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NAF - 1

ASSESSMENT SCHEDULE

	Name of CAB:

	Authorized Representative of CAB :
	Date(s) of Visit:

	Type of Visit: Assessment / 1st Surveillance / Re-Assessment /  Supplementary Visit

	Field: Medical
	Group(s):

	Modalities:

	Assessment Standard: ISO 15189:2012, Specific Criteria for MI-CAB

	

	Assessment Timings
	Opening/Closing Meeting Date/Time
	Daily Debriefing     Date / Time

(at the end of each day)

	Morning:          AM   to              PM Afternoon:      PM    to             PM
	Opening Meeting:

Closing Meeting:
	Day 1:

Day 2:

Day 3:

	

	Name and Expertise

of the Assessor
	Schedule of Locations/ Department/ Section/ Activity to be Assessed (date wise)

	
	Day 1
	Day 2
	Day 3

	
	Morning
	Afternoon
	Morning
	Afternoon
	Morning
	Afternoon

	Lead Assessor
	
	
	
	
	
	

	Assessor 1
	
	
	
	
	
	

	Assessor 2
	
	
	
	
	
	

	Assessor 3
	
	
	
	
	
	

	Assessor 4
	
	
	
	
	
	

	Assessor 5
	
	
	
	
	
	

	Assessor 6
	
	
	
	
	
	

	Assessor 7
	
	
	
	
	
	

	Observer

(only for observation)
	
	
	
	
	
	

	Signature of Lead Assessor


NAF – 1A

ATTENDANCE SHEET (OPENING & CLOSING MEETING)
	Name of CAB:


	Date of Opening Meeting :

Time of Opening Meeting :
	Date of Closing Meeting :

Time of Closing Meeting :

	

	SI.
	Assessors / CAB Personnel Present
	Capacity/ Designation
	Signature

	
	
	
	Opening meeting
	Closing meeting

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	















NAF - 3
IMAGING PROCEDURES WITNESSED BY THE ASSESSSMENT TEAM

(To be filled in by each Technical Assessor)

	Name of CAB:

	Date(s) of Assessment:

	Assessor: 
	Group:

	Medical Imaging Procedure & Modality  witnessed*

	Imaging Protocol/ Standard/method 
	Remarks

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Signature and Name of Assessor


* No requirement to enclose any attachments / Annexure with this form.
NAF – 3A
DETAILS OF TESTING/RE-TESTING WITNESSED DURING ASSESSMENT

(To be filled in by the Technical Assessor)

	Name of CAB: 



	Discipline: 
	Date(s) of Assessment: 

	
	Test 1
	Test 2
	Test 3
	Test 4

	Imaging Modality
	
	
	
	

	Imaging   Procedure Witnessed
	
	
	
	

	Test Method / Standard /Categorization for which Imaging performed
	
	
	
	

	Re-Examination of Retained Images/Films/  Replicate Testing/ CRMs ( if Applicable)
(No  requirement to enclose any attachment/ Annexure with this form)

	Image ID


	
	
	
	

	Earlier Reported Results
	
	
	
	

	Results of Test Witnessed
	
	
	
	

	Remark:
	
	
	
	

	Deviations Observed, if any
	
	
	
	

	Conclusion on the technical competence of the CAB for the test performed
	
	
	
	

	 Name & Signature of Assessor


NAF - 4 

ASSESSOR’S SUMMARY ON NON-CONFORMITY

	Name of CAB
	

	Name of the Assessor
	

	Date(s) of Assessment
	

	SI. 
	Non Conformity Statement 
	Cl. No. 

(ISO15189:2012
	Classification

(Major/Minor)
	Acceptance

(Signature of CAB representative) 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Signature & Name of Technical Assessor
	Signature & Name of Lead Assessor


NAF - 6
ASSESSMENT SUMMARY
	SI.
	Item
	
	Details

	1. 
	CAB Name
	
	

	2. 
	Date of Assessment
	
	

	3. 
	Field

	
	Medical Imaging

	4. 
	Groups (s) 
	
	

	5. 
	Modalities
	
	

	6. 
	Type of Assessment
	
	Final Assessment/ Surveillance/ Re-assessment / Supplementary visit 

	7. 
	Assessment Team
	
	
	

	8. 
	
	
	
	

	9. 
	
	
	
	

	10. 
	
	
	
	

	11. 
	
	
	
	

	12. 
	
	
	
	

	13. 
	Date of earlier visit:
	
	Non-Conformities during earlier visit have/ have not been discharged. 
(Yes or No)

	14. 
	Total no. of Non-conformities
	
	
	Major
	Minor

	15. 
	
