MSDS FOR CATEGORY IV HEALTH FACILITIES
MINIMUM SERVICE DELIVERY STANDARDS (MSDS)
For
CATEGORY IV HEALTHCARE FACILITIES 
Province of Balochistan


Introduction to Category IV Health Facilities
1. Background and Concept
Category IV health facilities represent the most peripheral and first-contact level of the health system in Balochistan. These facilities are designed to provide essential outpatient care, initiate preventive and promotive services, and serve as gateways for referrals to higher-level healthcare services.
These units are low-resourced, non-admitting, and typically cater to rural, underserved, and remote populations, with both public and private sector representation.
Types of Facilities in Category IV
	Type
	Sector
	Description

	Civil Dispensary
	Public
	Small outpatient facility offering first-contact curative care.

	MCH Center (Maternal & Child Health)
	Public
	Focused facility for antenatal, postnatal, and child care services.

	Private GP Clinic / Dispensary
	Private
	Registered, non-admitting private facility offering outpatient consultations.

	Home-Based Day Clinics
	Private
	Daytime outpatient services operated from residential premises.

	Unregistered / Informal Clinics
	Private
	Non-licensed setups offering informal or transitional primary care.

	Standalone laboratories
	Private 
	Technicians/ Pathologists



2. Range of Services Expected
Category IV facilities are expected to deliver a comprehensive package of services with a strong public health orientation, even in resource-constrained settings. These facilities as per its model consist of following categories: 
A. Curative Services
· Outpatient consultations for minor illnesses and chronic conditions
· Basic examination and management of common ailments
· Dispensing of essential medicines
· First aid and emergency stabilization
· Minor procedures (where trained staff and setup exist)
B. Preventive Services
· Immunization and coordination (EPI)
· Antenatal and postnatal care
· Screening for malnutrition, (and management in some cases) anemia, and hypertension
· Communicable disease notification and early warning
C. Promotive Services
· Health education on hygiene, nutrition, breastfeeding, prevention and control of Non Communicable Diseases
· Counseling on family planning and lifestyle modification
· Community sessions via LHWs and outreach
D. Support & Administrative Functions
· Record-keeping and patient data management
· Safe waste segregation and disposal
· Infection prevention and control practices
· Facility cleanliness, maintenance, and utilities
· Referrals and emergency coordination
E. Community Linkages
Category IV facilities play a critical role in linking with communities, particularly through the Lady Health Worker (LHW) Program and other outreach mechanisms.
· BHUs and MCH Centers: Serve as supervisory and referral points for LHWs.
· LHW Role: Includes household visits, health promotion, family planning counseling, EPI mobilization, and early case identification.
· Private Clinics: Encouraged to refer patients to LHWs or public facilities for preventive services.

3. Staffing Model
The human resource model varies by facility type and sector. However, a minimum core staff should include:
	Facility Type
	Core Staff Recommended

	Civil Dispensary
	RMP or dispenser, with part-time LHV or midwife where feasible

	MCH Center
	LHV, Midwife, Female Health Worker, and support staff

	Private Clinic / Dispensary
	RMP / LHV, dispenser (if medicines are dispensed)

	Home-Based Clinic
	Certified practitioner (RMP or LHV)

	Informal Setup
	Basic provider (to be transitioned into formal framework)



The MSDS for this category ensures that minimum safety, quality, and accountability standards are met, while also allowing for a graduated pathway toward formalization and integration of informal providers into the health system.

CIVIL DISPENSARY 
Civil Dispensary – Universal Standards
Standard Statement:
The Civil Dispensary shall maintain foundational administrative, infrastructural, and clinical systems that ensure the delivery of safe, accountable, and patient-centered services.
Objective:
To ensure that Civil Dispensaries operate with basic governance, infrastructure, infection control, recordkeeping, and accountability systems in place.
Universal Standards – Indicators Table
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Facility has displayed name board, working hours, and service information
	Visual inspection
	Essential

	2. 
	Staff names, designations, and duty roster are displayed and maintained
	Duty roster, wall display
	Essential

	3. 
	A basic organizational chart and service flow is available
	Chart at facility
	Desirable

	4. 
	Facility is structurally safe, clean, and has adequate ventilation and lighting
	Observation
	Essential

	5. 
	Clean drinking water is available for patients and staff
	Water source and visual inspection
	Essential

	6. 
	Handwashing station with soap and water is available
	Physical verification
	Essential

	7. 
	Waste is segregated into general and infectious categories
	Waste bins, observation
	Essential

	8. 
	Sharps disposal box or pit is available and used correctly
	Site visit
	Essential

	9. 
	A basic cleaning schedule is maintained and followed
	Cleaning log, observation
	Desirable

	10. 
	OPD register, stock register, and referral register are maintained
	Register review
	Essential

	11. 
	Patient confidentiality and respectful care practices are followed
	Patient interviews, observation
	Essential

	12. 
	Suggestion box or basic patient feedback mechanism is available
	Observation
	Desirable

	13. 
	Emergency contact numbers (nearest RHC, ambulance, DHO) are displayed
	Visual verification
	Desirable



Civil Dispensary – Core Service Delivery Standards
Standard Statement:
The Civil Dispensary shall deliver safe and appropriate primary curative services, manage minor health conditions, provide first aid, and ensure timely referral of complicated cases.
Objective:
To ensure that basic outpatient services and essential curative care are provided efficiently, using available human and material resources, and supported by functional referral systems. 
Core Standards – Indicators Table
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Daily OPD services are provided during official working hours
	OPD register, patient interviews
	Essential

