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Requirements to be fulfilled and instructions to be followed by the medical testing laboratories under arrangements as Operational & Supporting Entities while applying for NABL Accreditation  
1. Application shall be made in the prescribed form NABL 153(A) only. All applied disciplines of medical testing should be covered in the same application form. The application shall consist of the following:
· Completed application form. 
· Management System Document (howsoever named) 
· Prescribed application fees
· Duly signed NABL 131
[bookmark: _Hlk19709103]Note: Incomplete application, false information, concealing the information and fraudulent behavior discovered any time during accreditation process may lead to rejection of application or termination of the assessment process by denial of accreditation.
2. The applicant/accredited laboratory shall undertake to carry out its testing activities in such a way so as to meet the requirements of ISO 15189: 2022, NABL Application Document, Specific criteria, other relevant requirements of NABL and the regulatory authorities, as applicable at all times. 
Note: Other relevant requirements of NABL are mentioned in documents such has NABL 111, NABL 112A, NABL 163, NABL 133 and NABL 142. The list of documents is available on NABL website under publication section. 
3. Applicant/accredited laboratories are advised to ensure that the latest versions of NABL documents are available with them and are implemented. 
4. Laboratories are advised to familiarize themselves with NABL 100A ‘General Information Brochure’ NABL 100B ‘Accreditation Process & Procedure’, NABL 216 ‘Procedures for Dealing with Adverse Decisions’, NABL 131 ‘Terms & Conditions for Obtaining and Maintaining NABL Accreditation’ and NABL 133 ‘Policy for Use of NABL Symbol and / or Claim of Accreditation by Accredited Conformity Assessment Bodies (CAB) & NABL Accredited CAB Combined ILAC MRA Mark’ before filling up this form.  
5. The applicant/accredited laboratory shall provide/upload copy of the following appropriate document(s) in support of the legal entity status claimed: 
	Type of Legal Entity 
	Document / to be submitted

	One Person Company
	Registration certificate under The Companies Act, 2013

	Limited Liability Partnership
	Registration certificate under The Limited Liability Partnership Act, 2008

	Company
	Registration certificate under The Companies Act, 1956 or 2013

	Societies/ Trust
	Registration certificate under Societies Registration Act, 1860/ Registration under The Indian Trusts Act, 1882

	Government
	Gazette or Government Notification or self-Declaration on Letter head by Head of the organization

	Proprietorship
(only for the doctors registered with MCI/NMC and/or State Medical Council)
	1. MCI/NMC registration certificate and/or State Medical Council registration certificate and
2. PAN card of the owner, Bank account statement in business name and/or cancelled cheque for business account

	Partnership 
(one of partners shall be a doctor registered with MCI/NMC and/or State Medical Council)
	1. MCI/NMC registration certificate and/or State Medical Council registration certificate and 
2. Partnership deed (properly stamped and signed by all partners)/Certificate of Registration





	6. 
	a. 
	The applicant/accredited laboratory shall provide the complete address of the laboratory for which it is seeking accreditation including the PIN Code.  In case the applicant laboratory is located as a part of a larger organization/institution, then the exact address where the laboratory is located (eg. name of the building or in which floor the laboratory is located or any other unique identification of the laboratory’s address, etc.) shall be provided. 

	
	b. 
	[bookmark: _Hlk135758836]The applicant/accredited laboratory may also provide any document issued by Government/local authorities in support of the address of the laboratory. 

	
	c. 
	The applicant/accredited laboratory shall provide the layout of the premises including the details of laboratories departments/section.


7. NABL expects applicant/accredited laboratories that are to be accredited to follow the test methods as mentioned in the current National or International standards and as stipulated by regulatory bodies. Where such methods do not exist, other validated methods are acceptable. In case laboratory uses in-house validated methods, the validation data should be submitted along with the application. 
8. The applicant/accredited laboratory shall participate in the Proficiency Testing (PT) programs in accordance with the requirements specified in NABL 163 ‘Policy for Participation in Proficiency Testing Activities’ satisfactorily.
9. The application must be filled up carefully to provide required information in such a manner that further correspondence for seeking clarifications are not required. Particularly the scope of accreditation (para 2.2) shall be complete to indicate unambiguously:
a. Materials or Products tested
b. Component, parameter or characteristic tested/ Specific Test Performed/ Tests or type of tests performed
c. Test Method Specification /method against which tests are performed and/or the techniques/ equipment used
d. Range of Testing/ Limits of detection for each test (as applicable)
e. Measurement Uncertainty () at Value for each test and method (wherever applicable)