	
	Clause 4
	
	

	16. 
	
	
	Clause 5
	
	

	17. 
	
	
	Total
	
	

	18. 
	
	Comment(s) of Assessment Team on compliance of CAB to:

	19. 
	NABL 133 
	
	

	20. 
	NABL 142 
	
	

	21. 
	NABL 163
	
	

	22. 
	Recommendation of Assessment team as per ISO 15189:2012
(Please √ as relevant)


	· 
	· Accreditation may be granted / renewed / continued; 

· Accreditation may be granted / renewed / continued subject to acceptance of corrective actions for the Non-Conformity (ies) raised.

· Denial of Accreditation

· Grant for the inclusion of authorized signatory

· Grant of accreditation at the new premises with the existing / additional scope;

· Accreditation may be granted for additional parameters

· Accreditation may be granted for additional parameters subject to acceptance of corrective actions for the Non-Conformity (ies) raised.

	23. 
	Only if accreditation is recommended, date by which the Corrective Action to be submitted by the CAB for the above Non-conformities (Max. 30 days):

	24. 
	The requirements of NABL 133 have been explained by the Lead Assessor and understood by the CAB
	

	Enclosures
	NAF 6
	NAF 4
	NAF 3/3A
	NAF 1
	NAF 1A
	Checklist
	Form 71
	Form 72
	Form 74
	Form 45
	TA/DA Forms
	PT/ILC records
	Any other docs.

	No. of Pages
	
	
	
	
	
	
	
	
	
	
	
	
	

	Acknowledgement by Authorised Representative of CAB

& Date
	Signature of Lead Assessor

& Date


FORM 71

RECOMMENDED AUTHORISED SIGNATORIES

	Name of CAB:

	Date(s) of assessment: 

	Field: Medical Imaging
	Group(s): 

	The following persons have been recommended as Authorized Signatories for authenticity of diagnostic Reports:

	SI. 
	Name & Designation of Signatory
	Qualification with Specialization
	Relevant Experience (in years) for authorized area 
	Relevant Training 
	Authorized for which specific Area
	Specimen Signature

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Signature, Date & Name of Assessor(s)
	Signature, Date & Name of Lead Assessor


Form 72

RECOMMENDED SCOPE OF ACCREDITATION

(For Medical Imaging)

	Name of CAB::


	Date(s) of assessment: 

	Group :
	Location:



	SI. 
	Imaging Modality/ 

Imaging Procedure
	Protocol / Standard (method), /Categorization  used
	Type of Test- Qualitative/ Quantative ( Range of testing/ Limit of detection wherever applicable)
	%Variance/ Tolerance wherever applicable

(( )

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	*When referring to any protocol, method, publications. kindly mention the clause / chapter / pagenumber, as appropriate. 

	Signature, Date & Name

of CAB Representative
	Signature, Date & Name

of Assessor(s)
	Signature, Date & Name

of Lead Assessor


Form 74 

DECLARATION OF IMPARTIALITY & CONFIDENTIALITY
(to be filled in by each Assessor and enclosed with the Assessment report)

	Name
	
	Assessor ID:

(To be filled in by NABL Sect.)

	Designation
	

	Organisation
	

	Address
	

	Capacity
	Lead Assessor / Technical Assessor / Technical Expert / Observer



	CAB* Assessed
	

	Date of Assessment
	

	Type of Assessment
	QM Adequacy / Pre-Assessment /  Final assessment / Onsite Surveillance / Re-Assessment / Supplementary visit


I _______________________________________________________, hereby declare that I have not offered any consultancy, guidance, supervision or other services to the CAB (e.g. internal audit), in any way.
I am / am not* an ex-employee of the CAB and am/ am not* related to any person of the management of the CAB.
I got an opportunity to go through various documents like Quality Manual, Procedural Manuals, Work instructions, Internal reports etc. of the above CAB and other related information that might have been given by NABL. I undertake to maintain strict confidentiality of the information acquired in course of discharge of my responsibility and shall not disclose to any person other than that required by NABL. 
*Strike out which is not applicable
	Date:


	

	Place :
	                                                                          Signature


Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 1 Organization and Management Responsibilities

	4.1.1 
Organization


	4.1.2
Management Responsibilities



Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 2 Quality Management System

	4.2.1. General



	4.2.2. DOCUMENTATION REQUIREMENTS



Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 3 Document Control



	4.4. Service Agreements

	4.4.1 Establishment of Service Agreement



	4.4.2 Review of Service Agreement:




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 5 Examination by Referral Laboratories/Imaging Centers