	2. 
	Essential diagnostic tools (BP apparatus, stethoscope, thermometer, weighing scale) are functional and available
	Physical verification
	Essential

	3. 
	Essential medicines are available as per Civil dispensary drug list and stored appropriately
	Stock register, physical verification
	Essential

	4. 
	First aid box is present, stocked, and accessible
	Observation
	Essential

	5. 
	Minor ailments are managed as per defined treatment guidelines
	Patient records, dispenser interview
	Essential

	6. 
	Emergency or serious cases are referred using a referral register
	Referral register, patient records
	Essential

	7. 
	Facility maintains accurate drug dispensing records
	Dispensing register, stock reconciliation
	Essential

	8. 
	Monthly reports on services and medicine consumption are submitted to DHO
	Copies of reports, submission logs
	Essential

	9. 
	Facility is staffed by at least one trained dispenser or health technician
	Staff list, attendance sheet
	Essential

	10. 
	Visual and written health education materials are displayed
	Posters, leaflets, observation
	Desirable



Civil Dispensary – Preventive & Promotive Health Standards
Standard Statement:
The Civil Dispensary shall support essential public health activities through health education, disease prevention, and participation in national campaigns and community engagement.
Objective:
To strengthen the preventive and promotive role of the Civil Dispensary by ensuring community awareness, disease surveillance, and support for public health initiatives.
Preventive & Promotive Standards – Indicators Table
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Health education sessions are conducted at least once per week
	Health education log, staff interviews
	Desirable

	2. 
	Visual health promotion materials (e.g., posters on hygiene, nutrition, malaria, immunization) are displayed
	Observation
	Essential

	3. 
	Facility staff participates in national/public health campaigns (e.g., polio, anti-dengue, anti-TB drives)
	Staff interview, campaign attendance sheets
	Essential

	4. 
	Facility identifies and refers suspected communicable diseases (e.g., TB, hepatitis, CCHF, Leishmaniasis) to relevant higher centers
	Referral register, case documentation
	Essential

	5. 
	Nutrition counseling and hygiene education are provided to patients when relevant
	Patient interview, staff interview
	Desirable

	6. 
	Facility maintains a basic record of public health activities and referrals
	Monthly report, activity log
	Desirable



MATERNITY AND CHILD HEALTH CENTER 
MCH Center – Universal Standards
Standard Statement:
The MCH Center shall maintain basic governance, infrastructure, hygiene, and administrative systems to ensure safe and effective maternal and child health service delivery.
Objective:
To ensure that the MCH Center operates in a clean, organized, and accountable environment that supports patient safety and efficient service delivery.
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Facility name, working hours, and service information are clearly displayed
	Visual inspection
	Essential

	2. 
	Staff roles, names, and duty roster are displayed and maintained
	Duty roster, observation
	Essential

	3. 
	Facility building is structurally safe and has adequate ventilation and lighting
	Observation
	Essential

	4. 
	Clean drinking water is available for clients and staff
	Water source, observation
	Essential

	5. 
	Handwashing station with soap and water is functional
	Physical verification
	Essential

	6. 
	Waste is segregated into general, infectious, and sharps categories
	Waste bins, observation
	Essential

	7. 
	Sharps disposal pit or box is available and properly used
	Site visit
	Essential

	8. 
	Facility maintains OPD, ANC, and delivery registers (if applicable)
	Register review
	Essential

	9. 
	Infection prevention practices are followed (clean linens, gloves, sterilization practices)
	Staff interview, observation
	Essential

	10. 
	Basic privacy and respectful care is ensured for women and children
	Observation, patient interviews
	Essential

	11. 
	Basic patient feedback or suggestion mechanism is in place
	Suggestion box, feedback register
	Desirable

	12. 
	Emergency contact information for ambulance/referral centers is visibly posted
	Observation
	Desirable



Core Service Delivery Standards – MCH Center
Standard Statement:
The MCH Center shall provide essential maternal and child health services including antenatal care, postnatal care, neonatal care, and basic delivery services (if applicable).
Objective:
To ensure availability of skilled care for mothers and children and improve maternal and neonatal health outcomes through safe and effective services.
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Antenatal care is provided as per national guidelines (at least 4 visits)
	ANC register, patient records
	Essential

	2. 
	Postnatal care is provided for mother and newborn within 48 hours and at one week
	PNC register, patient records
	Essential

