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Safety and Quality: Self-Assessment Tool for Health Facilities
SaQushal

Introduction
Ensuring safe care is fundamental to patient care, and it is a critical component of quality of care (QoC) 
along with accessibility, acceptability, effectiveness, efficiency and people-centeredness. It is defined as 
reduction of preventable errors or harms associated with health care. Globally, patient safety is being 
recognised as an issue of concern, influencing the attainment of improved health outcomes.

Burden of Harm

 	 A study1 mentions that Each year,
 	 13.4 crore adverse events occur in hospitals in low and middle-income countries 

(LMICs), due to unsafe care, resulting in 26 lakh deaths

 	 Another study2 mentions that,
 	 4.3 crores people worldwide injured every year, 
 	 due to unsafe care, inside hospitals

 	 And Globally, as many as 
 	 4 in 10 patients are harmed in primary and outpatient health care. 

Up to 80% of harm is preventable

 	 A Harvard study3 published in 2013 mentions – 
 	 52 lakh injuries take place in India due to patient safety issues

Even though statistics on extent of patient harm are not readily available, the morbidity, mortality and 
economic burden are expected to be huge. In developed countries, 1 in 10 patients experiences adverse 
event in hospitalised care settings. Available evidence also brings out that 15 per cent of hospital 
expenditure takes place in fixing the issues related to safety failures. Such evidence excludes economical 
losses through lost capacity and productivity. More importantly, such instances lead to loss of public trust 
in the health systems and harm puts extra strain on the scarce resources besides human suffering. 

Errors, while delivering the care may happen at many stages such as patient identification, diagnosis, 
reporting, adverse events following a surgery and medicine administration, unsafe injections and 
blood transfusion, hospital-associated infections, etc. However, simple adherence to clinical protocols 
and processes, controlling environmental issues and regulating system-related issues could minimise 
unintended harm, thereby helping in mitigating the suffering and reducing additional health care costs. 

India has recognized the importance of patient safety and prioritized it as a public health concern. Many 
of the above aspects are addressed in different strategies and programmes of the Ministry of Health and 
Family Welfare viz.  the National Health Mission, Clinical Establishment Act, National Action Plan on 
Antimicrobial Resistance, etc. 

1. 	 https://www.who.int/news-room/fact-sheets/detail/patient-safety
2. 	 https://www.hsph.harvard.edu/news/press-releases/millions-harmed-each-year-from-unsafe-medical-care/
3. 	 https://timesofindia.indiatimes.com/india/india-records-5-2-million-medical-injuries-a-year/articleshow/22832260.cms
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It is realised that much is being done for patient safety in India but often in a fragmented manner. Even though 
many data management systems like Adverse Event Following Immunisation (AEFI), Pharmacovigilance 
programme, Hemovigilance, etc. exist and there is little documentation on errors, negligence, HAIs, near 
misses, etc. in few top-notch medical colleges of 1the country. Taking cognisance of the patient safety 
challenges, an overarching National Patient Safety Implementation Framework (NPSIF) was developed in 
2018 to synergise multiple initiatives for summative effects on the patient safety scenario. The NPSIF lays 
down six pillars for patient safety in India and aspires delivery of quality assured safe care to patients in 
the country.

Purpose of the Document
Patient Safety Self-Assessment Tool has been contextualised to meet the diverse need of public health 
facilities in the country. Due consideration has been given to the universal applicability of the tool across 
the states. The document elaborates scope, objectives, institutional arrangement for implementation, 
assessment methodology, action planning methodology, etc. The purpose of the document is to provide 
implementation guidance to the policy makers, program managers, quality nodal officers at state, district, 
and facility level, etc. to improve patient safety at all levels of facility-based care. 

Scope
In the beginning this initiative is planned for implementation at all District hospital level facilities. Later, 
the tool could be replicated at the facilities below District Hospitals, in a phased manner. Being cross-
cutting concept, scope of the self-assessment tool applies to all national health programmes as well and 
envisages collaboration of various health departments both at the national and the state level.

Need for a self-assessment tool
The first principle of healthcare is ‘to do no harm’. Safety of patients is a prerequisite for building quality 
health systems. Whenever a patient enters the hospital, he expects to be treated with respect and get early 
relief of his suffering. The current pandemic of COVID-19 has further exposed the vulnerability of health 
systems in responding to the sudden surge in demand while ensuring the safety and quality in the care.

As per recent Lancet publication, 86 lakhs people in Low- & Middle-Income Countries die from causes 
amenable to healthcare1; of these 50 lakhs are those who have used the health system but received poor-
quality care. Mostly this is due to system failures rather than the actions of individuals. Hence, it becomes 
fundamentally important for everyone to ensure that the healthcare, which is available to the citizens is 
safe and meets predefined quality standards. Multiple interventions for mitigating impact of unsafe care 
need to be developed and implemented in letter and spirit. 

Existing framework of NQAS has various parameters of clinical safety such as medication safety, surgical 
safety, compliance to infection control practices, ensuring continuum of care while being referred, safety 
during blood transfusion, etc. Apart from the clinical safety, NQAS also looks at the physical safety of 
infrastructure, e.g., seismic safety, fire safety, electrical safety, preparedness for the disaster, security, 
Safety of instruments & equipment, etc. While NQAS look at patient safety holistically, a need has been 
felt to equip the facilities in undertaking self-evaluation with considerable granularity. There are many 
other initiatives, such as Pharmacovigilance Prog. of India, Hemovigilance, Materio-vigilance etc. in the 
country and these platforms also record related incidences. Therefore, it is recommended to strengthen 
the quality programme further by undertaking patient safety improvement interventions in areas such as 
reporting & learning system, clinical governance, communications, etc. and also interventions to improve 
high-risk clinical care processes.

1 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6238021/ 
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The assessment tool ‘SaQushal’ aims to enhance the visibility and implementation of patient safety 
practices in health care facilities. The initiative provides a framework through which a health facility can 
access its status in terms of patient safety and take action to deliver safer patient care. 

Progress so far
“Patient Safety is Everyone’s Responsibility”

In order to bring all the patient safety interventions under one umbrella, the National Patient Safety 
Framework has been developed in the country. The framework rests on six pillars of the health system 
across the country. It includes good Governance, availability of finance, accessible, affordable & acceptable 
service delivery, competent and skilled human resources, user-friendly information systems and supply 
of cost-effective medicines & supplies. 

The Quality initiative targeting the public health facilities had begun its journey in 2013 with launch 
of National Quality Assurance Programme (NQAP). The programme has National Quality Assurance 
Standards (NQAS) for every level of public health facilities i.e. District hospital/Sub-district Hospital, 
Community Health Centre, Urban and Rural Primary Health Centres, and Health and Wellness Centres. 
Easy to use checklists allow the providers & other stakeholders to assess the facility, identify the gaps, 
prioritize them for gap closure action, take up the improvement activities to traverse the gaps and finally 
meet the standards. The whole process is supported by a well functional institutional framework at the 
National, State, District & Facility level. 

‘SaQushal’ initiative has been developed to place patient safety at the core of every level of health system 
viz. national, state and facility levels. These self-assessment tools for the health facilities will strengthen 
and streamline the existing quality assurance certification process under the NQAS and is also expected 
to establish a credible system for reporting of adverse events to monitor extent of patient safety issues 
and learn from them. 
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SaQushal assesses hospitals from patient safety perspective; builds capacity of the staff in patient 
safety with requisite knowledge & skills; and supports patients and families in decision making. It also 
strengthens evidence-based practice necessary for improving patient safety and quality of health care. 
SaQushal is expected to establish a circle of continuous learning by instituting a reporting and learning 
system wherein due consideration is also given to human ergonomics for safety with mutual respect for 
service providers and seekers. This will enable in creation of reliable health system which is responsive 
to the community needs and will inculcate a safety culture through sharing and sustaining best practices 
in a blame free environment, as summarised in Figure 1.

Figure 1: Circle of Continuous Learning for Patient Safety

Patient Safety: An integral part of the National Quality Assurance Standards (NQAS)

With the mandate of ensuring quality in the delivered services and improving health outcomes, the 
Ministry of Health and Family Welfare GoI had launched National Quality Assurance Standards (NQAS) for 
different level of healthcare facilities. The quality standards are nationally and internationally recognised 
by NHA, IRDA and ISQua. 

The main pillars of the initiative are Quality Standards which embodies key principles of Quality 
Management System. Through 74 quality standards and 362 measurable elements at DH level, many 
facets of patient safety are already in-built in the existing umbrella, including safety in clinical care and 

Chapter 1

Overview of SaQushal initiative
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processes, environmental issues, medication safety, infection prevention and control practices, surgical 
safety, fire and electrical safety, infectious waste management, etc. 