10. Fill the enclosed “Declaration Form”, by providing accurate and complete details.  
11. If there is a specific government regulation concerning the medical testing activities covered in the scope of accreditation applied for, then provide the complete list of applicable regulations giving full details. 
12. The applicant/accredited laboratory shall submit NABL 131 duly signed by the top management (Chief Executive officer/ laboratory head) to NABL Secretariat along with this application form. By signing/submitting terms and conditions mentioned in NABL 131 the laboratory agrees to comply at all times with Terms & Conditions for obtaining & maintaining NABL accreditation
13. The applicant/accredited laboratory shall take all necessary actions and discharge all non-conformities raised during the assessment within 30 days from the date of assessment. The same shall be verified to the satisfaction of NABL. The final decision on accreditation shall rest with NABL.
14. The applicant/accredited laboratory shall not influence NABL. In case of using influence, application will be rejected / assessment process will be discontinued by denial of accreditation. 
15. Laboratory shall define how it ensures the integrity of the samples till receipt of samples in laboratory.
16. Additional Mandatory Documents which the Operational entity shall submit is given below: 
· [bookmark: _Hlk236592652]MoU (Registered) between Operational and Supporting Entity
· Logo and Trade mark Use Policy for use of trademark and logo
· Test Report Format 
· Responsibility Matrix 
· Sample Booking App Use Policy
· LIMS use and maintenance policy
· BMW License (issued to Supporting entity for its location)) 
· Premises Registration / Rent Agreement (in name of Operational and Supporting Entity)
Information for the Medical testing laboratories under arrangements as Operational & Supporting Entities applying for NABL Accreditation 

1. This application form is applicable to medical testing laboratories seeking NABL accreditation under collaborative operational arrangements, including Operational and Supporting Entities (i.e. Franchiser–Franchisee or Public–Private Partnership (PPP) Consortiums involving Government and Private Organizations or Hub-and-Spoke Models operating under a duly registered Memorandum of Understanding (MoU), Agreement, or Contract, etc.)
2. The applicant/accredited laboratory shall inform NABL without delay (within 15 days) of significant changes relevant to accreditation, such as:
a. its legal, commercial, ownership or organizational status, 
b. resources not limited to personnel, facilities, equipment to manage and perform its laboratory activities, authorized personnel responsible to review the results of examinations, 
c. premises,
d. scope of accreditation,
e. any other factor that may affect the ability of the laboratory to fulfill the requirements of NABL accreditation including policies & ISO 15189: 2022.
f. any other change in information submitted in application. 
3. The laboratory shall inform NABL regarding its reservations (such as working for immediate competitor, previous employee, previous relationships, etc.) on appointment of Lead Assessor/Assessor/Technical Expert for the assessment, giving detailed justification for such reservations. These will be considered based on the validity and reasonableness of the reasons/justifications given and suitable actions will be taken, especially for the reasons such as threat to impartiality, etc.
4. The application fee and other necessary charges related to accreditation process is given in NABL document NABL 100A ‘General Information Brochure’ under Fee Structure’. NABL 100A is available on NABL website.
5. The laboratory shall offer NABL or its representative cooperation for below mentioned process failing which adverse action will be taken as per NABL 216 “Procedures for Dealing with Adverse Decisions”. 
a. undertaking any check to verify testing capability of the laboratory.
b. [bookmark: _Hlk19711625]providing names of all personnel competent to report, review and authorization of results (Signing of test reports) of laboratory.
c. assessing the competence of the staff (including staff working in shift operations/home collection/ at POCT) during assessment.
d. accessing all laboratory areas of operations including Mobile/ temporary, site, POCT, external service provider, etc.) premises, wherever relevant and applicable.
e. offering access to relevant areas of the lab for witnessing the test being performed.
f. examining of all relevant documentation and records. 
g. interaction with all relevant personnel.
h. lab shall offer NABL or observers sent by NABL or officials on special purpose (who enable NABL to fulfil the MRA obligation) full cooperation and access to the laboratory.
6. Application for extension in scope of accreditation will not be accepted at the time of scheduled assessment. (Surveillance assessment and Re-assessment). 
7. The applicant/accredited laboratory shall be given due notice of any intended changes relating to NABL accreditation criteria and/or accreditation procedure and will also be given such time, as considered reasonable to carry out the necessary changes to its policies/practices & procedure(s). The applicant / accredited laboratory shall inform NABL when such changes have been completed. 
8. The application shall be kept confidential (unless required by law) by NABL and information obtained during the processing of application, assessment visit and grant of accreditation or activity related with CAB’s data shall be safeguarded and dealt with impartiality. The procedure for processing of application for accreditation is given in NABL 100B “Accreditation Process & Procedure”. 
9. Request for any change in applied scope of accreditation, equipment and personnel including personnel to report, review and authorize the results during ongoing onsite assessment will not be entertained.
10. Laboratory shall keep the application & assessment reports strictly confidential and shall not be disclosed with third party. If application and assessment reports are observed to be disclosed to third party, then adverse action will be taken as per NABL 216 “Procedures for Dealing with Adverse Decisions”. 