	3. 
	Basic medicines for maternal and newborn care are available (e.g., iron, folic acid, ORS, paracetamol)
	Stock register, physical verification
	Essential

	4. 
	Height, weight, and BP are measured during ANC visits
	Equipment checks, staff interview
	Essential

	5. 
	TT vaccination is offered to pregnant women
	Vaccination register
	Essential

	6. 
	Counseling is provided on nutrition, danger signs, and birth preparedness
	Observation, patient interviews
	Essential

	7. 
	Basic delivery services are available or referral made (depending on scope)
	Delivery register or referral records
	Essential

	8. 
	Sterile/clean delivery kits and clean linen are available (if deliveries conducted)
	Physical verification
	Essential

	9. 
	Emergency referral protocols are in place for high-risk pregnancies
	Referral register, staff interview
	Essential

	10. 
	Growth monitoring for infants is done using MUAC tapes and weighing scales
	Growth chart, child health cards
	Essential



Preventive & Promotive Health Standards – MCH Center
Standard Statement:
The MCH Center shall promote preventive health behaviors and community engagement through counseling, health education, and integration with national health programs.
Objective:
To reduce maternal and child morbidity and mortality through proactive promotion of healthy practices and early identification of risk.
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Health education sessions on maternal and child health topics (ANC, breastfeeding, family planning, hygiene) are conducted weekly
	Health education log
	Essential

	2. 
	Visual materials promoting hygiene, nutrition, breastfeeding, and danger signs are displayed
	Posters, IEC materials
	Essential

	3. 
	Family planning counseling and contraceptive distribution are provided (as per scope)
	FP register, stock check
	Essential

	4. 
	Coordination with EPI for routine immunization is ensured
	EPI records, joint planning
	Essential

	5. 
	Home visits or follow-ups are conducted for high-risk mothers or newborns
	Follow-up register, LHW notes (if applicable)
	Desirable

	6. 
	Staff participate in public health days and outreach activities (e.g., Safe Motherhood Day)
	Activity log, staff interviews
	Desirable

	7. 
	Community sensitization meetings (with local women’s groups) are organized periodically
	Meeting records, minutes
	Desirable



Private Health Facilities in Category IV (Outpatient / Basic Care)
These are typically non-admitting setups providing basic outpatient, maternal, or preventive services, often staffed by a single practitioner or small team, with varying levels of regulation.
Here are the key types:
	Type
	Typical Services Provided
	Ownership / Management
	Examples

	1. Private GP Clinics / Dispensaries
	Minor ailments, symptomatic treatment, health advice
	Individual MBBS/FCPS doctors or RMPs
	Doctor’s clinic, small urban dispensaries

	2. Small MCH Clinics (Non-Admitting)
	ANC, PNC, FP counseling, minor procedures
	NGOs, private midwives, RH workers
	NGO-run clinics, midwife setups

	3. Charitable Health Posts / Zakat Dispensaries
	Free outpatient services, medicines, counseling
	Religious trusts, philanthropies, local NGOs
	Zakat dispensary, community-funded clinics

	4. Unregistered / Informal Clinics (to be regulated and sealed)
	Undefined, often unqualified service
	Unqualified or underqualified persons
	Quack-run clinics, home-based setups

	5. Home-Based Practice Clinics (RMP or LHV)
	Family planning, counseling, basic care
	Registered Medical Practitioner or LHV
	LHV room, RMP house-clinic

	7. [bookmark: _Hlk197883553]Standalone laboratories
	Lab testing
	Technicians/ Pathologists
	Small, medium and large laboratories



Private General Practice Clinic / Dispensary 
1. Universal Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Valid registration/license from BHCC or relevant authority displayed
	License certificate, display at entrance
	Essential

	2. 
	Clinic nameboard in Urdu/English with practitioner’s name and qualification
	Physical inspection
	Essential

	3. 
	Clean and well-ventilated consultation room
	On-site inspection
	Essential

	4. 
	Safe drinking water available for staff and patients
	Water source, observation
	Desirable

	5. 
	Handwashing facility with soap available
	Observation
	Essential

	6. 
	Medical waste segregated and disposed in covered bin
	On-site inspection, SOPs
	Essential

	7. 
	Fire extinguisher or basic fire safety in place
	Observation, device tag
	Desirable

	8. 
	Basic patient records maintained (register or electronic)
	Patient register/sample records
	Essential


2. Core Service Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Consultations provided by a qualified RMP (MBBS or equivalent)
	RMP license, verification
	Essential

	2. 
	Basic diagnostic tools available (BP apparatus, thermometer, stethoscope)
	Observation
	Essential

	3. 
	Dispensation of medication with clearly labeled packaging
	Medicine labels, stock, patient inquiry
	Essential

	4. 
	Prescription includes name, dosage, and signature of RMP
	Prescription samples
	Essential

	5. 
	Clear referral mechanism exists for complications/emergencies
	Referral register or SOP
	Desirable

	6. 
	Clinic maintains patient confidentiality during consultation
	Facility layout, observation
	Essential



3. Preventive & Promotive Health Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Health education materials available or visible (e.g., posters on hygiene, vaccination)
	Observation
	Desirable