Additionally, many of the global patient safety campaigns such as Safe Surgery Checklist, Safe childbirth 
practices, Safe injections, medication review and optimisation, promotion of usage of non-mercury devices 
are already part of the NQAS. Additionally, Kayakalp scheme intends to encourage and incentivize Public 
Health Facilities (PHFs) in the country to demonstrate high levels of cleanliness, hygiene and infection 
control practices. Another initiative ‘LaQshya’ was launched to improve intra and immediate partum care, 
and to provide Respectful Maternity care in the Labour room and Maternity Operation Theatre. To go a 
step further to address all the social, nutritional, and quality service concerns, a novel initiative namely 
MusQan was released in the form of a scheme to ensure the provision of Quality Child-friendly services 
in public health facilities. All of these initiatives support the patient safety under the ambit of NQAS, as 
illustrated in Figure 2. 

Figure 2: Patient safety: An integral part of NQAS and its domains
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Patient Safety is an integral part of National Quality Assurance Programme. For implementing the quality 
activities (NQAS, Kayakalp, LaQshya, MusQan), an institutional framework is in place at various levels. 
The same institutional framework will be used to support the implementation of SaQushal initiative with 
the roles and responsibilities defined for each level. Also, it has been stated in the NPSIF that Quality 
Assurance mechanism under National Health Mission (NHM) as illustrated in Figure 3, will be utilised at 
the National, State, and District level.

Figure 3: SaQushal Institutional Framework

2.1 National level
Existing Central Quality Supervisory Committee (CQSC) constituted under National Quality Assurance 
Programme will continue to provide guidance & strategic directions for the roll-out and dissemination 
of SaQushal. The Quality and Patient Safety Division at the NHSRC will draw technical guidelines and 
resource material to support the states in conduct of the quality and safety self- assessment at DH and 
below level of the facilities. 

Periodic review of patient safety self-assessment tool and mid-course updation in the tools will be 
undertaken at the national level as per revision or issue of new technical and programmatic guidelines. 
Additionally, implementation status of the safety assessment tool at the state level will be presented in 
the CQSC’s meetings.

Chapter 2

Institutional Framework
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2.2 State Level
State Quality Assurance Committees (SQACs) are functional in all states/UTs. The committees would 
also oversee the patient safety activities along with existing quality assurance activities in the states in 
accordance with National & State guidelines. 

Roles & Responsibilities at the State Level
•	 Ensure availability of required technical resource, such as programme guidelines, standard treatment 

protocols, Standard Operating Procedures (SOPs), etc and its effective dissemination.
•	 Capacity Building of Quality teams and Departmental Quality circles in implementation of guidelines, 

SOPs, protocols, etc.
•	 Ensure biannual conduct of baseline assessment of targeted health facilities within stipulated 

timelines, and measurement of the patient safety indicators followed by analysis.
•	 Mobilise state support for accomplishing gap closure 
•	 Provide inputs for improvement in self-assessment tool and ensure implementation of recommended 

mid-course corrections.
•	 The indicators and incident reports are reviewed in biannual meetings for undertaking risk analysis 

and their corrective actions
•	 Support for undertaking gap closure activities following to self-assessment through the State National 

Health Mission’s annual Programme Implementation Plans (PIPs)
•	 Track the improvement in patient safety scores at the facility
•	 Take regular review, monitoring and provide handholding

2.3	 District Level
District Quality Assurance Units (DQAUs) are the functional arm of District Quality Assurance Committees 
in the States/UTs. The unit shall be responsible for implementation of SaQushal in the public health 
facilities. The DQAC shall report their implementation status of SaQushal to SQAC.

Roles & Responsibilities at the District Level
•	 Mentoring and handholding of the facilities for implementing SaQushal.
•	 Capacity building of facility staff for undertaking self-assessments, generating scores, measuring 

patient safety indicators, risk analysis, reporting of adverse events, adherence to clinical protocols, 
gap closure using improvement cycles, etc.

•	 Ensure biannual conduct of baseline assessment of targeted health facilities within stipulated 
timelines, and measurement of the patient safety indicators followed by analysis.

•	 Scores are generated and reported to the state/ any other level
•	 Support the facilities in undertaking corrective and preventive actions to address the gaps
•	 Address the local issues on patient safety based on self-assessment score and prepare facilities for 

NQAS certification.
•	 Provide onsite support to low/underperforming facilities

2.4	 Facility Level
Facility level Quality teams are functional in all public health-care facilities. The team comprises of 
Medical Superintendent or facility in-charge, Hospital Manager (wherever available), nursing in-charge 
and representative from other functional and related departments. The quality team will oversee patient 
safety activities along with quality assurance activities in the facility. The quality team shall oversee the 
implementation of SaQushal, preparation of annual plan to conduct assessment, discussion of safety 
score findings in quality team meetings, reporting of the score to state & district quality assurance units, 
capacity building and sustain the culture of patient safety in the facility. 
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The public health system has evolved considerably during the last couple of years. Many of the National 
Health Mission initiatives have significantly improved health targets. But one of the greatest challenges 
still remains that of putting knowledge and skills into the practice. 

Often, reporting the near-miss and adverse events has never been easy, more so, in public health 
facilities. We have had a patient safety assessment tool globally and the country’s national patient safety 
implementation framework. The proposed safety assessment tool has been contextualised to meet the 
diverse need of the public health system in the country. The tool integrates all patient safety facets related 
to clinical care, environmental issues and system issues. However, due consideration has also been given 
to the universal applicability of the self-assessment tool across diverse health systems in the states. 
Requirements contained in National Quality Assurance Standards, Kayakalp scheme and revised Indian 
Public Health Standards guidelines (IPHS) 2022 have also been factored into. 

Underlying principles of the assessment tools are summarised below:

1.	 Comprehensiveness – The proposed system is all inclusive and captures all aspects of patient safety 
within the four areas of concerns namely, safe patient care processes, clinical risk management, 
safe care environment, patient safety system. The self-assessment tool is transposed within sixteen 
standards, commensurate measurable elements and checkpoints provide an exhaustive matrix to 
capture all aspects of safety and quality at the Public Health Facilities.

2.	 Contextual – The proposed system has been developed primarily for meeting the requirements of 
the Public Health Facilities; since Public Hospitals have their own processes, responsibilities, and 
peculiarities. 

3.	 Contemporary – Contemporary Patient Safety assessment tool such as Patient Safety Friendly 
Health Facilities, NQAS, Australian Commission on Safety and Quality and JCI have been consulted 
and their relevant practices have been incorporated.

4.	 User Friendly – Conscious efforts have been taken to avoid complex language and jargon, so that the 
tools remain user-friendly for ease of understanding and implementation by the service providers. 
Scoring system has been made simpler with uniform scoring rules and weightage. Additionally, a 
formula fitted excel sheet tool has been provided with the scheme for the convenience, and also to 
avoid calculation errors. The workable excel sheets and print ready version of the checklists can be 
downloaded from https://nhsrcindia.org/QImicrosite

5.	 Evidence Based – The areas of concerns and standards have been developed after consulting 
contemporary resource available on the patient safety. All respective operational and technical 
guidelines related to secondary care and National Health Programmes have been factored into.

6.	 Objectivity – Ensuring objectivity in measurement of the Safety and Quality has always been 
a challenge. Therefore, in the proposed self-assessment tool, each standard is accompanied with 
measurable elements & checkpoints to measure compliance to the standard. At the end of assessment, 
there would be numeric scores, bringing out extent of safe care in a snapshot, which can be used for 
monitoring, as well as for inter-hospital/inter-state(s) comparison.

Chapter 3

Overview of measurement system for  
Self-Assessment tool
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7.	 Flexibility – The proposed system has been designed in such a way that states and Health Facilities 
can adapt the system according to their priorities and requirements. State or facilities may pick one 
or two areas of concerns in the initial phase for ensuring safe care. 

8.	 Balanced – All three facets of Safety – Clinical Care, Environmental & System issues, have been given 
due weightage.

9.	 Transparency – All efforts have been made to ensure that the measurement system remains 
transparent, so that assesses, and assessors have similar interpretation of each tracer.

10.	  Enabler – Though the tool is primarily meant for the self-assessment, it can also be used as a 
‘roadmap’ for attainment of Quality certification under the NQAS.

Arrangement of Self-Assessment tool

“If you can’t measure something, you can’t understand it. If you can’t 
understand it, you can’t control it. If you can’t control it, you can’t improve it

Since considerable awareness exist in the health system regarding NQAS & Kayakalp, the arrangement of 
SaQushal amalgates both these approaches, as elaborated below: 

1.	 Area of Concern (AOC): These are broad area/ themes for assessing different aspects of the safety 
viz. Patient Care Processes, Clinical Risk Management, Safe Care Environment, and Patient Safety 
Systems

2.	 Standard: These are generic statement of commitments under each area of concern

3.	 Measurable Element: These are the specific elements of safe care under each standard

4.	 Checkpoint: These are few of specific attributes of a measurable elements which should be looked 
into for assessing the degree of compliance.

5.	 Means of Verification (MOV): Tangible measurable checkpoints are those, which are expected to be 
objectively observed and scored.

Amalgamation of all these five parameters in a systemic manner constitute a checklist in the form of self-
assessment tool.

