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Audit Tool 
• Purpose 

 

• This tool is an add-on that can help an organization perform gap analysis for Quality Assurance and thus 

manage and mitigate associated risks.  

 

• This tool will be offered independently or as a solution accelerator with Gestalt’s Hospital Information 

Systems.  

 

• This version of the tool currently focuses on conformity assessments based on the NABL Accreditation 

process. 
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Audit Tool 
• NABL (Areas of diagnostic services) 

 

• As per the latest information on medical laboratories, the areas that are considered by this tool are as 

follows: 

 

• 1. Clinical Biochemistry  

• 2. Clinical Pathology  

• 3. Haematology & Immunohaematology  

• 4. Microbiology and Serology  

• 5. Histopathology  

• 6. Cytopathology  

• 7. Genetics  

• 8. Nuclear Medicine (in-vitro tests only)  
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Audit Tool 
• Enabling a Diagnostic Centre World 

 

• The Audit tool reviews a continually excellent Diagnostic Centre experience, which forms the basis for 

the assessments by the tool. The experience pinpoints and includes steps or activities that could make 

the operating cycle of the Centre convergent (i.e. available, accessible, accountable, acceptable, 

affordable and effective with Autonomic Error Reduction).  

 

• The need to do this, arises from a business understanding that designing an Activities Master could 

simplify how the assessor or user of the tool assesses the different areas of management. 

 

• The Diagnostic Centre experience expects to strengthen the case of a healthcare organization needing 

the Audit tool to ensure Quality Assurance. 

 

• The references used in designing this experience are AOEC’s handbooks and early stage proposals 

authored for different Diagnostic Centres. 
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Audit Tool 
• Understanding a Diagnostic Centre World 

• The Diagnostic Centre World connects and supports different (front office, back office and QoS related) 

areas of diagnostic services. Some of the front office related areas: 

 

• 1. Standard Operating Procedures for Access, Assessment and Continuity of Care 

• 2. Standard Operating Procedures for Customer Relationship and Loyalty (includes PRE) 

• 3. Standard Operating Procedures for Care of Customer or Patient 

• 4. Standard Operating Procedures for Start of Sustainable Healthcare session 

• 5. Standard Operating Procedures for understanding customer’s or provider’s need 

• 6. Standard Operating Procedures for translating need to a schedule of tests 

• 7. Standard Operating Procedures for initiating schedule of tests 

• 8. Standard Operating Procedures for guiding customer or provider in the collection and delivery of 

samples for testing 

• 9. Standard Operating Procedures for “adept, safe and effective” samples identification and collection 

• 10.a Standard Operating Procedures for delivery of samples by customer/provider OR 

• 10.b Standard Operating Procedures for further delivery of samples by staff/associated service network 
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Audit Tool 
• Understanding a Diagnostic Centre World 

 

• 10.c Standard Operating Procedures for communication of NEXT steps to customer or provider 

• 11.a Standard Operating Procedures to preserve samples till time of testing 

• 11.b Standard Operating Procedures to reject samples before or at the time of testing 

• 11.c Standard Operating Procedures for communication of any issue in schedule of tests 

• 12.a Standard Operating Procedures for repeating steps 5 (onwards) depending upon the issue 

• in the schedule of tests 

• 12.b Standard Operating Procedures to ensure there is no impact on Care of Customer or Patient due to 
issue in the schedule of tests 

• 13.a Standard Operating Procedures to report (within expected time intervals) results to customer or 
provider (in person) 

• 13.b Standard Operating Procedures to report (within expected time intervals) results to customer or 
provider (via agile communication services) 

• 13.c Standard Operating Procedures to report (within expected time intervals) results to customer or 
provider (via Web services) 

• 13.d Standard Operating Procedures to report (within expected time intervals) results to associated 
healthcare practitioner/provider/ diagnostic centre (via relevant services) 
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Audit Tool 
• Understanding a Diagnostic Centre World 

