodialysis may be provided for those inpatients, provided
that such treatment complies with MOH Policies and any policy, criterion or direction
provided by the Ministry Supervisory Team from time to time.
1.1.4.Holiday Dialysis:
1.1.4.1.The Supplier is required to provide holiday hemodialysis treatment ("Holiday Dialysis") in its
Centers within Kingdom of Saudi Arabia to any referred Patients visiting such Centers.
1.1.4.2.0nly stable dialysis Patients with adequate vascular access should be accepted for Holiday
Dialysis in accordance with this provision.
1.1.4.3.The Supplier must receive requests for Holiday Dialysis fifteen (15) days in advance.
1.1.4.4.The Supplier, either directly or in coordination with other similar suppliers, is required to
provide dialysis on a permanent or temporary basis for any Holiday Dialysis for any referred
Patient within the Kingdom of Saudi Arabia in any area and abroad, not to exceed fifteen per
cent (15%) of any particular Patient number of sessions per year (equal to 23 treatments per
year).
1.1.4.5.Any such provision must be approved by the Ministry Supervisory Team and the Supplier
will be reimbursed at the standard session rates listed in the Contract.
1.1.4.6.The Supplier should receive requests thirty (30) days in advance for international treatments.
1.1.5. Quality recreation facilities and infrastructure: The Supplier shall provide quality recreation
facilities and infrastructure which shall include the following:
1.1.5.1.Television;
1.1.5.2.Radio;
1.1.5.3.An electrical outlet that enables patients to use personal entertainment equipment (e.g.
mobile, DVD players
1.1.5.4.Wireless internet network.
1.1.5.5.Newspapers/books and educational leaflets.
1.1.6. Clinical Management
1.1.6.1.Medical care: All patients treated in the supplier’s dialysis center must be under the clinical
management of a Consultant Nephrologist. The consultant will determine the dialysis
prescription for each Patient, which will be documented and regularly reviewed. Further
Patient management can be conducted by a Specialist Nephrologist.

1.1.6.2.Vascular access: > 85% of patients should be on arteriovenous fistula (AVF) or graft (AVG).
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1.1.6.3.AVF should always be used in priority over catheters, the use of which should be discouraged
(as a permanent solution) whenever AVF use is feasible.

1.1.6.4.Medical data of the patients including dialysis prescription, medications and comorbidity
prescription should be formulated so that patients' clinical, biochemical and hematological
blood test results (clinical performance measures) meet the target required by the contract.

1.1.6.5.Dialysis prescription: All Patients will be offered three (3) dialysis sessions per week, each of
a minimum of four (4) hours' duration. However, this prescription may be modified by the
treating nephrologists according to the needs of the Patient. Patients should be regularly
reviewed by the Treating Nephrologist.

1.1.6.6.Allocated time to start dialysis: all patients will allocated an appointment time to commence
dialysis treatment. Patients should commence treatment within thirty (30) minutes of the
appointment time.

1.1.6.7.Medications: the supplier should provide the patients with required medications whether
parenteral or oral (Appendix 2/ Standard dialysis session medications).

1.1.7.Required investigations

1.1.7.1.The Supplier shall ensure that each of the following tests are undertaken in respect of all
Patients at each Centre and include the testing of all necessary blood or other samples
together with any other relevant information.

1.1.7.2.Weekly:

11.7.2.1. INR (at the discretion of the consultant) for those on warfarin treatment.

1.1.7.3.Monthly (pre-dialysis blood testing):

1.1.7.3.1. Full blood count

1.1.7.3.2. Liver function tests

1.1.7.3.3. Renal profile (urea, creatinine, sodium, potassium)
1.1.7.3.4. Calcium and phosphate

1.1.7.3.5. Bicarbonate

1.1.7.3.6. Ferritin and transferrin saturation

1.1.7.4.Three-monthly:
1.1.7.4.1. Provide blood samples for antibody screening tests (Patients awaiting renal
transplantation and post-blood transfusions) to their respective transplant centers as
recommended by the Saudi Center for Organ Transplantation (SCOT).