Following four Areas of Concern are there under SaQushal

A. 	 Safe Patient Care Process

B. 	 Clinical Risk Management    

C. 	 Safe Care Environment                             

D. 	 Patient Safety Systems 

Each area of concern has four safety standards, each elaborating different parameters of the AOC. Thus, 
there are a total of sixteen standards. Overview of each area of concern and standards is given in figure 
4 and functional relationship between components of self-assessment tool is depicted in figure 5. Intent 
of each Area of Concern and Standard along with corresponding measurable elements for an average 
District Hospital is given in the Chapter 4.



13

Figure 5: An example to elaborate the arrangement of SaQushal

Figure 4: Overview of area of concerns and standards of self-assessment tool

AREA OF CONCERN

Safe Patient Care Process

STANDARD

STANDARD A1: Medication Safety-The hospital has a 
medication management system to ensure safe medication 
practices at all times 

MEASURABLE ELEMENT

ME A1.1 Safe prescription practices 

CHECKPOINT

Uniform and comprehensive prescription format is used

01

02

03

04

MEANS OF VERIFICATION are measurable explanation of 
Checkpoint, which can be objectively scored e.g.,

1. The facility has standardized prescription format in all 
departments

2. The format has provision of documenting all relevant 
information related to patients and service provider as per 
Prescription Audit guidelines from NHSRC

1

2

3

4
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1. The facility has standardized prescription format in all 
departments

2. The format has provision of documenting all relevant 
information related to patients and service provider as per 
Prescription Audit guidelines from NHSRC

1
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This chapter briefs the intent of all four (04) areas of concern and sixteen (16) safety standards for 
universal applicability of assessment tool at the facility. Each safety standard has five (05) measurable 
elements in it, details of which are given under Annexure A.

STANDARDS AND THEIR INTENT
Area of Concern A – Safe Patient Care Processes
This area of concern ensures safety in delivered clinical services like medication safety, adherence 
with infection prevention & control practices, etc. It also ensures that safe patient handling and harm 
prevention mechanism are available in all clinical settings. 

There are following four standards in this area of concern:

Standard A1: Medication Safety-The hospital has a medication management system to ensure safe 
medication practices at all times

The Standard measures the safe practices of prescribing. It measures availability of policy and procedures 
in place for rational use of drugs. The Standard also measures storage and dispensing practices for 
drugs, preparation & administration of medicines as per standard guidelines. It also measures process of 
medication optimization and reconciliation at the facility. 

Standard A2: Infection prevention and control-The hospital has an infection control programme 
to ensure safe infection control practices at all times 

The standard is concerned with practices of hand washing. Standard also looks into adherence and correct 
practice of using PPE. The standard also covers decontamination, cleaning, disinfection and sterilization 
of equipment and instruments. Also, the standard is concerned with Bio-Medical Waste & its management 
including segregation, transportation, storage and disposal of Bio-Medical Waste. Standards covers all 
aspect of injection safety.

Standard A3: Safe patient handling and harm prevention-The hospital has an established system 
to ensure safe patient handling and harm prevention in all clinical care settings 

The Standard pertains to provision of established process for prevention of accident & fall, decubitus 
ulcer, venous thromboembolism.  It checks availability of standardised protocols for patient identification 
in all hospital care settings. It also pertains to established protocols for safe patient referral. 

Standard A4: Communication at transition of care-The hospital has an established system to 
ensure safe patient transport and referrals

The Standard is concerned with established procedure for communication during intramural and 
extramural referral. The standard looks availability of uniform emergency response codes and capacity 
building of staff to respond to alert codes. The standard also ensures that staff is trained on risk and 
hazard communication. It also covers established criteria for patient’s discharge from the facility. 

Chapter 4

Area of Concerns and their Intent 
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Area of Concern B – Clinical Risk Management
The standards in this area concern are the opportunities for improvement to enhance safety across 
RMNCHA inclusive level of care like general, secondary, specialised & high-risk clinical processes.

There are following four standards in this area of concern:

Standard B1: Safety in General Clinical Care-The hospital has an established mechanism to reduce 
the risk of errors for general clinical care

This Standard is concerned with prevention of error in diagnostic services, administrative services, 
dental practices, various national health programmes. This standard also covers established mechanism 
for identification of cases with multimorbidity. 

Standard B2: Safety in RMNCHA-The hospital has an established mechanism to ensure safety in 
Reproductive, Maternal, Newborn, Child and Adolescent Health 

The standard is related to ensure safe & quality family planning services. Standard measures availability 
and compliance to established procedures and standard protocols for management of different stages 
of labour including AMTSL (Active Management of third stage of labour), routine care of new-born 
immediately after birth & newborn resuscitation and procedure for management/referral of Obstetrics 
Emergencies, adherence with safe processes of immunization as per scope of services.

Standard B3: Speciality Clinical Services-The hospital has an established mechanism to ensure 
safety in speciality clinical services

The Standard enfolds provision of established process and adherence to clinical guidelines for management 
of dialysis services, ophthalmology services, mental health care, intensive care and palliative & geriatric 
care. 

Standard B4: High-risk clinical processes-The hospital has an established mechanism to ensure 
safety in all high-risk clinical processes

The Standard looks processes related with Operation Theatre. It includes processes for OT scheduling, 
pre-operative, Post-operative practices of surgical safety. The standard includes processes related with 
safe anaesthesia practices. It also measures safe practices followed to ensure radiation safety. Standard 
B4 is concerned with functioning of blood bank and transfusion services and emergency care. 

Area of Concern C – Safe Care Environment
Safety in all clinical outcome cannot be envisaged in absence of sturdy support services. This area of concern 
includes structural safety, seismic safety, security & access control, maintenance of proper illumination, 
air quality, humidity and temperature. Safety components relevant to human factors & ergonomics and 
other supportive and maintenance services have also been included in this area of concern.

There are following four standards in this area of concern:

Standard C1: Physical Safety -The hospital ensures safety of the patient, staff and infrastructure

This Standard is concerned with safety of the patient, staff, and infrastructure.  It ensures availability of 
adequate arrangements for the safety and security of hospital and patients in terms of structural safety, 
seismic safety, electric safety, fire safety, etc. 

Standard C2: Hygiene and environment control- The hospital ensures all aspects of environment 
control within the premises 

The standard measures availability of environment control arrangements. The Standard covers provision 
of adequate illumination in patient care areas, established mechanism for water testing, adherence with 
standard practices for cleaning and disinfection of patient care areas, spill management process, etc. The 
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standard enfolds provision of comfortable work environment in terms of air, humidity and temperature 
control. 

Standard C3: Human factors and ergonomics-The hospital ensures preventive measurements are 
in place for safe patient handling 

The Standard pertains to maintenance of facility’s layout for safe process flow like availability of ramps at 
1:10 slope, reflexion free tiles, optimum floor gradient, etc. The Standard covers safe techniques of machine 
and material handling in terms of their movement, stability while standing, safe patient lifting techniques, 
etc. It checks availability of an established mechanism to safely manage hard tasks at the working station 
like availability of height-adjustable stands, and chairs to prevent musculoskeletal injuries. This standard 
also ensures availability of hazard communication program at the facility to prevent any mishap during 
hazardous substance handling.

Standard C4: Support and maintenance services-The hospital ensures safety in all support and 
auxiliary services

The Standard is about established mechanism for equipment maintenance processes, such as AMC, daily 
and breakdown maintenance processes, calibration and availability of operating instructions. Standard 
C4 covers established procedure of laundry and kitchen service management which includes cleanliness 
and hygiene protocols. This standard also pertains to infectious waste management (solid & liquid) as per 
latest guidelines. The Standard covers protocols and mechanism to ensure data and information security 
at the facility in terms of availability, accessibility, storage, retention and disposal. Standard C4 also 
ensures that the facility has a comprehensive disaster preparedness plan and staff is competent enough 
to manage the disaster.

Area of Concern D – Patient Safety System
This area of concern measures availability of patient safety systems with a health facility. Availability of 
functional system for reporting and learning through reported adverse events, safety surveillance and key 
safety indicators. Furthermore, the facility should have a provision of utilizing information for improving 
the safety. This AOC also measures that the facility has an established framework to ensure healthcare 
delivery processes are patient centred and patient & family are involved in decision making about their 
treatment.