Application Form for Medical Testing Laboratory under arrangements as Operational & Supporting Entities

We apply for NABL accreditation of our medical testing laboratory under arrangements as Operational & Supporting Entities as per details given below:

	
	First Accreditation
	
	Renewal of Accreditation  
	



	
	Extension of Scope                   



[bookmark: _Hlk135822045]If accredited by NABL (currently/previously), please provide accreditation certificate no. & accreditation validity and Laboratory ID______________________________________________________________


1. LABORATORY DETAILS 
1.1. Name/Identification of the Laboratory (Operational Entity) _______________________________________________
Note: Name of the Operational entity (responsible for running and managing operations of the laboratory)
(The above name will appear on accreditation certificate)
Note: Accreditation is granted to the registered Legal Entity (Ref. Cl. No. 6 mentioned under “Information and Instructions” above, hence the same may be clearly stated above. If the laboratory is a defined part of a legal entity, having a defined name/division/department, the same may also be stated. In case it is defined part of the legal entity separated through location, then it shall be identified accordingly in unique terms. 

Address of the laboratory 
Note: Address of entity (Operational/ Supporting) responsible for providing premises of laboratory
______________________________________________________________
Note: (Copy of registered lease agreement shall be enclosed as evidence). 

Telephone No.  ____________________ Fax No. _____________________ E-mail _______________
Note: The email id will be used to provide official information and notices by NABL and hence an official email id shall be provided which is checked on a regular basis. Any changes in this regard shall also be informed without delay.


1.2. Category of medical testing facility applied under the scope of Accreditation

	
	(Please clearly indicate in the scope of accreditation, para 2.2, the test conducted)


	
	a. 
	Permanent 
	
	Yes
	
	No

	
	
	

	
	b. 
	POCT (Point of Care Testing)

	
	Yes
	
	
	No

	
	
	
	
	
	
	
	

	
	c. 
	Permanent Site 

	
	Yes
	
	
	No

	
	
	If yes, provide the address of the permanent site facility(s). Address of the permanent such site facility(s) will not be mentioned in accreditation certificate & annexures for scope of accreditation. There should be no overlapping of the scope of main address and permanent site facility(s).
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	d. 
	Site 
(Only for Medical Imaging)
	
	Yes
	
	
	No

	
	
	
	
	
	
	
	

	
	e. 
	Mobile 
	
	Yes
	
	
	No


If yes then following information shall be provided:

	For Mobile Van
	For Movable Container
(Detachable from Carrying Vehicle)

	i. Vehicle Engine No. 
ii. Vehicle Chassis No. 
iii. Copy of Vehicle Registration Certificate (RC) 
iv. Vehicle Insurance Policy in force. 
v. Copy of Invoice of Vehicle Purchased, in case the Vehicle is owned by the CAB. 
vi. In case of rented vehicle, the copy of Legally executed deed for hiring the vehicle. 
	i. The identification number engraved on the Container 
ii. Picture/Image of the Container with engraved identification number 
iii. Copy of Invoice of Container Purchased, in case the Container is owned by the CAB. 
iv. In case of rented container, the copy of Legally executed deed for hiring the container.


Note:  Please refer NABL 130 for requirements for mobile and site testing facility. 