	2. 
	Patient counseling on chronic diseases or medication adherence is provided
	Patient interviews, SOP
	Desirable

	3. 
	Clinic supports immunization referrals (if not offering it directly)
	Referral slips or verbal confirmation
	Developmental

	4. 
	Awareness sessions or informal counseling on nutrition or hygiene provided
	Patient inquiry, record (if any)
	Developmental



4. Support Services Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Basic electricity backup available (solar, UPS, or generator)
	Physical verification
	Desirable

	2. 
	Toilet facility for staff/patients available and functional
	On-site inspection
	Essential

	3. 
	Waste is collected and disposed of safely or handed over to municipal service
	Observation, record
	Essential






Notes:
· Unqualified or unlicensed providers do not qualify under this standard and should be subject to regulatory action.
· Clinics offering additional services (e.g., injections, IV, minor procedures) will need to meet Category III standards where applicable.
· Rural or remote clinic adjustments may be made for infrastructure, but safety and qualified care remain non-negotiable.
Private Maternal & Child Health (MCH) Clinic 
(Non-admitting, Private Sector – Category IV)
1. Universal Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Valid registration/license displayed (BHCC )
	Certificate, on-site display
	Essential

	2. 
	Clinic signage shows name, MCH services offered, and provider credentials
	Observation
	Essential

	3. 
	Separate consultation/examination space ensuring privacy
	Facility layout
	Essential

	4. 
	Functional handwashing facility with soap and clean water
	Observation
	Essential

	5. 
	Waiting area with basic seating and ventilation
	Observation
	Desirable

	6. 
	Functional lighting and ventilation in exam room
	Physical verification
	Essential

	7. 
	Toilet facility available, clean, and functional
	Observation
	Essential

	8. 
	Safe medical waste disposal system in place
	Observation, SOP
	Essential



2. Core MCH Service Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Services provided by qualified LHV,or RMP with maternal care training
	Registration proof
	Essential

	2. 
	Antenatal care (ANC) services include BP check, weight, TT injection, iron supplements
	ANC register, patient record
	Essential

	3. 
	Family planning services (pills, condoms, counseling) offered or referrals made
	FP stock, IEC material
	Desirable 

	4. 
	Postnatal care (PNC) checkups and counseling offered
	PNC record, client interview
	Essential

	5. 
	Safe storage of medicines and contraceptives
	Observation, stock register
	Essential

	6. 
	Referral mechanism in place for high-risk pregnancies or complications
	Referral slips or SOP
	Essential


3. Preventive & Promotive Health Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Maternal and newborn care posters and brochures visible
	Observation
	Desirable

	2. 
	Counseling provided on exclusive breastfeeding, newborn care, danger signs
	Patient interviews
	Essential

	3. 
	Linkages with EPI services or referral to nearest vaccination center
	Referral slips/verbal confirmation
	Essential 

	4. 
	Nutrition counseling provided for pregnant/lactating mothers
	Observation, patient inquiry
	Desirable


4. Support Services Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Clean linen, examination table, and privacy screens available
	On-site inspection
	Essential

	2. 
	Blood pressure apparatus, weight scale, fetoscope/doppler available
	Observation
	Essential

	3. 
	Safe drinking water for clients and staff
	Observation
	Desirable

	4. 
	First aid and emergency referral readiness (emergency contact list)
	SOPs, tools on-site
	Essential


Notes:
· These clinics are non-admitting: deliveries must be referred or handled by facilities meeting Category III or higher standards.
· Any clinic offering deliveries must be assessed under labor room standards.
· Compliance with maternal and newborn care protocols is essential to reduce preventable morbidity and mortality.
Private Charitable Clinics / Faith-Based Health Posts 
(Category IV – Private Sector, Non-Admitting)
1. Universal Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Valid registration with BHCC and National Council/Authority displayed
	Certificate, on-site display
	Essential

	2. 
	Facility clearly marked with signage, operating hours, and provider name
	Observation
	Essential

	3. 
	Separate space for consultations ensuring basic privacy
	Physical layout
	Essential

	4. 
	Clean water and handwashing facility with soap available
	Observation
	Essential

	5. 
	Basic infection prevention measures in place (clean surfaces, PPE, etc.)
	Observation
	Essential

	6. 
	Toilet facility available and functional
	Observation
	Essential

	7. 
	Medical waste disposed safely or transferred to authorized facility
	Waste logs or observation
	Essential

	8. 
	Fire extinguisher or basic safety precautions in place
	Observation
	Desirable


2. Core Service Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Services delivered by qualified provider (RMP, LHV, or technician)
	Professional license, verification
	Essential