There are following four standards in this area of concern:

Standard D1: Leadership and Governance-The hospital has an established Leadership and 
Governance Framework to ensure the implementation of patient safety policy and plan are in 
place 

This Standard is concerned with availability and implementation of a comprehensive patient safety 
policy in the facility. The facility has prepared a patient safety charter that includes patients’ and health 
care providers’ rights and responsibilities. It ensures that existing quality teams at the facility level also 
implements and review patient safety activities therefore, quality team has been renamed as quality 
and patient safety teams. This standard covers adherence with all requisite statutory and regulatory 
compliance by the facility. The facility has a well-established clinical governance system which will ensures 
that treatment protocol for common ailments and emergency services are available and implemented, 
clinical care effectiveness criteria have been defined and communicated, audits are performed at periodic 
intervals and audit results are analysed and used for improvement in clinical processes, availability of 
standard treatment guidelines, etc. Standard D1 also covers that quality and patient safety team conducts 
periodic assessment using self-assessment tool and evaluates their performance through a system of 
peer assessment and independent review.  
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Standard D2: Reporting and Learning System- The health system has established a functional 
system for reporting and learning of adverse events 

The standard measures that the facility has established a user-friendly mechanism to report patient 
safety incident in terms of having defined definitions, classifications and format for reporting of near 
miss, adverse events, and sentinel events. Structured program for training and capacity building on 
learning and reporting system is in place. Standard covers periodic risk evaluation using assessment tool 
(like FMEA), measuring patient safety indicators, conduct of active surveillance for hospital associated 
infections in all high-risk departments, etc. Furthermore, the facility has a mechanism of aggregating all 
data (patient safety indicators, surveillance, adverse events, near miss) to a common data management 
information system and all data is analysed and processed to some useful information in the form of an 
incident report. The standard also ensures that findings of incident reporting, surveillance and indicators 
are utilized for identifying opportunities for improvement and for improving safety of the clinical and 
support processes through Corrective and Preventive Action Plan.

Standard D3: Patient Engagement-There is an established framework to ensure healthcare delivery 
processes are patient centred

The Standard pertains to the facility encourages patient and care givers to express their religious & cultural 
preferences and health outcome expectations while delivering healthcare services and preparation of 
the treatment or care plan involving individual patient to achieve the best possible results. Standard D3 
covers many aspects of patient’s rights including privacy, confidentiality, availability of information to 
the patients, informed consent from the patients and their family involvement in the decision making, 
self-care. This standard also covers principles of patient empowerment through involvement of patient 
and support group in improvement activities, in educating and for peer support and counselling services. 
This standard also covers availability of communication and grievance redressal system at the facility for 
complaint registration, it’s timely resolution and disclosure.

Standard D4: Ability at point of care-The hospital has competent work force and work environment 
to ensure the provision of point of care

The Standard is concerned with two aspects, one is with availability of competent and skilled 
multidisciplinary team having basic patient safety concepts. The staff has defined tasks based on minimum 
qualifications and experience.  This standard also requires that performance evaluation criteria should 
also be defined for each cadre of staff. These criteria may have some indicators measuring competency of 
the staff on patient safety activities. Based on these defined criteria the competence and performance of 
staff should be evaluated at least once in a year. Based on these assessment and evaluation, the training 
needs of each staff are identified, and training plan is prepared. Staff should be trained and educated on 
various aspect of patient safety according to the training plan. Facility should also ensure that skills gained 
through training are retained and utilized and feedback is given to individual staff on their competence 
and performance. Beside this, the standard also ensures psychological safety of the healthcare staff, 
promotion of positive teamwork culture, and established mechanism for healthcare staff burn-out, 
support to the staff in coping Second Victim Syndrome (SVS).
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A. General Principles
Administration of the tools in the hospital’s department is based on general principles of integrity, 
confidentiality, objectivity and replicability:

1. Integrity – The facility staff and quality team managing self-assessment programme should observe 
following cardinal principles, while assessing the facility.

•	 Perform their work with honesty, diligence and responsibility

•	 Demonstrate their competence while performing assessment

•	 Perform assessment in an impartial manner

2. 	 Fair Presentation - Assessment findings should represent the assessment activities truthfully and 
accurately. 

3. 	 Confidentiality – The quality team should ensure that information acquired by them during 
the course of self-assessment is not shared with any unauthorised person including media. The 
information should not be used for personal gain.

4. 	 Independence – The staff should not assess his or her own department and process. Assessment 
should be independent and should be conducted in a manner that is free from bias and conflict of 
interest.

5. 	 Evidence based approach - Conclusions are based on evidences, which are objective, verifiable and 
reproducible.

B. 	 Arrangement of Checklist
	 Checklist is the main tool for the self-assessment. Hence, familiarity with the tools would be important. 

A snapshot of checklist is illustrated in figure 6.

Figure 6: Self-Assessment Tool Checklist

Chapter 5

Assessment Protocols
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a)	 The horizontal bar in orange colour contains the name of the Area of Concern for which the 
underlying standard belong.

b)	 Blue horizontal bar contains the statement of standard which is being measured. 

c)	 Extreme left column of checklist in green colour contains the reference number of Standard 
and Measurable Element. The Reference number helps in identification and traceability of a 
Standard.

d)	 Second column contains text of the measurable element for the respective standard.

e)	 The column next to measurable element on right side has Checkpoint for measuring compliance 
to respective measurable element and the standard.

f)	 Column next to Checkpoint contains Means of Verification. It denotes what to see in a particular 
Checkpoint. It may a be list of equipment or procedures to be observed, or example questions 
which may be asked to interviewee or some benchmark, which could be used for comparison, or 
reference to some other guideline or legal document. 

g)	 Column right to Means of Verification column contains the assessment method column. This 
denotes the ‘HOW’ to gather the information. Generally, there are four primary methods for 
assessment – SI means staff interview, OB means observation, RR means record review & PI 
means patient interview.

h)	 Next column on right to assessment method is a blank column where scoring of assessment 
in term of Full Compliance (2 marks), Partial Compliance (1 marks) and Non-Compliance (0 
marks) should be written.

i)	 A remark section also is given for filling by quality team whenever partial or non-compliance is 
given.

C. 	 Assessment Methods
	 Before administering these tools, the assessor should read checkpoints and means of verification and 

try to gather information and evidence to assess the compliance to the requirements of measurable 
elements and checkpoints. Information can be gathered by four methods, Observation (OB), Record 
Review (RR), Patient Interview (PI) and Staff Interview (SI).

I. 	 Observation – Compliance to many of the measurable elements can be assessed by directly observing 
the articles, process, and surrounding environment. Few examples are given below:

a)	 Adherence to infection control practices and safety protocols

b)	 Display of signage, work instructions and important information

c)	 Availability of personal protective equipment, vaccines, illumination, etc.

d)	 Environment like seepage, cleanliness, loose hanging wires, etc.

e)	 Procedures like filling CGA tool, counselling, segregation of biomedical waste, etc.

f)	 Close observation of behaviour, knowledge, attitude and practice by the service providers and 
their communication within the team

II. 	 Record Review – As all processes especially clinical/consultation procedures cannot be observed, 
review of records may provide more objective evidence and triangulate within findings of the 
observation. Few of examples of record review are given below:

a)	 Review of clinical records for assessing adequacy of processes like History, maintenance of 
records of referral, medication review and optimisation, assessment and reassessment of 
patients at each visit.
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b)	 Review of license, formats for legal compliances like authorisation certificate for Biomedical 
Waste Management.

c)	 Review of Work Instructions for adequacy and compliance.

d)	 Review of records for incident reporting, surveillance reports, PSG meetings etc.

e)	 Randomly reviewing the forms and formats to ascertain their completeness.

f)	 Reviewing the patients’ records to check follow-up care, post referral, etc.

III. 	 Staff Interview – Interaction with the staff helps in assessing the knowledge and skill level, required 
for performing job functions. Examples of staff interview are given below:

a)	 Competency testing - Asking staff how they perform certain diagnostic procedures, identification 
of early sign and symptoms of disease condition.

b)	 Demonstration – Asking staff to demonstrate certain activities like hand washing technique or 
newborn resuscitation.

c)	 Awareness – Asking staff about awareness of patient’s right, patient safety quality policy, etc.

d)	 Perception about psychological safety, problems in performing work, other safety issues, etc.

IV. 	 Patient Interview – Interaction with patients & relatives may be useful in getting information about 
quality of services and their experience at the facility. It should include Feedback on quality and safety 
of services, patient engagement in decision making, counselling on self-medication, counselling on 
home care, etc. 

D. 	 Scoring System
	 After assessing all the measurable elements, checkpoints and marking compliance as per the 

assessment methods, scores of the department/facility can be calculated.

Rules of Scoring
•	 2 marks for full compliance
•	 1 mark for each partial compliance
•	 0 marks for every non-compliance
	 All checkpoints have equal weightage to keep scoring simple. Each checkpoint has two means of 

verification, if requirements for both MOVs are met, full compliance will be accorded to the checkpoint. 
Likewise, if requirements for one MOV are met, partial compliance will be given and if none of the 
MOV are fulfilled, non-compliance will be given against the checkpoint. Figure 7 briefs the process 
with the help of an example.

Figure 7: An example narrating arrangement of tool
Area of Concern A: Safe Patient Care Processes

Reference 
No.