1.3. Name of the Head Office/Laboratory/Parent Organization (in case) the applicant laboratory is part of a Legal Entity other than laboratory _________________________________________________
 
        Telephone No. ____________________ Fax No. ____________________ e-mail ________________
1.4. Legal entity of laboratory (Ref 1.1)
__________________________________________________________
        (Please give Registration No. and name of authority who granted the registration. Copy of the certificate shall be enclosed. Refer Cl. No. 5 mentioned under “Requirements to be fulfilled and instructions to be followed by the medical testing laboratories while applying for NABL accreditation)   
1.5. Registration number -CEA / STATE / DISTRICT Registry, that is relevant and linked to the laboratory, applying for accreditation. ( If applicable in state / district of laboratory)
__________________________________________________________________________
         
1.6. Has adverse action been initiated/taken against the laboratory in the past?                 YES/NO 
(If yes, please provide the details with present status) 
1.7. Goods and Services Tax (GST) Number of the Operational Entity____________________________
PAN of Operational Entity_____________________________________________________________
TAN of Operational Entity _____________________________________________________________
1.8. Provide PAN of Supporting Entity _____________________________________________________
1.9. Type of service provide by the medical testing laboratory 
(Please tick in appropriate box)

	Open to all samples 
(Operational and supporting entities and others)
	
	Open to samples of   Operational and supporting entities both
	
	Open to samples of Operational entity only (An in-house activity of operational Entity)
	




1.10. Does laboratory get samples from:             	

	a.
	Sample Collection Centre(s)/ Facility(ies)
	
	Yes
	
	No

	
	If yes, following is to be submitted:
1. List of Sample Collection Centre(s)/ Facility(ies) (SCF)/ Agency delegated by Central/  State Govt Order ( PPP specific)
2. Segregation of Sample Collection Centre(s)/ Facility(ies) as defined in clause (a to c) of NABL 112B
3. Relevant legal document w.r.t. association of SCF with lab as defined in clause 6 (a to c) of NABL 112B.
	
	
	
	

	b.
	Home collection
	
	Yes
	
	No


		     (Home collection of samples shall be performed by trained lab staff only, and 
     names and other details of such personnel shall be included at clause 3.4.1 of this form)
			
	c.
	Other source(s)
(Other than the medical laboratory or sample collection centre/ facility)
	
	Yes
	
	No


(Enlist all other sources of sample collection with complete contact details and address. These shall also include sample collections affected through B to B agreements with other entities/laboratories)
1.11. Other accreditations_____________________________________________________________
1.12. Indicate exactly how the name and address of the CAB are to appear on the Accreditation      certificate, in case accreditation is granted or renewed)
		(In English) _______________________________________________________________________________

2. ACCREDITATION DETAILS
2.1. Disciplines of medical testing for which accreditation is sought		
	(Please tick the appropriate box, separate application to be filled for each discipline, refer to NABL 112A for details on scope)
	
	
	

	· 
	Clinical Biochemistry
	

	
	
	

	· 
	Clinical Pathology
	

	
	
	

	· 
	Haematology & Immunohaematology
	

	
	
	

	· 
	Microbiology and Infectious Disease Serology
	

	
	
	

	· 
	Histopathology 
	

	
	
	

	· 
	Cytopathology
	

	
	
	

	· 
	Flow Cytometry
	

	
	
	

	· 
	Cytogenetics
	

	
	
	

	· 
	Molecular Diagnostics 
	

	
	
	

	· 
	Histocompatibility and Immunogenetics 
	

	
	
	

	
		
	

	· 
	Medical Imaging
(Please tick the appropriate box. Refer NABL 135 for additional information on scope)

	
	1. Protectional Radiography and Fluoroscopy
	

	
	2. Computed Tomography (CT)
	

	
	3. Magnetic Resonance Imaging (MRI)
	

	
	4. Ultrasound and Color Doppler
	

	
	5. Nuclear medicine
	

	
	6. Interventional Radiology
	




2.2. Scope of Accreditation: 


	S. No.
	Materials or Products tested
	Component, parameter or characteristic tested/ Specific Test Performed/ Tests or type of tests performed
	Test Method Specification against which tests are performed and/or the techniques/ equipment used
	Range of testing/ Limit of detection
	%CV / MU
( )
	Facility 
(Permanent/ Mobile/ POCT/ Site testing* /Permanent site)

	
	
	
	
	
	
	




	Note:
	i. 
	Measurement uncertainty shall be expressed as expanded uncertainty with 95% confidence level

	
	ii. 
	Latest Test Method Specification against which tests are performed and/or the techniques/ equipment used to be mentioned in the applied scope.