	2. 
	Common ailments treated with appropriate diagnosis and documentation
	Patient register, prescriptions
	Essential

	3. 
	Dispensation of medicine with clear labels and instructions
	Medicine packs, patient interviews
	Essential

	4. 
	Blood pressure apparatus, thermometer, stethoscope available
	Observation
	Essential

	5. 
	Health records or patient register maintained
	Register or EMR
	Essential

	6. 
	Safe referral mechanism for complex/emergency cases
	Referral slips or SOP
	Essential


3. Preventive & Promotive Health Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Awareness materials displayed (e.g., hygiene, nutrition, maternal care)
	Observation
	Essential

	2. 
	Preventive counseling on chronic conditions (e.g., diabetes, hypertension)
	Patient interviews
	Desirable

	3. 
	Linkages or referrals for immunization, maternal care, and FP services
	Referral slips, verbal confirmation
	Essential

	4. 
	Community outreach conducted or supported (camps, health talks)
	Reports, posters, records
	Developmental


4. Support Services Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Basic electricity supply (solar, UPS, or grid)
	Physical verification
	Essential

	2. 
	Clean, adequate seating area for waiting clients
	Observation
	Essential

	3. 
	First aid box available and stocked
	Observation
	Essential

	4. 
	Emergency referral contacts information displayed
	Observation
	Essential


Notes:
· These facilities are non-admitting and are intended for basic outpatient services and counseling.
· Facilities run by faith-based groups must adhere to the same licensing, safety, and quality protocols as all others.
· If surgical, delivery, or procedural services are offered, Category III standards must be applied instead.
Private Home-Based Clinics / Daytime Visiting Rooms 
(Category IV – Private Sector, Non-Admitting)
1. Universal Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Clinic is registered with BHCC 
	Registration document
	Essential

	2. 
	Clinic location and operating hours clearly displayed
	Signage, observation
	Essential

	3. 
	Designated space used only for clinical services during operational hours
	Site observation
	Essential

	4. 
	Adequate cleanliness and sanitation maintained
	Site observation
	Essential

	5. 
	Handwashing facility with soap and clean water available
	Observation
	Essential

	6. 
	Medical waste safely collected and disposed
	Waste collection method
	Essential

	7. 
	Functional toilet available for provider and clients
	Observation
	Essential

	8. 
	Electricity or adequate lighting available during operating hours
	Physical check
	Essential


2. Core Service Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Services provided by qualified RMP, LHV, or certified practitioner
	Degree/Diploma/license
	Essential

	2. 
	Basic outpatient consultation services available (acute/chronic care)
	Patient register, prescription
	Essential

	3. 
	BP apparatus, thermometer, torch, tongue depressor and stethoscope available and functional
	Observation
	Essential

	4. 
	Medicines dispensed are stored safely and labeled
	Medicine stock check
	Essential

	5. 
	Patient records maintained for at least 30 days
	Register or logs
	Essential

	6. 
	Clear protocol for emergency referrals available
	Referral slips or SOP
	Essential




3. Preventive & Promotive Health Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Basic health education provided (hygiene, nutrition, NCDs)
	Patient interviews
	Desirable

	2. 
	Counseling on vaccination, family planning, or chronic diseases
	Patient interviews
	Desirable

	3. 
	Referral or linkage with local immunization or maternal services
	Referral slips or SOP
	Essential 



4. Support Services Standards
	No.
	Indicator
	Means of Verification
	Classification

	1. 
	Basic seating arrangement for clients
	Observation
	Essential

	2. 
	First aid kit available and stocked
	Observation
	Essential

	3. 
	Provider contact or helpline visible for follow-up
	Observation
	Desirable

	4. 
	Storage for documents and supplies is secure
	Observation
	Desirable



Notes:
· Home-based setups used as daytime clinics only must not provide inpatient, delivery, or invasive procedures.
· Emphasis is on clean, safe, and dignified service provision by qualified providers.
· Clinics offering extended services should be assessed under the next higher facility category.

STANDALONE LABORATORIES
In our health system there are several private laboratories functioning as standalone labs that only perform laboratory testing and diagnosis. They can be placed at different levels of functioning based on their capacities to perform from basic to high tech tests. Added to this is the fact that there are large number of unregulated labs that operate without qualified personnel especially in remote areas.  Mobile sample collection units (satellite collection services) are also emerging, often linked to major labs in urban centers.
Levels of Private Sector Laboratories in Pakistan (with Balochistan context)
	Level
	Description
	Typical Tests Performed
	Staffing Model
	Prevalence in Balochistan

	Level 1: Basic Lab Collection Centers
	Primarily serve as sample collection points for larger labs. Minimal to no on-site testing.
	None or very basic (e.g., blood sugar, pregnancy test using strips)
	1-2 lab technicians or phlebotomists
	Common in small towns and peri-urban areas

	Level 2: Primary Testing Labs (Low Complexity)
	Perform basic diagnostic tests on-site, often managed by lab technicians.
	CBC, Blood glucose, Urine routine, Pregnancy test, ESR, Malaria, Typhoid, Stool R/M
	Lab technician with DLT or MLT
	Found in small towns and some urban areas