1.1.7.4.2. Hepatitis B surface antigen and core antibody screen and hepatitis C.
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1.1.7.4.3. Confirming PCR tests for Patients with positive results (should be sent
to Ministry pathology lab only) in line with the Ministry blood-borne

viruses policy

1.1.7.4.4. Parathyroid hormone (PTH)

1.1.7.4.5. HbAlc (for diabetics only)

1.1.7.4.6. MRSA screening for recent Patients (to a Ministry lab only)
11.74.7. HIV (initially and every year

1.1.7.5.Six-monthly:

1.1.7.5.1. T4 /TSH

1.1.7.5.2. 25 OH cholecalciferol
1.1.7.5.3. Cholesterol

1.1.7.54. Vitamin B12 and folates

1.1.8. Facilities and Services
1.1.8.1.Infection control guidelines: Each Centre must achieve the current National Guidelines of
Infection Control in dialysis units, reflecting the International Centers for Disease Control and
Prevention (CDC), and integrating with Ministry IPC (Infection Prevention and Control)
functions
1.1.8.2.Staffing:
1.1.8.2.1. Nephrology Consultants, Specialist Nephrologists, residents, dialysis nurses,
pharmacists, dietician, and social workers: their number should meet the Centre’s
requirements based on Ministry standards and the patient ratios recommended in
(Appendix 1, Page 17), and their qualifications should meet the requirements of the
Saudi Commission for Health Specialties (SCFHS).
1.1.8.2.2. Nurses will be expected to provide hemodialysis and other associated services
including:
1.1.8.2.2.1. administration of oral or parenteral drugs, including antibiotics, heparin, iron
preparations, vaccines and erythropoietin stimulating agents (ESAs); and
1.1.8.2.2.2. assisting physicians, as required, to:
1.1.8.2.2.21.  Provide a local point of contact for Patients, care givers, and relatives.
1.1.8.2.2.2.2.  ensure that Patients are educated and familiar with different treatment

modalities for end-stage renal failure;
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1.1.8.2.2.2.3.  provide patient advocacy, to ensure that different care suppliers
(general practitioners, nurses, social workers, volunteers, etc.) are familiar
with the needs of Patients suffering from ESRD; and
1.1.8.2.2.2.4.  Provide information and awareness to Patients, their families and the
public about the option of a Living Kidney Donation.
1.1.8.2.3. The Supplier is required to accept and provide hemodialysis to Patients
returning to a Centre after having received dialysis in another Centre within the
Kingdom of Saudi Arabia or abroad (including high-risk destinations) and shall follow
IPC (Infection Prevention and Control) guidelines in this regard
1.1.8.2.4. The Supplier is required to provide the following facilities and associated
services at their dialysis centers:
1.1.8.2.4.1. all equipment necessary to operate an independent haemocentre;
1.1.8.2.4.2. Dialysis machines and chairs.
1.1.8.2.4.3. all hemodialysis consumables;
1.1.8.2.4.4. receptionists/medical records/secretarial support;
1.1.8.2.4.5. alaboratory equipped for providing testing services for Patients (or a contract
with a laboratory recognized by the Ministry for such services, plus required
policies and collection, transport, and the reporting of samples obtained from
Patients in the Centre);
1.1.8.2.4.6. medications as set out in (Appendix 2/ Standard dialysis session medications)
1.1.8.2.4.7. awater treatment plant (including maintenance) and ultra-pure water for high
flux dialysis and online hemodiafiltration (HDF) according to specifications and
requirements technical support/equipment (dialysis machines and dialysis chairs
and maintenance services (including Preventative Maintenance)
1.1.8.2.4.8. Technical Support for all equipment (Hemodialysis machines, Dialysis chair,
maintenance services (Including preventive maintenance)
1.1.8.2.4.9. energy/medical gases;
1.1.8.2.4.10.disposal of medical and clinical waste;
1.1.8.2.4.11.documentary evidence of proper maintenance
1.1.8.2.4.12.telecommunications;
1.1.8.2.4.13.IT equipment and links to the area supervisory team and the relevant governing