 

• 14.a Standard Operating Procedures to provide as necessary details of diagnosis and any need for 

follow up to customer or provider 

• 14.b Standard Operating Procedures to demonstrate integrated focus in healthcare delivery  

• 15.a Standard Operating Procedures to establish or improve relationship with customer or provider 

• 15.b Standard Operating Procedures to collect suggestions, complaints, feedback or other observations 

• 16.a Standard Operating Procedures for tagging customer or provider for future services 

• 16.b Standard Operating Procedures for initiating any next-in-the-line of services workflows 

• 16.c Standard Operating Procedures for concluding Sustainable Healthcare session 

• 17. Standard Operating Procedures for reviewing and ensuring continual acceptability of services 

keeping this session in mind 

• 18. Standard Operating Procedures to communicate genetic makeup or HGI related observations or 

other information collected on surveillance to a higher level healthcare authority 
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Audit Tool 
• Understanding a Diagnostic Centre World 

• Some of the back office areas (related to the customer or provider) are: 

 

• 1.Standard Operating Procedures to design and develop relevant organization and management 
structures (to help ensure confidence in its competence, impartiality, judgment or operational integrity)  

• 2. Standard Operating Procedures to help deploy Zero Day Effectiveness in interactions with customer 
or provider (with acceptable Quality of Structure, Quality of Process and Quality of Outcome) 

• 3. Standard Operating Procedures to establish, implement and maintain a management system 
(appropriate to its scope of activities, including the type, range and volume of proficiency testing that it 
provides)   

• 4. Standard Operating Procedures to control all documents that form part of its management system 
(internally generated, or from external sources), such as regulations, standards, other normative 
documents, proficiency testing scheme protocols, test or calibration methods, or both test and calibration 
methods, as well as drawings, software specifications, instructions and manuals 

• 5. Standard Operating Procedures to provide safe, conformant and patient friendly healthcare (ensuring 

 statutory and regulatory requirements are met while providing healthcare) 

• 6. Standard Operating Procedures to establish, implement and maintain a system for Patient Rights 
Education (PRE) 
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Audit Tool 
• Understanding a Diagnostic Centre World 

• Some of the back office areas (related to self-organization) are: 

• 1. Standard Operating Procedures to establish, implement and maintain a system for Measurement, 

Analysis and Improvement  

• 2. Standard Operating Procedures to establish, implement and maintain a system for controlling non-

conforming services 

• 3. Standard Operating Procedures to establish, implement and maintain a system for controlling non-

conformities 

• 4. Standard Operating Procedures for Control of Monitoring and Measuring Equipment  

• 5. Standard Operating Procedures to establish and maintain policies and procedures for the review of 

requests, tenders and contracts (with focus on type and extent of controls applied to suppliers of 

diagnostic procedure specific medications, devices, appliances, and infrastructure specific equipment)  

• 6. Standard Operating Procedures to establish and maintain policies and procedures for subcontracting 

services 
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Audit Tool 
• Understanding a Diagnostic Centre World 

• Some of the back office areas (related to QoS) are: 

• 1. Standard Operating Procedures to establish, implement and maintain a system for Quality of Service 

• 2. Standard Operating Procedures to establish, implement and maintain a system for quality assurance 

and continual improvement 

• 3. Standard Operating Procedures to establish, implement and maintain a system for Control of records 

• 4. Standard Operating Procedures to establish, implement and maintain a system for Internal Audits 

• 5. Standard Operating Procedures to establish, implement and maintain a system for Management 

Reviews 

• 6. Standard Operating Procedures to establish, implement and maintain Quality of Structure (with 

sustainable & acceptable Facility Management and Safety)  

 

• To summarize, the actual pinpointing of the individual steps for each of the activities mentioned for the 

(front office, back office and QoS related) areas of diagnostic services is not within the scope of the Audit 

Tool. NABL does only mandate that Auditing be done for areas related to Governance, Quality control 

and Management. 
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Audit Tool 
• NABL (Areas of management) 