	Level 3: Secondary Testing Labs (Moderate Complexity)
	Broader test menu, some automated equipment, moderate quality systems.
	LFTs, RFTs, lipid profile, serology (HBsAg, HCV, HIV rapid), microscopy, Widal, Dengue NS1/IgM
	Pathologist (on- or off-site), trained technologists
	Present in district headquarters and larger urban areas

	Level 4: Reference/Advanced Labs (High Complexity)
	Full range of diagnostics, often part of chains or affiliated with tertiary facilities. Offer molecular diagnostics and automated systems.
	PCR, ELISA, HPLC, Histopathology, Culture & Sensitivity, Hormonal assays
	Full-time pathologist, microbiologist, technologists, QA personnel
	Rare in Balochistan except in Quetta or through national chains



Standards for Private Sector Standalone Laboratories in Balochistan
 Level 1 Laboratories
Level 1: Basic Lab Collection Centers
Standard 1: Legal Registration and Licensing
Objective: To ensure the laboratory functions within a legal and regulatory framework.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	Laboratory is registered with the BHCC 
	Valid registration certificate
	Essential

	1.2
	Display of license and ownership details at the facility
	On-site inspection
	Essential



Standard 2: Human Resources and Qualifications
Objective: To ensure qualified personnel manage and operate the lab.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	At least one trained phlebotomist or lab technician is available
	Staff records and qualifications
	Essential

	2.2
	Staff trained in infection prevention and biosafety practices
	Training records
	Desirable


Standard 3: Sample Collection and Handling
Objective: To ensure safe, hygienic, and accurate sample collection and transportation.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	SOPs for sample collection, labelling, storage, and dispatch exist and are implemented
	SOP file, staff interviews
	Essential

	3.2
	Cold chain maintained for temperature-sensitive specimens
	Observation of cool boxes, temperature logs
	Essential

	3.3
	Use of sterile, single-use equipment for all sample collection
	On-site observation
	Essential


Standard 4: Waste Disposal and Biosafety
Objective: To reduce infection risks through proper waste management.
	No.
	Indicator
	Means of Verification
	Classification

	4.1
	Waste segregated using color-coded bins
	Observation, waste policy
	Essential

	4.2
	Sharps disposed of in puncture-proof containers
	On-site inspection
	Essential

	[bookmark: _Hlk197881153]4.3
	Contract with licensed waste disposal company
	Document review
	Essential



Infection Prevention and Control (IPC)
Standard 1: IPC Program and SOPs
Objective: To ensure the facility has a functional IPC program with documented protocols.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	IPC policy and SOPs are developed, displayed, and implemented
	Policy document, SOPs
	Essential



Standard 2: Waste Management and Disposal
Objective: To ensure safe disposal of infectious waste in compliance with regulations.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	Waste is segregated at source using color-coded bins
	On-site inspection
	Essential

	2.3
	Proper signage on waste bins and designated waste storage area
	Facility inspection
	Desirable



Standard 3: Hand Hygiene and Personal Protection
Objective: To promote safe hygiene and use of personal protective equipment.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	Handwashing stations with soap or hand sanitizer are functional and accessible
	On-site inspection
	Essential

	3.2
	Use of PPE (gloves, masks, coats) by all staff
	Observation, interviews
	Essential



Level 2: Primary Testing Laboratories (Low-Complexity Testing)
Standard 1: Legal and Regulatory Compliance
Objective: To ensure lawful and quality-assured lab operations.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	Laboratory is registered and licensed to perform diagnostic testing
	Valid license
	Essential

	1.2
	Name and qualifications of laboratory in-charge are publicly displayed
	Display on premises
	Desirable



Standard 2: Staffing and Competency
Objective: To ensure appropriate personnel manage and perform testing.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	At least one lab technician with diploma in laboratory sciences is employed
	HR records, qualifications
	Essential

	2.2
	A pathologist or medical doctor provides clinical oversight (onsite or remote)
	Contract, consultation logs
	Desirable


Standard 3: Testing Quality and Procedures
Objective: To ensure test accuracy, consistency, and safety.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	Internal Quality Control (IQC) is performed for each test category
	IQC logs
	Essential

	3.2
	SOPs are available and used for each test performed
	SOP documentation
	Essential

	3.3
	Equipment calibrated as per manufacturer guidelines
	Calibration records
	Essential


Standard 4: Biosafety and Infection Control
Objective: To protect staff and patients from infection risks.
	No.
	Indicator
	Means of Verification
	Classification

	4.1
	Availability and use of PPE (gloves, coats, masks)
	On-site observation
	Essential

	4.2
	Regular staff training in biosafety practices
	Training logs
	Desirable

	4.3
	Contract with licensed waste disposal company
	Document review
	Essential



Standard 5: Recordkeeping and Reporting
Objective: To ensure accountability, traceability, and data accuracy.
	No.
	Indicator
	Means of Verification
	Classification