	4.5.1. Selection and Evaluating Referral Laboratories/ Imaging Centers and Consultants:


	4.5.2. Provision of Examination Results/ Imaging Reports:



Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 6 External Services and Supplies



	4.7. Advisory Services




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4.8 Resolution of Complaints



	4.9 Identification and Control of Non-conformities


	4. 10 Corrective Action




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4.11. Preventive Action


	4.12 Continual Improvement



	4.13 Control of Records




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 14 Evaluation of Audits

	4.14.1. General



	4.14.2 Periodic Review of Requests and Suitability of Procedures and Sample Requirements


	4.14.3 Assessment of User Feedback




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 14 Evaluation of Audits

	4.14.4 Staff Suggestion



	4.14.5 Internal Audit



	4.14.6 Risk Assessment




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 14 Evaluation of Audits

	4.14.7 Quality Indicators



	4.14.8 Reviews by External Organizations 




Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	4. 15 Management Review

	4.15.1 General



	4.15.1 Review Input



	4.15.3 Review Activities



	4.15.4 Review Output




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.1 Personnel

	5.1.1 General



	5.1.2 Personal Qualification


	5.1.3Job descriptions



Checklist 1: (Management Requirement: Clause 4 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.1 Personnel

	5.1.4 7 Personnel Introduction to the Organizational Environment



	5.1.5 Training 



	5.1.6 Competence Assessment




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.1 Personnel

	5.1.7 Review of Staff Performance



	5.1.8 Continuing Education and Professional Development



	5.1.9 Personnel Records




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.2 Accommodation and Environmental Condition

	5.2.1 General



	5.2.2 Imaging Centre including office Facilities



	5.2.3 Storage Facilities




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.2 Accommodation and Environmental Condition

	5.2.4 Staff Facilities 



	5.2.5 Patient Preparation & Pre-Examination Facilities



	5.2.6 Facility Maintenance and Environmental Conditions




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.3 Mi-CAB Equipment, Reagents and Consumables

	5.3.1 Equipment



	5.3.2 Reagents/Contrasts/ Intermediateries and Consumables 



Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.4 Pre-Examination Processes

	5.4.1 General



	5.4.2 Information to Patients and Users




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.4 Pre-Examination Processes

	5.4.3 Request Form Information



	5.4.4 Primary Handling of Subject (Patient)



Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.4 Pre-Examination Processes

	5.4.5 Subject ( patient) Transition


	5.4.6 Reception (Registration of Subject) 


	5.4.7 Pre-Examination, Preparation and Transition 


Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.5 Imaging Process ( Examination)

	5.5.1 Selection, Verification and Validation of Imaging Procedures ( Examination Process)


	5.5.2 Decision Values




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.5  Imaging (Examination) Processes

	5.5.3 Documentation of Imaging /Examination Procedures




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.6 Ensuring Quality of Imaging/ Examination Results

	5.6.1 General



	5.6.2 Quality Control 




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.6 Ensuring Quality of Examination Results

	5.6.3  Inter & External Peer Review Comparison/  Inter MI-CAB Comparison


	5.6.4 Comparability of Imaging Report/Examination Results 




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.7 Post Examination/ Post-Analyses Process

	5.7.1 Review of Results



	5.7.2 Storage, Retention and Disposal of Images 



Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.8 Reporting of Results

	5.8.1 General



	5.8.2 Report Attributes 




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.9 Release of Results

	5.9.1 General



	5.8.2 Automated Selection and Reporting of Results



	5.9.3 Revised Report




Checklist 1: (Management Requirement: Clause 5 of ISO 15189:2012)

	Name of CAB
	

	Name of the Assessor
	

	Date of Assessment
	

	Activity Assessed
	

	Auditee
	


	Remarks / Comments of Assessor for compliance with citation of objective evidence verified.