 

• As per the latest information on NABL, the areas of management that are assessed by this tool are as 
follows: 

 

• A. Business Patterns in services 

• 1.Gap analysis for managing business interests 

• 2.Gap analysis for managing customers 

• 3.Gap analysis for Design of proficiency testing schemes  

• 4.Gap analysis for choice of method or procedure for customer  

• 5.Gap analysis for achieving quality of services  

• 6.Gap analysis for Operation of proficiency testing schemes  

• 7.Gap analysis for managing personnel  

• 8.Gap analysis for managing facility, and environment (on a 24/7 basis) 

• 9.Gap analysis for any data analysis and evaluation of services 

• 10.Gap analysis for any ad-hoc or formal report generation 

• 11.Gap analysis for communication with associated businesses 

•   
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Audit Tool 
• NABL (Areas of management continued) 

 

• B. Back-office services  

• 1. Gap analysis for Organizational structures  

• 2. Gap analysis for Management system  

• 3. Gap analysis for Documentation requirements 

• 4. Gap analysis for Quality of services  

• 5. Gap analysis for Purchasing 

• 6. Gap analysis for Services to the customer  

• 7. Gap analysis for Customer related processes 

• 8. Gap Analysis for Patient Rights and Education  

• 9. Gap analysis for Control of nonconforming work  

• 10. Gap analysis for Improvement, Corrective actions and Preventive actions  

• 11. Gap analysis for Control of records  

• 12. Gap analysis for Internal Audits  

• 13. Gap analysis for Management reviews  

•   
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Audit Tool 
• Objective of assessment? 

 

• The objective of this tool’s assessment is to obtain evidence on compliance with respect to NABL 

standards, areas of management, applicable laws and regulations and guidelines.  

 

• Depending upon the version of the tool, the results of an assessment may or may not be integrated with 

Gestalt’s Hospital Information Systems. 

 

• Since any NABL accreditation requires compliance with NABL Standards, the tool guides an assessment 

team by systematically highlighting conformances that need to be considered against these standards.  

 

• Notwithstanding the strength of the NABL system, the success of the accreditation scheme depends on 

the assessment team who perform on-site assessment and, thus, play a vital role in determining the 

credibility and value of the accreditation. 

 

• Thus, the members of the assessment team would be required to exercise their scientific judgmental skill 

and form their opinion regarding extent of conformance with respect to accreditation criteria.  
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Audit Tool 
• The Principal Assessor, during such holistic assessment shall 

 

• i. Assess the implementation and effectiveness of the Quality System as documented in the Quality 

Manual. All non-conformities should be reported. 

 

• ii. Assess the implementation and effectiveness of the Hospital Information System as per documented 

scope of software. All non-conformities should be reported. 

 

• iii. Depending upon the scope of accreditation, collect, compile and consolidate reports from all the 

assessors assigned to the various medical laboratory areas. All non-conformities should be reported 

(This tool helps do this).  

 

• iv. The assessors should assess to verify that the documented SOPs, laboratory procedures, HIS 

interfaces, test methods and records are indeed implemented & effective as described in the Quality 

System and record observations. This report should be made available to the Principal Assessor. (This 

tool helps do this) 

<< >> Save Cancel Help 

Time elapsed: Date started: Current date: 



15 

• Assessment Schedule for the Quality System (based on ISO 15189:2007)   

 

 

 
Name of organization: 

Assessment done by: 

Date(s) of assessment: 

Nature of assessment         For Gap Assessment              Surveillance 

 

        Re-Assessment                       Verification  
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• Observations Template for the Quality System (based on ISO 15189:2007)  

 

 
Name of organization: 

Date(s): 

 

Area/Department: 

Activities assessed: 

 

Scope of NABL assessed:           [NABL 100] / [ISO/ IEC 17011: 2004]  

           

         Other versions  
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• Observations Template for the Quality System (based on ISO 15189:2007)  

 

 Sl No.  Observations Remarks 
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• Non-conformity Template for the Quality System (based on ISO 15189:2007)  

 

 Name of organization: 

Date(s): 

Nature of assessment    Gap Assessment      Surveillance     Re-Assessment     Verification 

Non-conformity (NC) raised: 

Classification of NC: MAJOR / MINOR 
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• Non-conformity Template for the Quality System (based on ISO 15189:2007)  

Reference to NABL Std. & 

Clause No. or General Area 

No. 