	5.1
	Patient-wise test records maintained with date, test type, and result
	Test register review
	Essential

	5.2
	Test reports issued with official signature and contact info
	Sample reports
	Desirable



Standard 6: IPC Program and SOPs
Objective: To ensure the facility has a functional IPC program with documented protocols.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	IPC policy and SOPs are developed, displayed, and implemented
	Policy document, SOPs
	Essential

	1.2
	IPC focal person or committee is designated
	Appointment letter, meeting logs
	Essential



Standard 6: Waste Management and Disposal
Objective: To ensure safe disposal of infectious waste in compliance with regulations.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	Waste is segregated at source using color-coded bins
	On-site inspection
	Essential

	2.2
	Infectious waste is disposed of through licensed third-party or incinerator
	Contract, disposal receipts
	Essential

	2.3
	Proper signage on waste bins and designated waste storage area
	Facility inspection
	Desirable

	2.4
	Staff responsible for waste handling are trained in biosafety procedures
	Training records
	Desirable



Standard 7: Hand Hygiene and Personal Protection
Objective: To promote safe hygiene and use of personal protective equipment.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	Use of PPE (gloves, masks, coats) by all staff
	Observation, interviews
	Essential

	3.2
	Visual aids and posters promoting hand hygiene are displayed
	Site observation
	Desirable

	3.3
	Contract with licensed waste disposal company
	Document review
	Essential



Standard 8: Staff Training and Monitoring
Objective: To ensure staff are trained and IPC practices are regularly monitored.
	No.
	Indicator
	Means of Verification
	Classification

	8.1
	All relevant staff receive IPC and biosafety training annually
	Training records
	Essential

	8.2
	IPC audits or checklist reviews conducted periodically
	Audit reports, checklist
	Desirable

	8.3
	Incident log for exposure or contamination maintained and reviewed
	Incident register, reports
	Desirable



Level 3: Medium-Complexity Diagnostic Laboratories
Standard 1: Legal and Regulatory Compliance
Objective: To ensure medium-level laboratories are licensed and function under regulatory oversight.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	Valid registration and license for medium-complexity diagnostics
	Registration certificate
	Essential

	1.2
	Periodic regulatory audits conducted
	Audit reports
	Desirable


Standard 2: Staffing and Supervision
Objective: To ensure competent staff and expert supervision for diagnostics.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	Qualified lab technologists and assistants are employed
	HR files, qualification docs
	Essential

	2.2
	A qualified pathologist oversees testing and quality assurance
	Appointment letter, logs
	Essential

	2.3
	On-site or virtual case discussions held with referring clinicians
	Meeting minutes
	Desirable


Standard 3: Test Menu and Quality Assurance
Objective: To ensure safe and accurate diagnostic services.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	Medium-complexity tests are defined in test menu and scope of service
	Documented test list
	Essential

	3.2
	IQC and EQA programs are implemented for each test type
	Logs, proficiency results
	Essential

	3.3
	Test validation and verification before service initiation
	Validation reports
	Essential

	3.4
	Medium-complexity tests are defined in test menu and scope of service
	Documented test list
	Essential

	3.5
	IQC and EQA programs are implemented for each test type
	Logs, proficiency results
	Essential

	3.6
	Test validation and verification before service initiation
	Validation reports
	Essential



Standard 4: Infrastructure, Equipment and IT
Objective: To ensure infrastructure and tools meet diagnostic needs.
	No.
	Indicator
	Means of Verification
	Classification

	4.1
	Essential diagnostic equipment is functional and validated
	Maintenance and service logs
	Essential

	4.2
	LIS (Lab Information System) or digital recordkeeping
	System demo, sample logs
	Desirable



Standard 5: Accreditation and Infection Prevention
Objective: To align with national quality standards and prevent lab-acquired infections.
	No.
	Indicator
	Means of Verification
	Classification

	5.1
	Lab has initiated or obtained PNAC accreditation (e.g., ISO 15189 steps)
	PNAC application or certificate
	Desirable

	5.2
	Infection Control SOPs tailored to lab functions are implemented
	SOP file, staff interviews
	Essential

	5.3
	Infection control audits conducted at least annually
	Audit report
	Desirable


Standard 6: IPC Program and SOPs
Objective: To ensure the facility has a functional IPC program with documented protocols.
	No.
	Indicator
	Means of Verification
	Classification

	6.1
	IPC policy and SOPs are developed, displayed, and implemented
	Policy document, SOPs
	Essential

	6.2
	IPC focal person or committee is designated
	Appointment letter, meeting logs
	Essential

	6.3
	Annual IPC risk assessment and plan documented
	IPC plan, assessment reports
	Desirable



Standard 7: Waste Management and Disposal
Objective: To ensure safe disposal of infectious waste in compliance with regulations.
	No.
	Indicator
	Means of Verification
	Classification