	
	iii. 
	While applying for renewal of accreditation, in case of enhancement of scope it shall be specifically mentioned and clearly identified in the scope of accreditation 

	
	iv. 
	In case the laboratory is using validated method then the internal number and year shall be indicated along with the technique used, as applicable. 

	
	v. 
	Measurement uncertainty shall be expressed as expanded uncertainty with 95% confidence level (Same as first point)

	
	vi. 
	*Site facility is applicable for Medical Imaging Only



3. ORGANIZATION

3.1. Senior Management (Name, Designation, Telephone, E-mail) 

	
	Please indicate whether the below mentioned person is employed by the Operational and supporting entities

	Head of the laboratory having overall responsibility (The email id will be used to provide official information and notices by NABL)

		
	Operational Entity

	
	

	
	Supporting Entity




	Laboratory Director (how so ever named)
		
	Operational Entity

	
	

	
	Supporting Entity




	Person responsible for the management system (Person may be contacted for any issue related to management system)
		
	Operational Entity

	
	

	
	Supporting entity




	Person(s) responsible for technical operations in the disciplines applied for (Person may be contacted for any issue related to technical requirements.)
		
	Operational Entity

	
	

	
	Supporting Entity




	Contact person for NABL (This email will be used as the primary contact for all NABL correspondence related to accreditation process)
		
	Operational Entity

	
	

	
	Supporting Entity





Note: Please also give the designation as per laboratory management system


3.2. Proposed personnel to release of results (Signing of test reports) 

	SI.
	Laboratory/ Department/ Section
	Name & Designation#
	Academic Qualifications with Specialization
	Experience in years related to present work
	Relevant Training 
	Part time / Full time (timings, if part time)
	Authorized for which specific area of testing  
	Specimen Signature
	Indicate whether the above person is employed by the Operational / supporting entity

	
	
	
	
	
	
	
	
	
	



	Note:
	i. 
	In case these personnel are not working exclusively for the laboratory (are part time employees), then the details of their other affiliations and employments shall be provided.




3.3. Organization Chart (Include clearly the arrangements of Operational and supporting entities w r t laboratory operations)
3.3.1. Indicate in an organization chart the operating departments of the medical testing laboratory for which accreditation is being sought (Append). 
3.3.2. Indicate how the applicant laboratory is related to parent organization, where applicable. Please also indicate if some of the responsibilities as described in ISO 15189: 2022 are shared by the parent organization.
Note: If the laboratory is a defined part of a legal entity, then the organization structure of the Legal entity, with place of the laboratory within the larger structure (legal entity/parent organization) shall also be submitted, clearly identifying the other activities performed by the legal entity.  If the laboratory is one of the laboratories in a chain of laboratories, then the name and address of the main laboratory (however named, if applicable) and the relationship between the two shall also be described.



3.4. Employees 
3.4.1. Details of staff (technical as well as those for support functions)

	S. No.
	Name
	Designation
	Academic and Professional Qualifications*
	Experience related to present work (in years)
	[bookmark: _Hlk236592015]Indicate whether the above person is employed by Operational / supporting entity


	



	










	
	


	
	



	Note
	i. 
	*Clearly indicate the field of specialization

	
	ii. 
	Person responsible for home collection should be clearly identified.

	
	iii. 
	Laboratory operating in shifts shall clearly identify the staff working in shifts.



3.4.2. [bookmark: _Hlk132894124]Details of Radiological Safety Officer (For Medical Imaging) 

	SI.
	Name
	Academic and Professional Qualifications*
	Training Details regarding Radiological Safety
	Experience in present organization (in years)
	AERB Registration No.
	Indicate whether the above person is employed by the Operational / supporting entity

	
	


	
	
	
	
	


*Attach copy of approval from AERB


4. EQUIPMENT AND REFERENCE MATERIALS
4.1. List of equipment 
	SI. 
	Name of equipment

	Model/ type/ year of make
and Serial no. of the equipment
	Receipt date & date placed in service
	Range and accuracy
	Date of last calibration#
	Calibration due on *

	Calibrated by**
	Entity with which the Equipment is Associated (Operational / Supporting Entity)

	

	
	
	
	
	
	
	
	