Measurable 
Element

Checkpoints Means of Verification Assessment 
Method

Scoring Remarks

Standard (A1): Medication Safety 
The hospital has a medication management system to ensure safe medication practices at all times

A 1.1 Safe 
prescribing 
of medicines

Uniform and 
comprehensive 
prescription 
format is used

1. The facility has 
standardized prescription 
format in all departments 
2. The format has 
provision of documenting 
all relevant information 
related to patients and 
service provider as 
per Prescription Audit 
guidelines from NHSRC

 RR/OB 2/1/0
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In the above-cited example, the scoring will be done against the checkpoints “Uniform and Comprehensive 
prescription format is used” based on fulfilment of the intent of the checkpoints as per means of 
verification. Intent compliance will be checked by using “Record Review/Observation” assessment method 
like availability of standardised prescription format and documentation of all patient’s information as 
per Prescription Audit guidelines. If both the requirements are met, full compliance (2) will be given. 
Similarly, if none of the requirement is met, non-compliance will be marked.

Once scores have been assigned to each checkpoint, Standard wise score can be calculated by adding 
the individual scores for each checkpoint. The final score should be given in percentage, so it can be 
compared with other health facilities.

Calculation of percentage is as follows:

Score obtained x 100/No. of checkpoints in checklist x 2

Scores can be calculated manually, or scores can be entered into excel sheet given.

Filled checklist would generate Scorecard, which will include an overall score for the Health Facility 
(figure 8). Apart from this score card can also be generated for Area of Concern wise and Standard wise 
scores (figure 9).

Figure 8: Score Card - Overall Score & Area of Concern wise Scores 

Overall Score & Area of Concern wise Scores

Patient Care 
Processes

Clinical Risk 
Management

Overall 
Score

Safe Care 
Environment

Patient Safety 
System

50% 50% 50% 50% 50%

Figure 9: Standards wise Score Card 

Reference No Standard Percentage

Area of Concern A- Safe Patient Care Processes

Standard A1 Medication Safety: The hospital has a medication management 
system to ensure safe medication practices at all times

50%

Standard A2 Infection prevention and Control: The hospital has an infection 
control programme to ensure safe infection control practices at 
all times

50%

Standard A3 Safe patient handling and Harm prevention: The hospital has 
an established system to ensure safe patient handling and harm 
prevention in all clinical care settings

50%

Standard A4 Communication at transition of care: The hospital has an 
established system to ensure safe patient transport and referrals

50%

Area of Concern B- Clinical Risk Management

Standard B1 Safety in General Clinical Care: The hospital has an established 
mechanism to reduce the risk of errors for general clinical care 50%
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Standard B2 Safety in RMNCHA: The hospital has an established mechanism 
to ensure safety in Reproductive, Maternal, Newborn, Child, and 
Adolescent Health

50%

Standard B3 Speciality clinical services: The hospital has an established 
mechanism to ensure safety in speciality clinical services

50%

Standard B4 High-risk clinical processes: The hospital has an established 
mechanism to ensure safety in all high-risk clinical processes

50%

Area of Concern C- Safe Care Environment

Standard C1 Physical safety: The hospital ensures safety of the patient, staff 
and infrastructure

50%

Standard C2 Hygiene and environment control: The hospital ensures all 
aspects of environment control within the premises

50%

Standard C3 Human Factors and Ergonomics: The hospital ensures 
preventive measurements are in place for safe patient handling

50%

Standard C4 Support and maintenance services: The hospital ensures 
safety in all support and auxiliary services

50%

Area of Concern D- Patient Safety System

Standard D1
Leadership and Governance: The hospital has an established 
Leadership and Governance Framework to ensure the 
implementation of patient safety policy and plan are in place

50%

Standard D2 Reporting and Learning System: The health system has 
established a functional system for reporting and learning of 
adverse events

50%

Standard D3 Patient Engagement: There is an established framework to 
ensure healthcare delivery processes are patient centred

50%

Standard D4 Ability at point of care: The hospital has competent work force 
and work environment to ensure the provision of point of care

50%
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All district hospitals and large sub-districts hospitals are encouraged to participate. Self-assessment is a 
voluntary assessment but needs to be mandatorily undertaken before state level NQAS certification. The 
State Quality Assurance Unit is expected to provide technical support as needed. The facility staff will be 
trained to evaluate their hospital internally for patient safety. The facility should conduct the assessment 
twice in a year, as summarised in figure 10. The assessment should be conducted in consultation with all 
the departments of the health facility. 

For conduct of the self-assessment, the quality team should appoint a coordinator, preferably the hospital 
manager whose main responsibilities are given below:

1.	 Preparing assessment plan and schedule

2.	 Constitute an assessment team composed of at least a doctor/specialist and a nurse

3.	 Arrangement of stationary (forms & formats) and communicating and coordinating with all 
departments to conduct the assessment

4.	 Monitor and review of the annual report on patient safety performance and patient safety indicators

5.	 Disseminate the findings of self-assessment tool followed by preparation of action plan based on the 
findings of self-assessment, surveillance data, incident reports and patient safety indicators

Figure 10: Assessment Process

Chapter 6

Conduct of the assessment at the facility
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Unfortunately, most of the implementers considers “Measuring/Assessment” to be the ultimate goal 
of improvement activities. If we have measured something and the findings are not used to make 
improvement, it is of no value and in addition it results into waste of resources. Every measurement 
exercise brings out the gaps and are opportunities for improvement. 

The monitoring and supervision framework for SaQushal, as summarised in figure 11, encompasses a 
systematic approach for measurement and improvement. Figure 8 briefly summarises the key activities 
to be undertaken by the facility after completion of self-assessment on patient safety activities. These 
activities include identification of training needs of clinical and para-clinical staff, capacity building, 
standardisation of clinical processes and sub-processes, availability of resources, risk analysis through 
risk management framework and calculation of patient safety indicators.

The general principles of improvement methodology have been laid down in Operation Guidelines for 
improving Quality in Public Healthcare Facilities 2021.

Figure 11: SaQushal-Monitoring and Supervision Framework

Chapter 7

Monitoring and Supervision Framework

SaQushal: Activities to be undertaken by the health facility for  
measurement and improvement
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Steps for monitoring and supervision framework at the facility level
1.	 Defining Quality team’s TORs: The existing quality team at the facility level will undertake the self-

assessment to measure the patient safety activities. The quality team shall oversee the implementation 
of SaQushal and sustain the culture of patient safety in the facility.

2.	 Assessing Safety of Care: The quality team will undertake bi-annual self-assessment of the facility 
utilizing SaQushal tool. Simultaneously the quality team will capture the patient safety indicators, 
every month. This will be followed by regular conduct of safety surveillance, preparation of annual 
incident report and its dissemination to all departments for learning and improvement. The team 
will ensure that all measuring activities and analysis findings are utilized for better compliance, 
positive teamwork in a blame free culture.

3.	 Learning opportunities: The findings of self-assessment, safety indicators and incident report 
will help the facility to identify and prioritize the gaps using quality tools. Each of these gaps will 
be further classified as per the Donabedian model structure, process and outcome. Findings of the 
safety surveillance and annual incident report will assist the facility in risk identification followed by 
calculation of Risk Probability Number, based on which the facility could prepare a risk management 
plan to reduce the preventable harm.

4.	 Undertaking improvement activities: Once the facility completes the self-assessment and has 
identified & prioritized the gaps based on their findings, the facility/department is expected to 
undertake specific steps for improvement or closure of identified gaps. The improvement methodology 
is based on PDCA (Plan-Do-Check-Act) principles. However, it would be imperative for the facility 
to set up SMART objectives before undertaking PDCA approach followed by implementation of 
improvement strategies. 

5.	 Traversing gaps in a time-bound manner: Based on the Gap analysis, the facilities will prepare 
a time-bound corrective and preventive action plan (CAPA) which will be reviewed in Quality and 
Patient Safety team’s quarterly meetings providing handholding support to the facility. There will be 
resource requirements for organizing training, assessment, mobility support, and other incidental 
expenses. Therefore, the state may allocate budget for gap traversing in relevant financial heads 
through the NHM PIPs.

6.	 Achieve Quality Certification under NQAS: Once the facility has attained a baseline score of 70% in 
the quality and safety self-assessment, it should be followed by undertaking the facility for National 
NQAS certification. The score of the self-assessment could be shared with the district/state quality 
assurance unit along with the other documents’ submission for external assessment under NQAS.

7.	 Sustenance of the achievement: SaQushal facilities achieving the NQAS certification shall be 
assessed on yearly basis to ensure sustenance and further facility improvement.
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Although all the components of SaQushal are critical and facility must thrive to improve its safety score 
through a process of continuous improvement by  strengthening the systems within the facility and also 
sustaining the gains. The ultimate aim of the SaQushal initiative is to support the facilities in progressing 
towards attainment of “Zero Preventable Harm”. After completion of baseline assessment, a facility 
may define few Safe Patient Objectives in all departments, which would guide to undertake improvement 
activities. Such objectives should be in sync. with overall Quality Management System at the facility. 
Some of the immediate and long-term activities could be planned at the facility and state level, and are 
summarised below:

Conclusion
The patient safety self-assessment tools are envisaged to support   the health facilities in defining objective 
criteria for measuring the status of patient safety activities. The tool will assist facilities in measuring 
baseline patient safety score and patient safety indicators, encouraging patient engagement, defining 
specific policy interventions and taking priority actions for ensuring safer delivery of health care in all 
settings. This assessment will establish a patient safety system, trigger actions for reporting and learning 
system for improvement and build an enabling policy environment, where genuine errors are reported, 
lessons learnt and interventions are sustained. This would be pivotal for realisation of UHC goals by the 
country.