Correction Action 

taken/proposed by HCO or 

Diagnostic laboratory 

Remarks by Assessor if any 
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• Non-conformity Template for the Quality System (based on ISO 15189:2007)  

 

 
Any specific 

recommendations 

 

Any other details 

Name of authorized person from organization 

 

                                                          (Drop down list) 

 

Date: 

Name of Principal Assessor 

 

                                                        (Drop down list) 

 

Date: 
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• Weightage for assessment   ( H – High importance, M – Medium importance, L – Low importance) 

• 1. Managing business interests (G stands for General area)       Weightage        Not a main focus 
• (Fill  as applicable)  

 

• 2. Managing customers (G)              Weightage        Not a main focus 

 

• 3. Design of proficiency testing schemes (S or Specific)           Weightage        Not a main focus 

 

• 4. Choice of method or procedure for customer (G)                     Weightage        Not a main focus 

 

• 5. Achieving Quality of Service (G)             Weightage        Not a main focus 

 

• 6. Operation of proficiency testing schemes (S)            Weightage        Not a main focus 

 

• 7. Managing personnel (G)               Weightage        Not a main focus 

 

• 8. Managing facility and environment (G)                                     Weightage        Not a main focus 

 

• 9. Data analysis and evaluation of services (G)            Weightage        Not a main focus 

 

• 10. Ad-hoc or formal report generation (G)             Weightage        Not a main focus 
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• Weightage for assessment   ( H – High importance, M – Medium importance, L – Low importance) 

• 11. Communication with associated businesses (G)                     Weightage        Not a main focus 

 

• 12. Organizational structures (G)              Weightage        Not a main focus 

 

• 13. Management system (G)                         Weightage        Not a main focus 

 

• 14. Documentation requirements (G)                                  Weightage        Not a main focus 

 

• 15. Quality of Service (G)                                 Weightage        Not a main focus 

 

• 16. Purchasing (G)                Weightage        Not a main focus 

 

• 17. Customer related processes (G)              Weightage        Not a main focus 

 

• 18. Patient Rights and Education (G)                               Weightage        Not a main focus 

 

• 19. Control of non-conforming services (S)             Weightage        Not a main focus 

 

• 20. Control of non-conformities (S)             Weightage        Not a main focus 

 

<< >> Save Cancel Help 

H 

H 

Time elapsed: Date started: Current date: 



24 

                  
• Weightage for assessment   ( H – High importance, M – Medium importance, L – Low importance) 

• 21. Control of Monitoring and Measuring Equipment (S)               Weightage        Not a main focus 

 

• 22. Measurement, Analysis and Improvement (S)             Weightage        Not a main focus 

 

• 23. Monitoring and Measurement (S)                        Weightage        Not a main focus 

 

• 24. Improvement of effectiveness (G)                                  Weightage        Not a main focus 

 

• 25. Control of records (S)                                 Weightage        Not a main focus 

 

• 26. Management Review (S)               Weightage        Not a main focus 

 

• 27. Quality of self-assessment (G)              Weightage        Not a main focus 

 

• 28. Continual Quality Management (G)             Weightage        Not a main focus 

 

• 29. Access, Assessment and Continuity of Care (G)             Weightage        Not a main focus 

 

• 30. Care of Patients (G)               Weightage        Not a main focus 
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• Consolidated non-conformities report for Business Patterns 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.1 Managing business interests 