Note:
i. Laboratory shall have access to the measuring and analytical equipment for its dedicated use only, either by ownership or by long term contract /lease, generally for 2 years or above. The Laboratory shall have necessary documentation to demonstrate compliance.
ii. *The laboratory to decide the calibration interval based on NABL 112A, ISO 10012 or ILAC-G24 
iii. **Please mention name of calibration agency. 
iv. For traceability in measurement, refer NABL policy document NABL 142
v. Laboratory to provide the details of PC-PNDT, AERB approval number in case of Medical Imaging laboratories

        # Responsibility of calibrating and maintaining calibration of equipment shall be of Operational Entity



4.2. List of Reference Standards available
	SI.
	Name of Reference material/ 
Strain
	Source
	Date of Expiry/ Validity
	Traceability
	Entity with which the Reference Standard is Associated (Operational / Supporting Entity)

	
	
	
	
	
	



Note: For traceability in measurement, refer NABL policy document NABL 142

4.3. List of Phantoms (For Medical Imaging laboratories)
	SI.
	Phantom Type
	Specifications
	OEM/Supplier
	Date of Placing in use
	Traceability
	Entity with which the Phantoms are Associated (Operational / Supporting Entity)

	
	
	
	
	
	
	



4.4. List of reference materials and test kits/Radioisotopes (For Medical Imaging laboratories)
	SI
	Name of Radioisotopes/reference materials/test kits)
	Maximum activity Permitted by AERB 
	Details of Supplier
	Half Life
	Energy (KeV)
	Entity with which the reference materials and test kits/Radioisotopes are is Associated (Operational / Supporting Entity)

	
	
	
	
	
	
	


For Radio isotopes, Activity & details of procurement/ permission from AERB shall be mentioned.

5. INTERNAL AUDIT AND MANAGEMENT REVIEW 


5.1    Date /schedule of last Internal Audit _________________________________________________


5.1. Whether all requirements of ISO 15189: 2022, NABL 112A and/or NABL 135, NABL 133 covering all activities of the medical testing laboratory have been audited at least once in a year. 
YES/NO
5.2. Date of last Management Review ______________________________________________________

6. PROFICIENCY TESTING/ / INTERLABORATORY COMPARISON

6.1. Participation in PT/EQA
         (For details and requirements please refer to ISO/ IEC 17043, & NABL 163, NABL 112A, NABL 135)

	SI.
	Materials or Products tested
	Component, parameter or characteristic tested/ Specific Test Performed/ Tests or type of tests performed
	Test Method Specification against which tests are performed and/or the techniques/ equipment used
	Date of testing
	Nodal laboratory/     PT Provider
(Accreditation   Body/ Country)
	Performance in terms of   Z score / other criteria

	
	
	
	
	
	
	



6.2. Participation in Interlaboratory Comparison                

	SI.
	Materials or Products tested
	Component, parameter or characteristic tested/ Specific Test Performed/ Tests or type of tests performed
	Test Method Specification against which tests are performed and/or the techniques/ equipment used
	Date of testing
	Nodal Laboratory
	Performance in terms of   Z score / other criteria
	Corrective Action Taken (if applicable)

	
	
	
	
	
	
	
	






7. APPLICATION FEES


7.1. Category of the medical testing laboratory for medical testing laboratory & no. of group per modality for medical imaging laboratories ___________________________________________________________

7.2. Application fees (Rs.) __________________________________________________________________
Note: Please refer NABL 100A and kindly make all kind of payments preferably through the NABL Portal 

8. Supporting entity Declaration
We hereby declare that:

8.1. NABL assessors shall have unrestricted access to both the Operational and supporting entity records relevant to accreditation.
8.2. Technical independence of examination activities is maintained.
8.3. Any change in ownership, agreement, brand usage, or technical control by/ of Operational & Supporting Entity shall be informed to NABL within 15 days.
8.4. The Operational & Supporting Entities accept responsibility for the activities delegated under the agreement between Operational and Supporting Entity, where applicable.
8.5. The Operational and Supporting Entities accept responsibility for compliance with ISO 15189:2022 within the accredited scope.
Name, Designation and Signature by Head of the Laboratory ______________________________________


Date & Place ___________________________________________________________________________