body in the region;
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1.1.8.2.4.14.infection control;
1.1.8.2.4.15.catering (tea/coffee/biscuits/sandwiches) in accordance with the applicable
MOH standards for food;
1.1.8.2.4.16.linen/laundry;
1.1.8.2.4.17 interpretation services, such as preparing and printing medical reports;
1.1.8.2.4.18.water;
1.1.8.2.4.19.porters
1.1.8.2.4.20.resuscitation equipment;
1.1.8.2.4.21.grounds and building maintenance (including testing for legionella for
example);
1.1.8.2.4.22.ambulance access and facilities
1.1.8.2.4.23.parking spaces for Patients and easy access for handicapped Patients;
1.1.8.2.4.24.an ambulance with a driver
1.1.8.2.4.25.a minimum of two (2) lifts should be provided (with enough space for
stretchers) if the dialysis section is located higher than the ground floor.
1.1.8.3.Data collection and confidentiality:
1.1.8.3.1. Itis essential that the Supplier complies fully with the data collection and data
analysis requirements.
1.1.8.3.2. Immediate and full access to all Patient records maintained within the dialysis
centers must be available to the Ministry Supervisory Teams.
1.1.8.3.3. The Supplier must comply with the Ministry's requirements concerning the
administration and documentation of Patient attendances.
1.1.8.3.4. The Supplier is responsible for ensuring that details of each dialysis treatment,
dialysis prescription, Patient observation and drug prescription record are recorded at
the time of dialysis, in a form agreed by, and under the supervision of, the Consultant
Nephrologist.
1.1.8.3.5. Appropriate security measures must be maintained for Patient records and the
confidentiality of these records must be assured and maintained. The Supplier must
adhere to the prevailing local law requirements and guidelines in relation to data

protection as it affects records held by the Ministry.
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1.1.8.3.6. All nurses must be familiar with supporting information technology and will be
responsible for ensuring that each Patient's prescription and a record of each
hemodialysis treatment are regularly recorded

1.1.8.3.7. Record the dialysis treatment regularly

1.1.8.3.8. The Supplier will supply information relating to standards of Patient treatment
to fulfil the requirements of the MOH and fulfil the information requirements of the
renal registry required by the Ministry.

1.1.8.3.9. The Supplier’s dialysis centers should be connected to the Ministry Supervisory
Teams.

1.1.8.3.10. A two-way interface between dialysis machines and computer software to
facilitate downloading of information/live data is required. Other information, such as
drug history, vascular access history, vascular access monitoring, microbiology and
virology and other laboratory results, will be entered manually when not possible
automatically and updated on a monthly basis.

1.1.8.3.11. The Electronic Patient Record (EPR) should be available and integrate with the

systems of the MOH in relation to EPR in existence or in development.

1.1.9. Staffing Qualification: For clinical staff suppliers dialysis center, the following requirements must
be fulfilled:

1.1.9.1.Nephrology Consultant - Must have a professional accreditation certificate and valid
registration from the Saudi Commission for Health Specialties (SCFHS) as Nephrology
Consultant.

1.1.9.2.Nephrology Specialist - Must have a professional accreditation certificate and valid
registration from the Saudi Commission for Health Specialties (SCFHS) as Nephrology
Registrar (Specialist) or Senior Registrar (Senior Specialist).

1.1.9.3.Nephrology Resident - Must have a professional accreditation certificate and valid
registration from the Saudi Commission for Health Specialties (SCFHS) as: Nephrology
Resident, or Internal Medicine Resident with at least one-year experience in dialysis.

1.1.9.4.Nursing Supervisor

1.1.9.4.1. Bachelor’s Degree in Nursing
1.1.9.4.2. Minimum of 5 years’ experience in dialysis.
1.1.9.4.3. Minimum of3years' experience as Nurse Supervisor/Manager.
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1.1.9.4.4. Good communication skills preferably both in English and Arabic.
1.1.9.4.5. Registered with the Saudi Commission for Health Specialties.
1.1.9.4.6. Computer literate.

1.1.9.5.Unit Head Nurse

1.1.9.5.1. Bachelor’s Degree in Nursing

1.1.9.5.2. Minimum of 5 years’ experience in dialysis.

1.1.9.5.3. Minimum of 2 years’ experience as Head Nurse Assistant.
1.1.9.54. Good communication skill preferably both in English and Arabic.
1.1.9.5.5. Registered with the Saudi Commission for Health Specialties.
1.1.9.5.6. Computer literate.