IMMEDIATE ACTIVITIES
A.	 At facility level
•	 Conduct of patient safety self-assessment, biannually

•	 Gap identification, prioritization of gaps, preparation of time-bound action plan

B.	 At state level
•	 Reviewing safety score in SQAU meetings and monitor the improvement in safety score 

•	 Handhold the facility in gap closure and provide support through the State National Health 
Mission’s annual Programme Implementation Plans (PIPs)

LONG-TERM ACTIVITIES
A.	 At facility level
•	 Setting Safe Patient Objectives in all departments

•	 Submission of   incident reports to DQAU and SQAU on quarterly basis

•	 Recognition of safety champions at the facility level for motivation and encouragement 

B.	 At state level
•	 Benchmarking of the health facilities based on safety score and indicators 

•	 Sharing of best practices at within the state and nationally as well 

•	 Recognition of best performing facilities and their felicitation

•	 Institutional support for the care of second victim

Chapter 8

Roadmap for Patient Safety  
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Patient safety Self-Assessment Toolkit
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Annexure-A

MEASURABLE ELEMENTS
Area of Concern A Safe patient care process

Standard A1 Medication safety 
(The hospital has a medication management system to ensure safe 
medication practices at all times)

ME A1.1 Safe prescription practices 
ME A1.2 Storage and dispensing 
ME A1.3 Preparation and administration of medicines 
ME A1.4 Medication review and optimization 
ME A1.5 High-alert drugs and response mechanism
Standard A2 Infection prevention and control 

(The hospital has an infection control programme to ensure safe 
infection control practices at all times)

ME A2.1 Personal protection 
ME A2.2 Hand hygiene 
ME A2.3 Instrument processing 
ME A2.4 Isolation and barrier nursing 
ME A2.5 Injection safety 
Standard A3 Safe Patient handling and harm prevention 

(The hospital has an established system to ensure safe patient handling 
and harm prevention in all clinical care settings)

ME A3.1 Accident and Falls
ME A3.2 Bed Sores 
ME A3.3 Venous Thromboembolism 
ME A3.4 Patient identification 
ME A3.5 Safety during patient referral
Standard A4 Communication at transition of care 

(The hospital has an established system to ensure safe patient transport 
and referral to maintain continuity of care)

ME A4.1 Intramural communication 
ME A4.2 Communication during referrals
ME A4.3 Hospital alert codes 
ME A4.4 Discharge and follow up communication   
ME A4.5 Risk and hazard communication  
Area of Concern B Clinical risk management
Standard B1 Safety in General Clinical Care 

(The hospital has an established mechanism to reduce the risk of errors 
for general clinical care) 

ME B1.1 Diagnostic errors prevention
ME B1.2 Administrative errors prevention 
ME B1.3 Multimorbidity prevention
ME B1.4 Safety in Dental Practices
ME B1.5 Safety in National Health Programmes



99

Standard B2 Safety in RMNCHA
(The hospital has an established mechanism to ensure safety in 
Reproductive, Maternal, Newborn, Child and Adolescent Health)

ME B2.1 Reproductive and Adolescent Health
ME B2.2 Maternal Health
ME B2.3 Newborn Care 
ME B2.4 Child health Care
ME B2.5 Immunization Safety
Standard B3 Speciality clinical services 

(The hospital has an established mechanism to ensure safety in 
speciality clinical services)

ME B3.1 Safety in dialysis services  
ME B3.2 Safety in Ophthalmology services
ME B3.3 Safety in mental health care
ME B3.4 Safety in intensive care 
ME B3.5 Safety in Palliative and Geriatric Care
Standard B4 High risk clinical processes 

(The hospital has an established mechanism to ensure safety in all high-
risk clinical processes)

ME B4.1 Surgical safety 
ME B4.2 Anaesthesia safety 
ME B4.3 Radiation safety 
ME B4.4 Blood and transfusion safety
ME B4.5 Safety in emergency care  

Area of Concern C Safe care Environment
Standard C1 Physical safety  

(The hospital ensures safety of the patient, staff and infrastructure)
ME C.1.1 Structural safety 
ME C.1.2 Seismic safety 
ME C.1.3 Electrical safety 
ME C.1.4 Fire safety 
ME C.1.5 Security and access control 
Standard C2 Hygiene and environment control

(The hospital ensures all aspects of environment control within the 
premises)

ME C2.1 Illumination
ME C2.2 Water and sanitation 
ME C2.3 Cleaning services and surface disinfection 
ME C2.4 Spill management 
ME C2.5 Air quality, humidity and temperature 
Standard C3 Human Factors and Ergonomics

(The hospital ensures preventive measurements are in place for safe 
patient handling) 

ME C3.1 Layout and process flow 
ME C3.2 Material and machine handling 
ME C3.3 Safe patient handling  
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ME C3.4 Workstation management 
ME C3.5 Hazardous substance handling
Standard C4 Support and maintenance services 

(The hospital ensures safety in all support and auxiliary services)
ME C4.1 Equipment maintenance 
ME C4.2 Safety in hospitals support services (Laundry & Kitchen) 
ME C4.3 Infectious waste management (solid & liquid)
ME C4.4 Data and information system safety 
ME C4.5 Disaster preparedness

Area of Concern D Patient safety systems
Standard D1 Leadership and Governance 

(The hospital has an established Leadership and Governance 
Framework to ensure the implementation of patient safety policy and 
plan are in place)

ME D1.1 Patient safety policy and plan
ME D1.2 Institutional structure and teams 
ME D1.3 Licenses and statutory requirements 
ME D1.4 Credible Clinical Governance System
ME D1.5 Performance management 
Standard D2 Reporting and learning systems 

(The health system has established a functional system for reporting 
and learning of adverse events)

ME D2.1 Incident reporting 
ME D2.2 Safety surveillance 
ME D2.3 Patient safety indicators 
ME D2.4 Analysis, alerts and feedback 
ME D2.5 Learning and improvement 
Standard D3 Patient engagement 

(There is an established framework to ensure healthcare delivery 
processes are patient centred)

ME D3.1 Patient centred design
ME D3.2 Patient information 
ME D3.3 Patient and family engagement 
ME D3.4 Patient Empowerment 
ME D3.5 Communication and Grievance Redressal
Standard D4 Ability at point of care 

(The hospital has competent work force and work environment to 
ensure the provision of point of care)

ME D4.1 Multidisciplinary teams
ME D4.2 Competence based task assignment
ME D4.3 Psychological safety 
ME D4.4 Training and education 
ME D4.5 Staffing and rostering
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LIST OF ABBREVIATIONS

1 AEFI Adverse Event Following Immunization

2 AMC Annual Maintenance Contract

3 AMTSL Active Management of Third Stage of Labour

4 AOC Area of Concern

5 CAPA Corrective and Preventive Action Plan 

6 CGA Comprehensive Geriatric Assessment

7 CQSC Central Quality Supervisory Committee

8 DQAC District  Quality Assurance Committee

9 FMEA Failure Modes and Effects Analysis

10 HAI Hospital Acquired Infection

11 IRDA Insurance Regulatory and Development Authority

12 ISQua International Society for Quality in Health Care

13 JCI Joint Commission International

14 LMICs Low- and Middle-income countries

15 MOV Means of Verification

16 NHA National Health Authority

17 NPSIF National Patient Safety Implementation Framework

18 NQAP National Quality Assurance Program

19 NQAS National Quality Assurance Standards

20 QoC Quality of Care

21 RMNCHA Reproductive, Maternal, Newborn Child plus Adolescent Health

22 SQAC State Quality Assurance Committee

23 SVS Second Victim Syndrome 

24 TORs Terms of References



102

BIBLIOGRAPHY
1.	 A Guide for advocating for respectful Maternity care by white ribbon alliance

2.	 A strategic approach for reproductive, maternal, new born, child and adolescent health (RMNCH+A) 
in India, MoHFW, Government of India

3.	 Adverse Drug Event Trigger Tool

4.	 An Introduction to Quality Assurance in Health Care, Avedis Donabedian

5.	 Anaesthesia Safety Checklist, WHO

6.	 APCA Standards for Providing Quality Palliative Care Across Afric,2010

7.	 Assessment and prevention of falls in older people, NICE clinical guideline 161, June 2013

8.	 Assessment and Prevention of Falls policy, Camden and Islington Foundation Trust 

9.	 Assessor’s Guidebook for Quality Assurance in District Hospitals, Vol-I and Vol-II

10.	 Best practices for Giving safe injections, WHO

11.	 Bio Medical Waste (Management & Handling) 1998

12.	 Compendium of Norms for Designing of Hospitals & Medical Institutions, Government of India, 
Ministry of Housing & Urban Affairs, Central Public Works Department

13.	 Comprehensive geriatric assessment toolkit for primary care practitioners, British Geriatrics 
Society,

14.	 Creating a Safe Space Strategies to Address the Psychological Safety of Healthcare Workers

15.	 Department of Health and Family Welfare Government of Gujarat

16.	 DG set guidelines, The Environment (Protection) Rules, 1986

17.	 Diagnostic Audit Guide 2002, Guide to Indicators, Operation Theatres, Audit Commission, National 
Health Services, UK

18.	 Disability prevention and medical rehabilitation, Guidelines for Primary, Secondary and Tertiary 
level care, National Leprosy Eradication Program, MoHFW, Government

19.	 District Health facility Guidelines for Development and Operations, WHO Regional Publication, 
Western Pacific Series 22, World Health Organization Regional Office for Western Pacific, 1998

20.	 District Quality Assurance Programme for Reproductive Health Services, An Operational Manual, 
2006 

21.	 Donaldson L, Ricciardi W, Sheridan S, Tartaglia R. Textbook of patient safety and clinical risk 
management. Springer Nature; 2021.