9. DECLARATION (Reference – MoU / Contract) 
We declare that 

9.1. We are familiar with the Terms & Conditions for Obtaining and Maintaining NABL Accreditation (NABL 131), which is enclosed and will abide by it. We have understood the requirements given in NABL 133.
9.2. We will maintain strict confidentiality of personal sensitive data. This information will not be shared with any other person, agency or organization (unless required by law).
9.3. We have declared all sources of samples.
9.4. We have declared and submitted accurate and complete information in the enclosed “Declaration Form”  
9.5. We have conducted internal audit of our Sample Collection Centre(s)/ facility(ies) at least once during the last one year.
9.6. We agree to comply fully with ISO 15189: 2022 and relevant specific criteria for the accreditation of testing laboratory and associated Sample Collection Centre(s)/facility(ies).
9.7. We agree to comply with accreditation procedures, pay all costs for document review, assessment, supplementary visit (if any), surveillance, mid cycle assessment  and reassessment irrespective of the result.
9.8. We agree to co-operate with the assessment team appointed by NABL for examination of all relevant documents/records by them and their visits to those parts of the laboratory that are part of the scope of accreditation and the SCF.
9.9. We comply to all national, regional and local regulatory requirements for operating a laboratory.
9.10. All information provided in this application is true.
9.11. Self-declaration to confirm that laboratory’s collection centre(s)/ facility(ies) /sample collection and/or transportation agency are complying with NABL norms and relevant clauses of ISO 15189: 2022 on the basis of the internal audit conducted by laboratory.
9.12.  ________________________________________________________ has provided consultancy for preparing towards NABL accreditation. [Information regarding any individual or organization who provided consultancy (if any) for NABL accreditation shall be declared].
9.13. The information has been prepared, filled and submitted in full consultation, knowledge and acceptance of both Operational entity and Supporting entity management and both undertake to comply to the requirements of NABL for accreditation and for continuation/ maintain of accreditation.
9.14. All the fees, payment and charges raised by NABL w.r.t. any activity towards accreditation (Application fee, Document Review fee, Assessment Charges (Travel, accommodation, local travelling, Assessor Honorarium etc.), Annual Accreditation fee, Fee for any other activity during accreditation cycle etc , shall be responsibility of Operational entity and shall be paid by Operational entity in advance / within the time period post-issuance of invoice as per applicable policy of NABL.
9.15. All information provided in this application are true.

Signature of Head of the Laboratory _________________________________________________________

Name & Designation _____________________________________________________________________



Date & Place ___________________________________________________________________________
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Annexure - A
Sample Collection Centre/ Facility (SCF) (To be submitted by lab declaring SCFs) 
(see clause 1.9a) of the “Application Form”) 



	Lab ID
	Lab Name
	Certificate No. 
(MC-)
	Issue Date (dd.mm.
yyyy)
	Valid Date (dd.mm.
yyyy)
	No. of Sample Collection entre
	State
	City
	PIN
	Address of Lab
	Complete Lab Address
	Mode of Payment (Drop Down - DD/ Cheque/ UTR/ Receipt)
	Name of Bank
	DD/Cheque/ UTR/ Receipt No
	Date (dd/mm/yyyy)
	Amount
	First Name
	Last Name
	Email
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Give Details of Sample Collection Centre/ Facility (Add rows for more SCFs)

	Lab ID
	Name of Collection Centre/Facility
	Type of Collection centre/facility (Refer clause 6 (a to c) of NABL- 112B
	Owner/Contact Person
	Email
	Phone
	Mobile Number
	Last Internal Audit Date dd/mm/yyyy
	Av. No. Patient/ Day
	Areas of SCF
 (in Sqm)
	Distance from Laboratory
 (in Km)
	Type of Transport
(Rail/Road/Air)
	Logistics arrangement
	Does centre/ facility complies with latest Biomedical waste management rules - Y/N
	Tentative assessment (Fortnight 1/2)
	Month for the assessment
	State
	City
	PIN
	Address
	Landmark
	Address

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



























10. APPLICATION FORM - CHECK LIST
	SI.
	Information / details provided as part of application
	Availability


	1. 
	Application in prescribed NABL 153(A) for all disciplines
	

	2. 
	Management System Document / Quality Manual (latest issue) according to ISO 15189: 2022
	

	3. 
	Application fees
· Information on total groups applied for accreditation
· Estimated applicable fees as per NABL 100A
· Details of the payment 
	

	4. 
	Copy of proof of Legal Entity Status 
	

	5. 
	Details of adverse action has been initiated/taken against the laboratory in the past, if applicable
	

	6. 
	Goods and Service Tax (GST) Number along with PAN/TAN Number
	

	7. 
	Details of Sample Collection Centre/ Facility as per Annexure-A (if applicable)
	

	8. 
	Scope of Accreditation with Materials or Products tested, Component, parameter or characteristic tested/ Specific Test Performed/ Tests or type of tests performed, Test Method Specification against which tests are performed and/or the techniques/ equipment, Range of Testing and Measurement Uncertainty () at Observed Value.
	