1.1.9.6.Dialysis Nurse
1.1.9.6.1. Bachelors’ Degree in Nursing.
1.1.9.6.2. Minimum of 2 years’ experience in dialysis or have successfully completed a

Hemodialysis Training Program.

1.1.9.6.3. Good communication skill preferably both in English and Arabic.
1.1.9.6.4. Registered with the Saudi Commission for Health Specialties.
1.1.9.6.5. Computer literate.

1.1.9.7.Infection Control Practitioner - According to MoH Infection Prevention and Control Policy.

1.1.9.8.Pharmacy Specialist - Registered with the Saudi Commission for Health Specialties as a
Pharmacist.

1.1.9.9.Social Worker - Registered with the Saudi Commission for Health Specialties as Social Work
Specialist.

1.1.9.10.  Dietitian - Registered with the Saudi Commission for Health Specialties as a Specialist

Clinical Dietitian.

1.1.10. Staffing Requirements: itis dependent on the ratio of that staff to patients and the number of
patients on the center:
1.1.10.1.  Nephrology Consultant:
1.1.10.1.1. Consultant/patients ratio = 1/120.
1.1.10.1.2. Required number of Consultants = total number of patients in the center/120.
1.1.10.2.  Nephrology Specialist
1.1.10.2.1. Ratio: 1-80
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1.1.10.2.2. Required specialists = total number of patients in the center/80.
1.1.10.3.  Nephrology Resident

1.1.10.3.1. Ratio: 1/120

1.1.10.3.2. Required residents = total number of patients in the center/120.
1.1.10.4.  Nurses

1.1.10.4.1. Ratio: 1/3 fir stable patients,1/2 or even 1/1 in unstable patients

1.1.10.4.2. At any working dialysis shift, the above ratio should be kept.
1.1.10.5.  Pharmacist

1.1.10.5.1. Centers with patient’s number 60-120 need one pharmacist.
1.1.10.5.2. Centers with patient’s number > 120 = 2 pharmacist.
1.1.10.5.3. In addition of leave and vacation coverage.

1.1.10.6.  Dietitian

1.1.10.6.1. Centers with patient’s number 60-120 need one dietitian.
1.1.10.6.2. Centers with patient’s number > 120 = 2 dietitians
1.1.10.6.3. In addition of leave and vacation coverage.

1.1.10.7.  Social Worker

1.1.10.7.1. Centers with patient’s number 60-120 need one social worker.
1.1.10.7.2. Centers with patient’s number > 120 = 2 social workers.
1.1.10.7.3. In addition of leave and vacation coverage.

1.1.11. General Conditions of staffing

1.1.11.1.  Definitions

1.1.11.1.1. Full time equivalent (FTE) means 8 hours/day for 6 days, which is equal to 48
hours/week.

1.1.11.1.2. 0.5 FTE means 24 hours/week.

1.1.11.1.3. 0.25 FTE means 12 hours/week.

1.1.11.1.4. Part time (PT) means either 0.5 FTE or 0.25 FTE according to the requirements.

1.1.11.2.  Attendance
1.1.11.2.1. The Supplier shall submit, on a monthly basis, updated attendance records of
its entire Staff in every Center.
1.1.11.2.2. For the avoidance of doubt, All Staff (excluding the Dietitian and Social

Worker) are required to attend each Center for 6 days a week for 8 hours per day.
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1.1.11.2.3. The Dietitian and Social Worker are required to attend each Center for 5 days a
week for 8 hours per day.
1.1.11.2.4. The center should maintain at all times one nephrology consultant at least.

1.1.12. Equipment Requirements

11121, Allequipment used by a Centre, including back-up equipment, shall be SFDA approved,
operated in accordance with the manufacturer's directions for use, and maintained free of
defects which could be a potential hazard to Patients, Staff or visitors. Maintenance and
repair of all equipment shall be performed by qualified Staff or contract personnel.

1.1.12.2.  Medical equipment that malfunctions shall be clearly labelled and immediately
removed from service until the cause of the malfunction is identified and corrected. The
Supplier will be responsible for the provision, replacement and maintenance of all
equipment in use at the Satellite Clinic. Such maintenance must meet the manufacturer's
recommendations.