G.2 Managing customers 

ISO/IEC 17043: 

2010 
Design of proficiency testing schemes 

G.3 Choice of method or procedure for customer 

G.4 Achieving Quality of Service 

ISO/IEC 17043: 

2010 
Operation of proficiency testing schemes 

<< >> Save Cancel Help 

Time elapsed: Date started: Current date: 

… 

… 

… 

… 

… 

Attach report 

… 

Invokes a separate wizard to help  

perform an audit for a specific area 



26 

• Consolidated non-conformities report for Business Patterns 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.5 Managing personnel 

G.6 Managing facility, and environment 

G.7 Data analysis and evaluation of services 

G.8 Ad-hoc or formal report generation 

G.9 Communication with associated businesses 
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• Consolidated non-conformities report for Back-office services 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.10 Organizational structures 

G.11 Management system 

G.12 Documentation requirements 

G.13 Quality of services 

G.14 Purchasing 

 

G.15 Customer related processes 
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• Consolidated non-conformities report for Back-office services 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.16 Patient Rights and Education 

ISO 15189:2007 Control of non-conforming services 

ISO 15189:2007 Control of non-conformities  

ISO 15189:2007 Control of Monitoring and Measuring Equipment 

ISO 15189:2007 Measurement, Analysis and Improvement 

ISO 15189:2007 Monitoring and Measurement 
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• Consolidated non-conformities report for Back-office services 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.17 Improvement of effectiveness 

ISO 15189:2007 Control of records 

ISO/ IEC 17025: 

2005 clause 4.14 & 

4.15   

Management Review 

G.18 Quality of self-assessment 

G.19 Continual Quality Management 
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• Consolidated non-conformities report for areas interrelated with NABH standardizations 

 

 

 

 

Name of organization Date(s):  

NABL Std 

Clause No or 

General Area 

No 

NABL Standard Requirements or 

Standard Operating Procedure Requirements 

No. of major 

non-

conformities 

No. of minor 

non-

conformities 

G.20 Access, Assessment and Continuity of Care 

G.21 Care of Patients 
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• Quantitative analysis of assessment (Tool will populate as applicable)  

 

• 1. Managing business interests (G)              No. Assessed              No. Pending 

 

• 2. Managing customers (G)               No. Assessed              No. Pending 

 

• 3. Design of proficiency testing schemes (S)              No. Assessed              No. Pending 

 

• 4. Choice of method or procedure for customer (G)             No. Assessed              No. Pending 

 

• 5. Achieving Quality of Service (G)              No. Assessed              No. Pending 

 

• 6. Operation of proficiency testing schemes (S)             No. Assessed               No. Pending 

 

• 7. Managing personnel (G)               No. Assessed              No. Pending 

 

• 8. Managing facility and environment (G)              No. Assessed              No. Pending 

 

• 9. Data analysis and evaluation of services (G)             No. Assessed              No. Pending 

 

• 10. Ad-hoc or formal report generation (G)              No. Assessed              No. Pending 
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• Quantitative analysis of assessment 

• 11. Communication with associated businesses (G)             No. Assessed              No. Pending 

 

• 12. Organizational structures (G)             No. Assessed              No. Pending 

 

• 13. Management system (G)               No. Assessed              No. Pending 

 

• 14. Documentation requirements (G)              No. Assessed              No. Pending 

 

• 15. Quality of Service (G)               No. Assessed              No. Pending 

 

• 16. Purchasing (G)               No. Assessed               No. Pending 

 

• 17. Customer related processes (G)              No. Assessed              No. Pending 

 

• 18. Patient Rights and Education (G)              No. Assessed              No. Pending 

 

• 19. Control of non-conforming services (S)              No. Assessed              No. Pending 

 

• 20. Control of non-conformities (S)              No. Assessed              No. Pending 
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• Quantitative analysis of assessment 

• 21. Control of Monitoring and Measuring Equipment (S)             No. Assessed              No. Pending 