(Documents / records to be annexed / enclosed only where a non-compliance is to be supplemented)

	5.10 MI-CAB Information Management

	5.10.1 General



	5.10.2 Authorities and Responsibilities


	5.10.3 Information System Management 




Checklist 2: (Requirement for Medical Imaging-Conformity Assessment Bodies)

	Name of CAB:
	

	Address:
	


Accommodation and Environmental Condition

	S.No.
	Requirements
	Status
	Remarks

	1. 
	General

	
	All medical imaging services should be expected to adequately provide for at least the following items relevant to accommodation:

	
	i. 
	Patient waiting area,
	Yes / No / NA
	

	
	ii. 
	Patient interview and preparation areas
	Yes / No / NA
	

	
	iii. 
	Patient change cubicles
	Yes / No / NA
	

	
	iv. 
	Facilities for secure storage of patient belongings
	Yes / No / NA
	

	
	v. 
	Signage as per the requirements
	Yes / No / NA
	

	
	vi. 
	Equipment console and operating areas
	Yes / No / NA
	

	
	vii. 
	Facilities for the performance of administrative duties
	Yes / No / NA
	

	
	viii. 
	Film development, viewing and reporting areas
	Yes / No / NA
	

	
	ix. 
	Temperature and humidity control
	Yes / No / NA
	

	
	x. 
	Resuscitation and Revival Equipment and Medication
	Yes / No / NA
	

	
	xi. 
	Facilities for data storage
	Yes / No / NA
	

	
	xii. 
	Areas for storage of equipment accessories and consumables
	Yes / No / NA
	

	
	xiii. 
	Provision for the safe emergency exit, and
	Yes / No / NA
	

	
	xiv. 
	Fire Safety Arrangement
	Yes / No / NA
	

	
	xv. 
	Arrangement for Radiation dosages measured & managed
	Yes / No / NA
	

	
	xvi. 
	Biomedical Waste Disposal 
	Yes/No/NA
	

	
	xvii. 
	Personal Protective Equipment such as Lead Apron, Gloves, Thyroid Shields 
	Yes / No / NA
	

	2. 
	Radiology
	Applicable / Not Applicable

	
	i. 
	Building plan as per AERB
	Yes / No 
	

	
	ii. 
	Valid AERB Certificate
	Yes / No
	

	
	iii. 
	Signages and indicators for restricted entry
	Yes / No 
	

	
	iv. 
	Facility for processing of film
	Yes / No 
	

	
	v. 
	Dark room with adequate ventilation
	Yes / No 
	

	
	vi. 
	Dedicated are for barium preparation
	Yes / No 
	

	
	vii. 
	Attached Toilet facilities
	Yes / No 
	

	
	viii. 
	Resuscitation and Revival Equipment and Medication
	Yes / No
	

	
	ix. 
	Radiopharmaceutical ( wherever applicable)  Disposal
	Yes / No
	

	3. 
	Ultrasound 
	Applicable / Not Applicable

	
	i. 
	Valid pc-PNDT Certificate
	Yes / No
	

	
	ii. 
	Signage in accordance with PNDT act
	Yes / No
	

	
	iii. 
	Arrangement for privacy for patients
	Yes / No
	

	
	iv. 
	Emergency recovery facility
	Yes / No
	

	
	v. 
	Separate toilet facilities
	Yes / No
	

	4. 
	Mammography
	Applicable / Not Applicable

	
	i. 
	Changing Room
	Yes / No
	

	
	ii. 
	Hygienic Patient’s cloth to be used during procedure
	Yes / No
	

	5. 
	Bone Mineral Densitometry
	Applicable / Not Applicable

	
	i. 
	Changing Room
	Yes / No
	

	
	ii. 
	Hygienic Patient’s cloth to be used during procedure
	
	

	6. 
	Nuclear Medicine
	Applicable / Not Applicable

	
	i. 
	Hot Lab
	Yes / No
	

	
	ii. 
	Radiopharmaceutical administration area
	Yes / No
	

	
	iii. 
	AERB Approved Radioactive Scanning facilities
	Yes / No
	

	
	iv. 
	Delay Tanks and Separate ward (in case of I131 administration.
	Yes / No / NA
	

	
	v. 
	Patient recovery area
	Yes / No
	

	
	vi. 
	Sedation and general anesthesia facilities
	Yes / No
	

	
	vii. 
	Separate toilet facilities for nuclear medicine’s patient
	Yes / No
	

	7. 
	Magnetic Resonance Imaging
	Applicable / Not Applicable

	
	i. 
	Definition of 5 gauss line
	Yes / No
	

	
	ii. 
	Signage informing patient and staff

about magnet sensitive objects/devices
	Yes / No
	

	
	iii. 
	Indications for detection of helium boil-off and/or oxygen depletion
	Yes / No
	