1.1.12.3.  Arecord of all maintenance and repairs shall be maintained. The Supplier will be
required to produce a schedule demonstrating the regular periodic maintenance and
servicing of equipment used in the Centers, including Portable Appliance Testing (PAT) on an
annual basis

1.1.12.4. After repairs or alterations are made to any equipment or system, the equipment or
system shall be thoroughly tested for proper operation and disinfected before returning to
service

1.1.12.5.  Each Centre shall comply with the MOH Policy concerning reporting when a medical
device has or may have caused or contributed to the injury or death of a Patient of the
Centre.

1.1.12.6.  Completion of the requirements listed above in this Clause 1.1.12 shall be documented
on the Centre's equipment or system repair log.

1.1.12.7.  Each Centre shall develop, implement and enforce a written preventative maintenance
program to ensure Patient care related equipment used in a Centre receives electrical safety
inspections, if appropriate, and maintenance at least annually or more frequently in
accordance with the manufacturer's directions for use. The preventative maintenance may

be provided by Centre Staff or by contract personnel.
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1.1.12.8.  Atleast one (1) complete dialysis machine shall be available on site as a back-up for
every ten (10) dialysis machines in use. At least one (1) of these backup machines shall be
completely operational during treatment hours. Machines not in use during treatment hours
may be counted as back-up except at the time of an initial or an expansion survey

1.1.12.9.  Allequipment and appliances shall be properly grounded in accordance with the
National Fire Protection Association 99 (NFPA 99)

1.1.12.10.  Ata minimum, the emergency equipment and supplies shall include the following: (1)
oxygen, (2) ventilation assistance equipment including airways, manual breathing bag and
mask, (3) suction equipment, (4) supplies specified by the medical director, and (5)

automated external defibrillator.

1.1.13. Water treatment unit requirements.

1.1.13.1. Water for dialysis will be produced by a high-quality water treatment plant and should
meet the AAMI (Association for Advancement of Medical Instrumentation) standard or
Higher Pharmacopoeia XVI standard according to (Appendix 1, page 55).

1.1.13.2.  The Supplier and each Centre's medical director shall each demonstrate responsibility
for the water treatment and dialysate supply systems to protect Patients from adverse effects
arising from known chemical and microbial contaminates, which may be found in water and
improperly prepared dialysate, to ensure that the dialysate is correctly formulated and meets
the requirements of all applicable quality standards. The Supplier will be responsible for
maintenance of the water treatment plants at each Centre and must provide details of how
compliance with these standards will be met.

1.1.13.3.  The Supplier and medical director shall each assure that policies and procedures related
to water treatment and dialysate are understandable and accessible to the operator(s), and
that the training program includes quality testing, risks and hazards of improperly prepared
concentrate, and bacterial issues.

1.1.13.4.  The Supplier and each Centre's medical director shall be informed prior to any
alteration of, or any device being added to, the water system

1.1.13.5.  The Supplier should arrange for monthly water testing for bacterial growth and
endotoxin level M and every six (6) months for chemical analysis according to international
approved standards (reference 1) should be recorded in a log sheet/book (computer) in

order to identify trends that may indicate the need for corrective action
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1.1.13.6.  The Supplier should clarify the back-up policy if there is an emergency water treatment
breakdown. A sufficient quantity of potable water shall be on site for the operation of the
water treatment system for at least twenty-four (24) hours. A water valve connection shall be
provided to allow hook-up for potable water from an outside vendor to supply the water

treatment system.

1.1.14. Key Performance Indicators

1.1.14.1.  Patient waiting time: it should not more than 30 minutes. If not met; deduction of
0.25% of the month invoice of that center.

1.1.14.2. Monthly lab and blood sampling: All Patients should have their biochemical and
hematological blood test results in compliance with MOH and KDOQI/EBPG guidelines. If
not met; deduction of 0.75% of the month invoice of that center.

1.1.14.3.  Dialyzer reuse: zero % of dialyzer should be reused. If not met; deduction of 0.75% of
the month invoice of that center.