22.	 Electronic Health Record (EHR) Standards for India,2016, GOI

23.	 Emergency and Injury Care at Secondary and Tertiary Level Centres in India, NITI Aayog

24.	 Environmentally sound management of mercury waste in Health Care Facilities, Central Pollution 
Control Board

25.	 Essential Standards of Quality and Safety, Guidance about compliance, March 2010, Care Quality 
Commission, United Kingdom

26.	 Evaluating the quality of care for severe pregnancy complications, The WHO near miss approach 
for maternal health, World Health Organization

27.	 Evaluation and Quality Improvement Program (EQuIP) standards, 4th Edition, Australian Council 
on Healthcare Standards



103

28.	 Facility based New born Care operational Guide, Guideline for Planning and Implementation, 
Ministry of Health & Family Welfare, Govt. of India

29.	 Fundamental elements of Quality of Care, A simple framework, Judith Bruce, Studies in family 
planning 1990

30.	 Gender Analysis in Health –A review of selected tools, World Health Organization

31.	 Global action on patient safety, Seventy-second world health assembly.

32.	 Governing Public Hospitals, Reform strategies and the movement towards institutional autonomy, 
2011, World Health Organization

33.	 Guideline for enhancing optima Infant and Young Child feeding practices, Ministry of Health & 
Family Welfare, Govt. of India

34.	 Guideline for implementing Sevottam, Dept. of Administration reform and Public Grievance, 
Ministry of Personal and Public Grievance and Pension, Govt of India

35.	 Guidelines for Implementation of KAYAKALP initiative, Ministry of Health and Family Welfare, 
Government of India

36.	 Guideline for Janani - Shishu Suraksha Karyakaram (JSSK), Maternal Health Division, Ministry of 
Health & Family Welfare, Govt. of India

37.	 Guidelines and Space Standards for Building Barrier Free Built Environment for disabled and 
elderly persons,1998 CPWD, Ministry of Urban Affairs and Employment

38.	 Guidelines Approved by the who guild lines review committee updated, WHO 2017

39.	 Guidelines for Diagnosis and treatment of malaria in India, 2011, National Vector Born disease 
control program, GoI, MoHFW

40.	 Guidelines for Eye ward & Operation theatre, National Program for control of Blindness, MoHFW, 
GoI

41.	 Guidelines for good Clinical Laboratory practices (GCLP) by Indian council of medical research

42.	 Guidelines for Good Clinical Laboratory Practices (GCLP), 2008, Indian Council of Medical Research

43.	 Guidelines for Hospital Emergency Preparedness Planning, National Disaster Management 
Division, Ministry of Home affairs, Government of India

44.	 Guidelines for personal protective equipment,2022

45.	 Guidelines for protecting the safety and health of health care workers, U.S. Department of health 
and human services, public health services centres for Disease Control.

46.	 Guidelines on good distribution practices for pharmaceutical products 

47.	 Handbook for Vaccine and Cold Chain Handlers, 2010, MoHFW, Government of India

48.	 Hazard Communication Standard: Labels and Pictogram, Osha Brief.

49.	 Hazard Communication Standard: Safety Data Sheets, Osha Brief.

50.	 Health and Disaster Risk Management in India, National Institute of Public Finance and Policy, 
New Delhi

51.	 Health Care Case Laws in India, entre for Enquiry into Health and Allied Themes (CEHAT)

52.	 Healthcare Quality Standards, Process Guide, National Institute of Clinical Excellence, United 
Kingdom

53.	 Hutchinson Clinical Methods, 23rd Edition, Saunders Ltd.2012

54.	 ICD 10 -International Statistical Classification of Diseases and Related Health problems, 2010 
Edition, World Health organization



104

55.	 ICU Planning and Designing in India – Guidelines 2010, Guidelines Committee ISCCM

56.	 ICU Planning and Designing in India – Guidelines 2010, Indian Society for Critical Care Medicine

57.	 Immunization Handbook, Medical Officers, MoHFW, GOI.

58.	 Implementation Guide on RCH-II, Adolescent and reproductive Sexual health Strategy, for State 
and District Program Manager, Ministry of Health & Family Welfare, Govt. of India

59.	 Improving Patient and Worker Safety, JCI

60.	 Improving Patient and Worker Safety, Joint Commission

61.	 India Pharmacopoeia Commission National Coordination Centre (NCC) - Materiovigilance 
Programme of India (MvPI)

62.	 Indian Public Health Standards (IPHS), Guidelines for District Hospitals 2022 Volume-I

63.	 Infection control guidelines by Indian council of medical research 

64.	 Infection Management and Environment Plan, Guidelines for Healthcare workers for waste 
management and infection control in community health centres

65.	 Infection Prevention Practices in Emergency Obstetric Care, Engander Health

66.	 Infection Prevention, Guidelines for Healthcare facilities with limited resources, JHPIEGO

67.	 Injection Safety Guidelines, Centres for Disease Control and Prevention

68.	 Injection Safety, Guide for safe injections, WHO

69.	 Integrated care for older people, Guidelines on community-level interventions to manage declines 
in intrinsic capacity, WHO

70.	 Integrated-Health-Conceptual-Framework, WHO 2015

71.	 International Covenant on Social, Economic and Cultural Rights (ICESCR), 1976

72.	 Introducing the Patient Safety Friendly Hospital Framework, WHO,2020

73.	 IS 10905, Part-1, Recommendations for basic requirements of general hospital buildings: Part 1 
Administrative and hospital services department buildings, 1984

74.	 IS 10905, Part-2, Recommendations for basic requirements of general hospital buildings: Part 2 
Medical services department buildings, 1984

75.	 IS 10905, Part-3, Recommendations for Basic Requirements of General Hospital Buildings - Part-
3: Engineering Services Department Buildings, 1984

76.	 IS 12433, Part-1, Basic requirements for hospital planning: Part 1 up to 30 bedded hospitals,1988

77.	 IS 12433, Part-2, Basic Requirements for Hospital Planning - Part 2: UP to 100 Bedded Hospital,2001

78.	 IS 13808: Part 1, Quality management for hospital services (Up to 30-bedded hospitals) Guidelines: 
Part 1 Outpatient department (OPD) and Emergency Services, 1993

79.	 IS 13808: Part 2, Quality Management Procedures for Diagnostic and Blood Transfusion Services 
- Guidelines Part 2: Up to 30-Bedded Hospitals, 1993

80.	 IS 13808: Part 3, Quality management for hospital services (up to 30 bedded hospitals) - 
Guidelines: Part 3 Wards, nursing services and operation theatre, 1993

81.	 IS 15195, Performance Guidelines for Quality Assurance in Hospital Services up to 30-Bedded 
Hospitals, 2002

82.	 IS 15461, Performance Guidelines for Quality Assurance in Hospital Services up to 100-Bedded 
Hospitals, 2004 22. IS 4347, Code of practice for Hospital lighting, 1967



105

83.	 ISMP Medication Safety Self-Assessment for High-Alert Medications

84.	 ISO 15189, Medical Laboratories - Particular requirements for quality and competence, Second 
edition.

85.	 ISO 19011: 2011, Guidelines for auditing management systems, International Organization for 
Standardization

86.	 ISO 9001, Quality Management System requirement, Fourth Edition

87.	 Isolation Rooms, International Health Facility Guidelines

88.	 IWA1, Quality Management Systems – Guidelines for Processes improvements in health services 
organizations, 2005, International Organization for Standardization

89.	 Janani Suraksha Yojana, Govt of India, Ministry of Health and Family Welfare, Maternal Health 
Division

90.	 Joint Commission International Accreditation Standard for Hospital, 4th Edition

91.	 Joint Commission International Accreditation Standards for Hospitals

92.	 Laboratory Safety Manual, Third Edition, 2004, World Health Organization

93.	 Maa, Mother’s Absolute affection, programme for promotion of Breastfeeding Ministry of Health 
& Family Welfare

94.	 Manual for Medical officers, dealing with child victims of trafficking and commercial sexual 
exploitation,

95.	 Manual on Radiation Protection on Radiation protection in hospitals and general practice.

96.	 Materiovigilance, programme for India, MoHFW

97.	 Maternal & New-born Health Kit, Maternal Health Division, Ministry of Health & Family welfare, 
Government of India

98.	 Matrix of IEC material for earthquake Safety and Preparedness

99.	 Measurement and Monitoring of Safety Framework e-guide

100.	 Measuring efficiency of emergency processes using value stream maps at Sick New-born Care 
unit, Nikhil Prakash, Deepika Sharma, JN Srivastava, EMS 2013

101.	 Medical records Manual, A Guide for Developing Country, World Health Organization

102.	 Medical Termination of Pregnancy Act 1971

103.	 Medication Safety Curriculum Guide, WHO 2019

104.	 Medications at Transitions and Clinical Handoffs (MATCH) Toolkit for Medication 
Reconciliation,2012

105.	 Medicines optimisation: the safe and effective use of medicines to enable the best possible 
outcomes, NICE guideline.