	7.1
	Waste is segregated at source using color-coded bins
	On-site inspection
	Essential

	7.2
	Infectious waste is disposed of through licensed third-party or incinerator
	Contract, disposal receipts
	Essential

	7.3
	Proper signage on waste bins and designated waste storage area
	Facility inspection
	Desirable

	7.4
	Staff responsible for waste handling are trained in biosafety procedures
	Training records
	Desirable

	7.5
	Contract with licensed waste disposal company
	Document review
	Essential



Standard 8: Hand Hygiene and Personal Protection
Objective: To promote safe hygiene and use of personal protective equipment.
	No.
	Indicator
	Means of Verification
	Classification

	8.1
	Handwashing stations with soap or hand sanitizer are functional and accessible
	On-site inspection
	Essential

	8.2
	Use of PPE (gloves, masks, coats) by all staff
	Observation, interviews
	Essential

	8.3
	Visual aids and posters promoting hand hygiene are displayed
	Site observation
	Desirable



Standard 9: Staff Training and Monitoring
Objective: To ensure staff are trained and IPC practices are regularly monitored.
	No.
	Indicator
	Means of Verification
	Classification

	9.1
	All relevant staff receive IPC and biosafety training annually
	Training records
	Essential

	9.2
	IPC audits or checklist reviews conducted periodically
	Audit reports, checklist
	Desirable

	9.3
	Incident log for exposure or contamination maintained and reviewed
	Incident register, reports
	Desirable



Level 4: High-Complexity / Specialized Laboratories
Standard 1: Accreditation and Governance
Objective: To ensure top-tier quality systems are in place.
	No.
	Indicator
	Means of Verification
	Classification

	1.1
	Accredited by national/international body (e.g., ISO 15189)
	Accreditation certificate
	Essential

	1.2
	Governing board or expert committee oversees operations
	TORs, minutes
	Desirable


Standard 2: Expert Staffing and Leadership
Objective: To ensure specialized testing is performed by highly qualified professionals.
	No.
	Indicator
	Means of Verification
	Classification

	2.1
	Lead pathologist/consultant with relevant specialization
	CV, license, appointment
	Essential

	2.2
	Continuous professional development programs in place
	Training calendar, records
	Desirable


Standard 3: Test Scope and Innovation
Objective: To promote research, development, and advanced diagnostics.
	No.
	Indicator
	Means of Verification
	Classification

	3.1
	Advanced molecular, genetic, or specialized diagnostics offered
	Test menu, reports
	Essential

	3.2
	Participation in research or pilot projects
	Publications, MoUs
	Desirable


Standard 4: External Quality Assurance and Benchmarking
Objective: To maintain global standards in lab performance.
	No.
	Indicator
	Means of Verification
	Classification

	4.1
	Participation in national/international EQA programs
	Certificates, results
	Essential

	4.2
	Benchmarking with peer institutions or reference labs
	Reports, correspondences
	Desirable
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Standard 5: IPC Program and SOPs
Objective: To ensure the facility has a functional IPC program with documented protocols.
	No.
	Indicator
	Means of Verification
	Classification

	5.1
	IPC policy and SOPs are developed, displayed, and implemented
	Policy document, SOPs
	Essential

	5.2
	IPC focal person or committee is designated
	Appointment letter, meeting logs
	Essential

	5.3
	Annual IPC risk assessment and plan documented
	IPC plan, assessment reports
	Desirable



Standard 6: Waste Management and Disposal
Objective: To ensure safe disposal of infectious waste in compliance with regulations.
	No.
	Indicator
	Means of Verification
	Classification

	6.1
	Waste is segregated at source using color-coded bins
	On-site inspection
	Essential

	6.2
	Infectious waste is disposed of through licensed third-party or incinerator
	Contract, disposal receipts
	Essential

	6.3
	Proper signage on waste bins and designated waste storage area
	Facility inspection
	Desirable

	6.4
	Staff responsible for waste handling are trained in biosafety procedures
	Training records
	Desirable

	6.5
	Contract with licensed waste disposal company
	Document review
	Essential



Standard 7: Hand Hygiene and Personal Protection
Objective: To promote safe hygiene and use of personal protective equipment.
	No.
	Indicator
	Means of Verification
	Classification

	7.1
	Handwashing stations with soap or hand sanitizer are functional and accessible
	On-site inspection
	Essential

	7.2
	Use of PPE (gloves, masks, coats) by all staff
	Observation, interviews
	Essential

	7.3
	Visual aids and posters promoting hand hygiene are displayed
	Site observation
	Desirable



Standard 8: Staff Training and Monitoring
Objective: To ensure staff are trained and IPC practices are regularly monitored.
	No.
	Indicator
	Means of Verification
	Classification

	8.1
	All relevant staff receive IPC and biosafety training annually
	Training records
	Essential

	8.2
	IPC audits or checklist reviews conducted periodically
	Audit reports, checklist
	Desirable

	8.3
	Incident log for exposure or contamination maintained and reviewed
	Incident register, reports
	Desirable
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