1.1.14.4.  Online HDF: at least 30 % of patient should be on HDF. If not met; deduction of 0.25%
of the month invoice of that center.

1.1.14.5.  High flux dialyzer: 100% of dialyzer should be high flux. If not met; deduction of 0.75%
of the month invoice of that center.

1.1.14.6.  Patient medical record: The percent of missing or displaced medical records of the
patient should not more than 2%. If not met; deduction of 0.75% of the month invoice of
that center.

1.1.14.7.  Returning patients: 100% of returning patients should be treated as new patient. If not
met; deduction of 0.25% of the month invoice of that center.

1.1.14.8.  Holiday dialysis should be accepted if fulfilling the criteria. If not met; deduction of
0.25% of the month invoice of that center.

1.1.14.9.  Nightshift Holy month of Ramadan: The Supplier is required to have an evening shift
during the holy month of Ramadan to cover the needs of some Patients to be dialyzed after
breaking their fast. If not met; deduction of 0.75% of the month invoice of that center.

1.1.14.10. Capacity utilization of dialysis machines: The maximum utilization per machine should
be no more than ninety per cent (90%) to ensure that no Patient needing emergency dialysis

is rejected. If not met; deduction of 0.25% of the month invoice of that center.
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1.1.14.11.  Availability of backup: The Centre should make available at all times one (1) machine
on site as backup for every ten (10) dialysis machines in use. If not met; deduction of 0.25%
of the month invoice of that center.
1.1.14.12.  Manpower Non availability: manpower should be available in the center 8 hours daily
for 6 days in the week. If not met; deduction will be as the following:
1.1.14.12.1. Consultant nephrologist: deduction SAR 3,000 per Working Day without hired
consultant nephrologist.
1.1.14.12.2. Specialist nephrologist: deduction SAR 1500 per Working Day without hired
specialist nephrologist.
1.1.14.12.3. Resident: deduction SAR 1000 per Working Day without hired resident
nephrology or internal medicine.
1.1.14.12.4. Nurses, pharmacist, social worker, and dietician: deduction SAR 500 per
working day without hired each of them.
1.1.14.13.  Hemoglobin, Calcium, Phosphorus, iPTH, BFR, Kt/V, intradialytic weight gain, mean
arterial pressure, viral hepatitis seroconversion, serum albumin, and patient satisfaction: 70
% of patients should be in target (Appendix 3/ therapeutic targets List.) If not met; deduction

of 0.75% of the month invoice of that center for each failure of each indicator.

1.1.15. Scope of Design and Construction (Appendix 1, page 14-63)

1.1.16. Design and construction according to the Ministry of Health guidelines in this regard, which
were updated on 12/30/2013, entitled “Standards guidelines for establishing, equipping and
operating dialysis centres” attached to this document (Appendix 1, page 14-63).

1.1.16.1.  The first module includes an overview of the standards of construction and design

spaces, Module Il focuses on the standards of the workforce necessary and providers,
Module Il safe accurate requirements of technical specifications of the devices and special
needs aspect to operations, and module IV includes accreditation standards, which have
been approved by The Central Board for Accreditation of Health care Institutes (CBAHI) and
patients’ rights.

1.1.16.2.  The structure and design of the Centre should comply with the international standards

of infection control. Specifically, infection control/isolation areas and isolated/ specified

dialysis machines for hepatitis B positive Patients, hepatitis C positive Patients and hepatitis
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B and C negative Patients which are in compliance with the applicable MOH Policies and any
policy, criterion or direction provided by the Ministry Supervisory Team from time to time.

1.1.16.3.  In addition, the Centre should include:

1.1.16.3.1. Areception area;
1.1.16.3.2. Waiting areas: separate waiting areas for male and female patients.
1.1.16.3.3. Multifunction rooms that can be used for clinics, doctors' offices, nurses'

offices, technicians’ office, lecture room and meeting/conference rooms;

1.1.16.3.4. Cafeteria, store, pharmacy, multidisciplinary meeting rooms etc. (including
network access);

1.1.16.3.5. Staff facilities (lockers, showers/changing rooms); and

1.1.16.3.6. At least two (2) WCs and one (1) washing area (with two (2) washbasins) are
needed for each dialysis section in the Centre provided that one washing basin for
every three patients, The washbasins should work either by laser or by foot, to avoid
using hands to open or close the tap.