106.	 Mind the implementation gaps the persistence of avoidable harm in the NHS,7 April 2022

107.	 Minimal Information Model for Patient Safety Incident Reporting and Learning Systems, WHO

108.	 Mistake proofing: the design of Health care – AHRQ, USA

109.	 MoHFW, Government of India  

110.	 Multimorbidity, Quality standard,29 June 2017, NICE

111.	 National Accreditation Board for Hospital and Healthcare Provider, 3rd Edition

112.	 National Building Code of India 2016, Bureau of Indian Standards,2016



106

113.	 National Centre for Disease Control, Directorate General of Health Services Ministry of Health and 
Family Welfare, Government of India, January 2020

114.	 National Disaster Management Guidelines,2016, GOI

115.	 National Guideline for Improvement of Quality and Safety of Healthcare Institutions (For Line 
Ministry and Provincial Hospital, First Edition.

116.	 National Guidelines for Obstetric ICU/HDU

117.	 National Guidelines on Lactation Management Centre in Public Health Facilities 

118.	 National Guidelines on Lactation Management Centres in Public Health Facilities,2017

119.	 National List of Essential List, 2011, Ministry of Health & Family Welfare, Government of India

120.	 National Quality Assurance Standards for Public Health Facilities 2020

121.	 National Patient Safety Goals Effective January 2019

122.	 National Safety and Quality Health Service Standards, Australian Commission on Safety and 
Quality in Health Care,2017

123.	 National Safety and Quality Primary and Community Healthcare Standards, June 2021, Australian 
Commission on Safety and Quality

124.	 Navjaat Sishu Surakasha Karyakram, Training Manual, MoHFW, Government of India

125.	 Never Events for Hospital Care in Canada, Safer Care for Patients September 2015

126.	 Nilakantam SR, Ravi MD, Bahuguna J, Dayananda M. Role of Emergency Response Codes in Handling 
Hospital Emergencies–An Experience of Protocol Designing, Development, and Implementation 
in a Large Multispecialty Tertiary Care Teaching Hospital, Mysuru, India. International journal of 
scientific study. 2020 Apr 17;8(1):56-61.

127.	 NPSA-national-framework-for-reporting-and-learning-from-serious-incidents, National Health 
Service (NHS) 

128.	 Operational Guidelines for ART Centres, National AIDS control organization, MoHFW, Government 
of India

129.	 Operational Guidelines for Elderly Care at HWC, Feb2021, GOI

130.	 Operational Guidelines for Facility Based Management of Children with Severe Acute Malnutrition, 
2011, MoHFW, Government of India

131.	 Operational Guidelines for Improving Quality in Public Health Facilities 2021

132.	 Operational Guidelines for Integrated Counselling and testing Centre, 2007, National AIDS Control 
organization

133.	 Operational Guidelines for Rogi Kalyan Samitis, Health & Family Welfare Department, Government 
of West Bengal

134.	 Operational Guidelines on National Programme for Prevention and Control of Cancer, Diabetes, 
Cardiovascular Diseases & Stroke (NPCDCS), MoHFW, Government of India

135.	 Patient Identification Policy, NHS

136.	 Patient Safety Curriculum Guide, WHO

137.	 Patient Safety Incident Reporting and Learning Systems, WHO

138.	 Patient Safety Indicators, AHRQ Quality Indicators

139.	 Person with Disability act 1995

140.	 Planning and implementing palliative care services: a guide for programme managers, WHO



107

141.	 Practical Guidelines for Infection Control in Health Care Facilities, World Health Organization

142.	 Pradhan Mantri Surakshit Matritva Abhiyan

143.	 Pre Conception & Pre Natal-Diagnostic Test Act 1996

144.	 Pressure Injury staging guide, Wound Care Education Institute.

145.	 Preventing and Managing Pressure Injuries,2012, NSQHS Standards. 

146.	 Preventing Falls in Hospitals, A Toolkit for Improving quality of Care, AHRQ or the U.S. Department 
of Health and Human Services.

147.	 Preventing Falls in the Hospital, Available in Spanish and Somali

148.	 Principles of Best Practices in Clinical Audit, National Institute of Clinical Excellence, United 
Kingdom

149.	 Quality & Accreditation of Health Services – A Global Review, ISQUA & WHO

150.	 Quality Health Services, A Planning guide, WHO.

151.	 Quality Indicators for ICU, 2009, Indian Society of Critical Care Medicine

152.	 Quality Management in Hospitals, S. K. Joshi, Jaypee Publishers, New Delhi

153.	 Quality Management in Public Health Facilities – An Implementation Handbook, National Health 
Systems Resource Centre, New Delhi

154.	 Quality Management in Public Health Facilities - Traversing Gaps, National Health Systems 
Resource Centre

155.	 Radiation Protection and Safety of Radiation Sources: International Basic Safety Standards, IAEA 

156.	 Radiation Protection Principle, AERB -Atomic Energy Regulatory Board

157.	 Radiation Safety

158.	 Rapid Assessment of Referral Care Systems A Guide for Program Managers

159.	 Rashtriya Bal Swasthya Karyakram (RBSK), Operational Guidelines, MoHFW, 2013, Government 
of India

160.	 Record of Discussions Standard Development Committee, National Patient Safety Standards

161.	 Reference Manual for Female Sterilization,2014, GOI

162.	 Reference Manual for Male Sterilization-2013, GOI

163.	 Referral-Policy-Guidelines,2012

164.	 Safe blood & Blood Products, Indicators and Quality of Care, World Health Organization

165.	 Safe-Injection-Checklist-CDC

166.	 Safety code for medical diagnostic x-ray equipment and installations, 2001, Atomic Energy 
Regulation Board

167.	 Simplified Guidelines for Earthquake Safety of Buildings from National Building Code of India 
2016,

168.	 Site assessment and strengthening for maternal health and new born health programs, JHPIEGO

169.	 SOP for Support Services, Ist Edition: August; 2016 Quality Assurance Cell 

170.	 Standard Operating Procedure for NACP Data Sharing at NACO and SACS

171.	 Standardization of Labour Room at Delivery Point by Maternal Health division Ministry of Health 
& Family Welfare, Government of India-2016



108

172.	 Standards For Blood Banks & Blood Transfusion Services, National AIDS Control Organisation 
2007

173.	 Surgical care at District Hospital, World Health Organization

174.	 Technical and Operational Guidelines for TB Control, Central TB Division, MoHFW, Government 
of India

175.	 The Australian Commission for Safety and Quality in Health Care,2006.

176.	 The Right to Information act, 2005 

177.	 To Err is Human: Building a safer health system, Institute of Medicine

178.	 Training for mid-level managers (MLM), Immunization safety, WHO

179.	 Training Manual for Medical Officers for Hospital Based disease Surveillance, Integrated Disease 
Surveillance Project, National Centre for Disease Control

180.	 Twelfth Five Year Plan, Social Sectors, 2012-2017, Planning Commission, Government of India

181.	 Use of Personal Devices in Healthcare: Guidelines from A Roundtable Discussion, Journal of 
mobile technology in medicine.

182.	 Value Stream Mapping for Healthcare Made Easy, Cindy Jimerson, CRC press, New York

183.	 VENOUS Thromboembolism (VTE) Risk Assessment Tool, NSW Government.

184.	 Venous Thromboembolism Prevention Clinical Care Standard, January 2020

185.	 Venous Thromboembolism Prevention, Clinical Care Standard, Dec2020

186.	 WHO Draft Guidelines for Adverse Event Reporting and Learning Systems,2005

187.	 WHO Labour Care Guide User’s Manual,2020

188.	 WHO Policy Statement: Multi-dose Vial Policy (MDVP),2014

189.	 Women - Friendly health services experience in maternal care, World Health organization

190.	 World Health Organization (WHO). Towards eliminating avoidable harm in health care. Global 
patient safety action plan 2021. 2021;2030.

191.	 World Health Organization. Administrative errors.

192.	 World Health Organization. Early essential new-born care: clinical practice pocket guide.

193.	 World Health Organization. Exploring patient participation in reducing health-care-related safety 
risks