	9. 
	Details of Senior Management with Designation and Contact Details 
	

	10. 
	List of staff & proposed personnel authorized to review, release and reporting of results (Signing of test reports)
	

	11. 
	Organization Chart(s)
	

	12. 
	List of equipment / Reference Material /Phantoms used with details of Traceability
	

	13. 
	Details of PT/EQA / ILC participation
	

	14. 
	Dates of Internal Audit and Management Review
	

	15. 
	Self-declaration to confirm that laboratory’s collection centre(s)/ facility(ies) are complying with NABL norms and relevant clauses of ISO 15189: 2022 (whichever applicable). on the basis of the internal audit conducted by laboratory.
	

	16. 
	Information/ Declaration about the Consultant (if any) 
	

	17. 
	The declarations on the “Declaration Form” enclosed with the “Application Form”.
	

	18. 
	For Medical Imaging Laboratories- Detail of license/ certificate from statutory body (AERB, PC-PNDT etc.), Radiologist, Radiological Safety Officer, Permission from AERB for radioisotopes wherever applicable
	

	19. 
	Signed copy/acceptance of NABL 131 (latest issue) which includes the policy mentioned in NABL 133
	

	20. 
	· MoU between Operational & Supporting Entity (Registered)
· Policy for use of Operational & Supporting Entity trademark and logo 
· Test Report Format 
· Responsibility Matrix 
· Sample Booking App Use Policy
· LIMS use and maintenance policy
· BMW License (issued for laboratory/ premises) 
· Premises Registration / Rent Agreement (in name of Operational entity/ Supporting entity)
	



Verified the above details and confirmed the availability of all required documents/ details as part of application form.

Signature of Laboratory Head/ Director_____________________________________________
Name & Designation _________________________________________________________________
Date & Place _______________________________________________________________________






Declaration Form

Declarations by the Laboratory Shareholders and Directors

1. Details of Owners, Partners, Shareholder(s) and/or the Board of Director(s) as the case may be: 

	SI.
	Name of Shareholders/ Directors
	% of Shareholding, if any*
	Relations, if any, with other director(s)/shareholder (s)
	Remarks

	
	
	
	
	

	
	
	
	
	


*The total of % shareholding shall add up to 100%, as the case may be.
Please add additional rows if necessary
2. How many other labs are operational with the same name as yours, with one or more common owners or with different owners and related to you. Please give details about the address and shareholders and Directors, etc.:

	SI.
	Other related labs – Name (s)*
	Address
	Relationship
a. Same legal entity
b. Group Company
c. Common Owners
(Shareholders/Director)
	Accredited/Non-Accredited

	
	
	
	
	

	
	
	
	
	


Please add additional rows if necessary

3. List of the contracts (including MoUs, B2B agreements, etc.) the lab has with other organizations/laboratories for the purpose of testing business, Supporting entity arrangements, marketing, subcontracting/outsourcing of tests on your behalf as well as conducting tests on their behalf. Please give details:

	SI.
	Name of the organization with whom the lab has MOU/Contract*
	Nature of Contract
	Enclose copy of contract
	Remarks

	
	
	
	
	

	
	
	
	
	


Please add additional rows if necessary

4. In case the laboratory intends to use or carry out its reporting under a specific trade mark/brand, then the details of the same shall be provided with the application along with the proof of registration and ownership & permission.

Note: This declaration form is to be filled giving accurate, complete and latest information. As and when changes occur in the information provided, the laboratory to provide the updated “Declaration”, within 15 days of the changes taking place, failing which lab may be subject to adverse decisions as described in NABL 216. 

It is declared that we shall re-submit the declaration as and when there is any change in the information provided above.

Signature of Shareholder/Director___________________________________________________________
Name & Designation_____________________________________________________________________
Date & Place____________________________________________________________________________































National Accreditation Board for Testing and Calibration Laboratories (NABL)
J200, World Trade Centre,
Nauroji Nagar, New Delhi-110029
Tel. No.: +91-11-40032400 (30 lines)
Website: www.nabl-india.org
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