1.1.16.3.7. Parking: Each Centre must provide accessible parking spaces for all patients
and Staff (including handicapped spaces) close to the entrance of the Centre.

1.1.16.3.8. Location of treatment areas: It is preferred that all dialysis sections must be
located on the ground floor of the centre. A dialysis section may be located on an upper

level of a Centre, provided the presence of elevators (1.4X 2 m2).

1.1.17. Scope of Equipment

11171, This will be according to Module Ill safe accurate requirements of technical
specifications of the devices and special needs aspect to operations in the MOH guideline
(Appendix 1, page 25-64).

1.1.17.2.  Allequipment used by a Centre, including back-up equipment, shall be SFDA approved,
operated in accordance with the manufacturer's directions for use, and maintained free of
defects which could be a potential hazard to Patients, Staff or visitors. Maintenance and
repair of all equipment shall be performed by qualified Staff or contract personnel.

11.17.3.  Medical equipment that malfunctions shall be clearly labelled and immediately
removed from service until the cause of the malfunction is identified and corrected. The

Supplier will be responsible for the provision, replacement and maintenance of all
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equipment in use at the Satellite Clinic. Such maintenance must meet the manufacturer's
recommendations.

1.1.17.4.  Arecord of all maintenance and repairs shall be maintained. The Supplier will be
required to produce a schedule demonstrating the regular periodic maintenance and
servicing of equipment used in the Centers, including Portable Appliance Testing (PAT) on an
annual basis

1.1.17.5. After repairs or alterations are made to any equipment or system, the equipment or
system shall be thoroughly tested for proper operation and disinfected before returning to
service

1.1.17.6.  Each Centre shall comply with the MOH Policy concerning reporting when a medical
device has or may have caused or contributed to the injury or death of a Patient of the
Centre.

1.1.17.7.  Each Centre shall develop, implement and enforce a written preventative maintenance
program to ensure Patient care related equipment used in a Centre receives electrical safety
inspections, if appropriate, and maintenance at least annually or more frequently in
accordance with the manufacturer's directions for use. The preventative maintenance may
be provided by Centre Staff or by contract personnel.

1.1.17.8.  Atleast one (1) complete dialysis machine shall be available on site as a back-up for
every ten (10) dialysis machines in use. At least one (1) of these backup machines shall be
completely operational during treatment hours. Machines not in use during treatment hours
may be counted as back-up except at the time of an initial or an expansion survey

1.1.17.9.  All equipment and appliances shall be properly grounded in accordance with the
National Fire Protection Association 99 (NFPA 99)

1.1.17.10.  Ata minimum, the emergency equipment and supplies shall include the following: (1)
oxygen, (2) ventilation assistance equipment including airways, manual breathing bag and
mask, (3) suction equipment, (4) supplies specified by the medical director, and (5)

automated external defibrillator.

1.1.18. Scope of Maintenance and Facility Management:
1.1.18.1.  The supplier is to be responsible for the following:
1.1.18.1.1. Periodic preventive maintenance: The supplier is responsible on carrying out

periodic preventive maintenance of each Centre.
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1.1.18.1.2. Routine maintenance: The supplier should undertake routine maintenance,
including prompt repairs of each Centre, including its structures and Equipment at its
own cost and expense;

1.1.18.1.3. Major maintenance such as repair or replacement of Equipment, repairs to
structures, and repairs and refurbishment of information systems and communication
systems at its own cost and expense.

1.1.18.1.4. Annual maintenance is either through comprehensive annual maintenance
contracts with the suppliers for all Equipment procured and installed for the entire

Term or the Supplier performing such maintenance to an appropriate standard itself.

Appendices:

® Appendix 1: Standards Guidelines (use Link Below)
® Appendix 2: Specified Medications for Dialysis Patients
® Appendix 5: THERAPEUTIC TARGET TABLE FOR HAEMODIALYSIS PATIENTS

Link:

https://drive.google.com/file/d/TuAwQ]B2lpFoDDxgnSdwyZh354zRMyeWa/view?usp=sharing
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