	
	iv. 
	Adequate communication equipment
	Yes / No
	

	
	v. 
	MR compatible patient transfer and support system
	Yes / No
	

	
	vi. 
	MR Compatible equipment for patient monitoring during sedation
	Yes / No
	

	
	vii. 
	Resuscitation and Revival Equipment and Medication
	Yes / No
	

	
	viii. 
	Provision To deal with the emergency like Helium Boil Off 
	Yes / No 
	

	8. 
	Computed Tomography
	Applicable / Not Applicable

	
	i. 
	Valid AERB Certificate
	Yes/No
	

	
	ii. 
	Adequate communication equipment
	Yes/No
	

	
	iii. 
	Facility for patient monitoring during sedation
	Yes/No
	

	
	iv. 
	Pipelined gases and suction
	Yes/No
	

	
	v. 
	Resuscitation and Revival Equipment and Medication
	Yes/No
	


Staffing

	S.No.
	Requirements
	Status
	Remarks

	1. 
	Qualified Authorised signatories
	____ nos.
	

	2. 
	Trained anaesthetists
	____ nos.
	

	3. 
	No. of Radiographer/Mammography technician  
	____ nos.
	

	4. 
	No. of Ultra Sonographer/ Sonographer
	____ nos.
	

	5. 
	No. of MR Radiographer
	____ nos.
	

	6. 
	No. of CT Radiographer
	____ nos.
	

	7. 
	No. of Nuclear Medicine Radiographer
	____ nos.
	

	8. 
	No. of Nursing Staff
	____ nos.
	

	9. 
	Qualified Radiological Safety Officer
	Yes/No
	

	10. 
	Is manpower appropriate to the workload?
	Yes / No
	

	11. 
	Adequate trained staff in CPR, appropriate management of contrast reaction and the use of resuscitation equipment.

	Yes / No
	


Labeling of Medical Images

	S.No.
	Requirements
	Status
	Remarks

	1.
	The labelling of medical images must be sufficiently comprehensive to ensure that they be unequivocally traced to the patient and to enable their interpretation. Films must be labelled with a permanent identification label, preferably a “flash” label, rather then a stick-on label which details

	
	i. 
	Practice name
	Yes / No
	

	
	ii. 
	Site name
	Yes / No
	

	
	iii. 
	Patient’s full name
	Yes / No
	

	
	iv. 
	Patient identification
	Yes / No
	

	
	v. 
	Examination date
	Yes / No
	


Medical Imaging Protocols

	S.No.
	Requirements
	Status
	Remarks

	1.
	Medical Imaging protocols shall be documented describing the performance of all procedures performed by the practice. These protocols shall include all necessary information including that for:

	
	i. 
	Patient management
	Yes / No
	

	
	ii. 
	Imaging procedures appropriate to specific clinical indications
	Yes / No
	

	
	iii. 
	Deviations from standard imaging protocols
	Yes / No
	

	
	iv. 
	Operation of equipment
	Yes / No
	

	
	v. 
	Quality control procedures
	Yes / No
	

	
	vi. 
	Necessary remedial action e.g. adverse event management
	Yes / No
	

	
	vii. 
	Records to be kept, and
	Yes / No
	

	
	viii. 
	Safety issues/ Precautionary issues
	Yes / No
	


Reporting

	S.No.
	Requirements
	Status
	Remarks

	1.
	The following must be included in the test report in addition to Clause 5.8.3 of ISO 15189:2012.

	
	i. 
	Patient’s name and other Identifier
	Yes / No
	

	
	ii. 
	Requesting practitioner’s name
	Yes / No
	

	
	iii. 
	Type of imaging procedure performed as identified in the practice procedure manual and, where necessary, an explanation of any modification to the procedure,
	Yes / No
	

	
	iv. 
	Type, activity, route and injection site of any radioactive or nonradioactive substance (such as contrast agents) administered to the patient
	Yes / No
	

	
	v. 
	Name of radiographer and specialists performing the procedure
	Yes / No
	

	
	vi. 
	Date of procedure,
	Yes / No
	

	
	vii. 
	Description of findings
	Yes / No
	

	
	viii. 
	Interpretative information, including, if appropriate, Background on

the predictive value of the procedure or expected values on a reference population, to assist referring practitioners in understanding the results of the procedure, and
	Yes / No
	

	
	ix. 
	Identification of the responsible specialist
	Yes / No
	

	
	x. 
	description of any unusual features prior to, during or following the study,
	
	

	
	xi. 
	Supplementary information e.g. evidence of previous surgery, to

include sketch and use of radioactive markers, when the

interpretation of the study may be influenced by the results of the

study
	Yes / No
	

	
	xii. 
	Comments on the quality of the study
	Yes / No
	

	
	xiii. 
	Deviation(s) from the procedure as described in the procedure

manual
	Yes / No
	

	
	xiv. 
	Drugs used for sedation and further instruction of patient management
	Yes / No
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