 

• 22. Measurement, Analysis and Improvement (S)             No. Assessed              No. Pending 

 

• 23. Monitoring and Measurement (S)              No. Assessed              No. Pending 

 

• 24. Improvement of effectiveness (G)              No. Assessed              No. Pending 

 

• 25. Control of records (S)               No. Assessed              No. Pending 

 

• 26. Management Review (S)               No. Assessed               No. Pending 

 

• 27. Quality of self-assessment (G)              No. Assessed              No. Pending 

 

• 28. Continual Quality Management (G)              No. Assessed              No. Pending 

 

• 29. Access, Assessment and Continuity of Care (G)             No. Assessed              No. Pending 

 

• 30. Care of Patients (G)               No. Assessed              No. Pending 
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• Qualitative analysis of assessment (Tool will tick as applicable)  

• 1. Managing business interests (G)              Satisfactory        Foresee risks 

 

• 2. Managing customers (G)               Satisfactory        Foresee risks 

 

• 3. Design of proficiency testing schemes (S)              Satisfactory        Foresee risks 

 

• 4. Choice of method or procedure for customer (G)             Satisfactory        Foresee risks 

 

• 5. Achieving Quality of Service (G)              Satisfactory        Foresee risks 

 

• 6. Operation of proficiency testing schemes (S)             Satisfactory        Foresee risks 

 

• 7. Managing personnel (G)              Satisfactory        Foresee risks 

 

• 8. Managing facility and environment (G)              Satisfactory        Foresee risks 

 

• 9. Data analysis and evaluation of services (G)             Satisfactory        Foresee risks 

 

• 10. Ad-hoc or formal report generation (G)              Satisfactory        Foresee risks 
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• Qualitative analysis of assessment 

• 11. Communication with associated businesses (G)             Satisfactory        Foresee risks 

 

• 12. Organizational structures (G)              Satisfactory        Foresee risks 

 

• 13. Management system (G)               Satisfactory        Foresee risks 

 

• 14. Documentation requirements (G)              Satisfactory        Foresee risks 

 

• 15. Quality of Service (G)               Satisfactory        Foresee risks 

 

• 16. Purchasing (G)                Satisfactory        Foresee risks 

 

• 17. Customer related processes (G)              Satisfactory        Foresee risks 

 

• 18. Patient Rights and Education (G)              Satisfactory        Foresee risks 

 

• 19. Control of non-conforming services (S)              Satisfactory        Foresee risks 

 

• 20. Control of non-conformities (S)              Satisfactory        Foresee risks 
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• Qualitative analysis of assessment 

• 21. Control of Monitoring and Measuring Equipment (S)             Satisfactory        Foresee risks 

 

• 22. Measurement, Analysis and Improvement (S)             Satisfactory        Foresee risks 

 

• 23. Monitoring and Measurement (S)              Satisfactory        Foresee risks 

 

• 24. Improvement of effectiveness (G)              Satisfactory        Foresee risks 

 

• 25. Control of records (S)               Satisfactory        Foresee risks 

 

• 26. Management Review (S)               Satisfactory        Foresee risks 

 

• 27. Quality of self-assessment (G)              Satisfactory        Foresee risks 

 

• 28. Continual Quality Management (G)              Satisfactory        Foresee risks 

 

• 29. Access, Assessment and Continuity of Care (G)             Satisfactory        Foresee risks 

 

• 30. Care of Patients (G)               Satisfactory        Foresee risks 

 

<< >> Save Cancel Help 

Time elapsed: Date started: Current date: 



37 

• Time schedule details of assessment 

• 1. Name of organization:                  

 

• 2. Hospital or Diagnostic Centre Id:  

 

• 3. Date started:  

 

• 4. Current date: 

•                   

• 5. Time elapsed: 

 

• 6. Number of sessions for current assessment: 

 

• 7. Previous schedule of assessments: 
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