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1. GUIDE TO CONDUCT PRE-ASSESSMENT 
1.1. Introduction
The Lead Assessor, who has been nominated by the NABL, shall be fully aware of the NABL Accreditation process for Reference Material Producer (RMP) accreditation, its objectives and the on-site Assessment procedure. The Lead Assessor shall have the overall responsibility for conducting the onsite Pre-assessment of the RMP including review of all documents towards the task of Pre- assessment.

This document contains Pre-assessment forms and Checklist, which become part of the Pre-assessment Report, when filled by the assessment team. The document shall guide the Lead Assessor in completing various forms & checklists and compiling the report.
1.2. Pre-Assessment
1.2.1. After the RMP has submitted a report of satisfactory corrective action on the concerns expressed in the document review report, NABL shall fix up a date for Pre-assessment in consultation with the RMP and the Lead Assessor.
1.2.2. The Lead Assessor and/ or assessor shall proceed to the RMP site (and/ or Sub- contractor(s)’s Site) for Pre-assessment, with RM Producer’s Applications Forms, System Management Document/ Quality Manual, Corrective action report on the document review and any other information provided by NABL.
1.2.3. The Assessment team, during Pre-assessment shall:
i. Check the implementation of the Management System as documented in the System Management Document/ Quality Manual on a sample basis to provide confidence for proceeding with the final assessment.
ii. Study the scope of accreditation and the activities of RMP/subcontractor(s), so that the time frame, number of assessors required in various Categories/ sub- categories/ sub- sub categories required for the assessment can be determined. The Lead Assessor shall also assess whether the Assessment is required to be split, based on the location of RMP and subcontractor or the number of Categories/ sub- categories/ sub- sub categories and the time required to visit different locations and the assessment thereof.
iii. Check whether the Reference Material Producer has conducted a comprehensive internal audit in accordance with ISO 17034: 2016.
iv. Assess the degree of preparedness of the RMP for the Assessment in terms of requirements specified in NPF RM1.
v. Obtain signatures on NABL 131 – Terms and Conditions for Maintaining Accreditation, from the RMP, if not submitted earlier.
vi. Explain to the RMP regarding the methodology to be adopted for assessment and their obligations.
vii. Submit a Pre-assessment report to NABL.
1.3. ASSESSMENT OF REFERENCE MATERIAL PRODUCER(S) 

The RMP shall be assessed for the purpose of accreditation in accordance with ISO 17034:2016. There are many different approaches by which a RMP may produce and assign values to reference materials by different approaches. Hence the relevance of a requirement should be assessed in the context of the tasks performed. Tasks that may be critical for one RMP may not be as important or may even be insignificant for another. Reference materials (RMs) can range from the fairly simple e.g. calibration solution, to the very complex e.g. DNA sequence.

1.4. Compilation of Pre-Assessment Forms & Checklist 
1.4.1. The Lead Assessor (LA) shall review the RMP’s documented management system to verify availability and compliance with the requirements of ISO 17034: 2016 on a sample basis. LA should complete the checklist NPF RM1 by recording his/her observation – ‘Yes’ or ‘No’ (by marking a ( in the appropriate box), related to the requirements of respective clause number of the checklist and providing brief comments. In case there is a need for checking other details not listed in the checklist, the Lead Assessor is free to make detailed assessment and annex the findings, to the report.  
1.4.2. All non-conformity (ies) must be identified and reported, separately in NPF RM2. Additional sheets may be added, if required. The Lead Assessor should finally summarise the conduct of pre-assessment and record the recommendations in NPF RM3. The Lead Assessor must carefully fill the forms and check list and sign all pages of the Pre-assessment report. Lead Assessor should also obtain signature of the authorised person of the RMP on NPF RM2 & RM3. The report should be compiled in the order NPF RM 3, 2 & 1 and any other additional pages or annexures thereafter. 
1.4.3. The Lead Assessor shall submit the pre-assessment report to NABL after completion of Pre-assessment.
NPF RM 1
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2. CHECKLIST FOR REVIEW AND VERIFICATION

	Name of RMP:
	Date(s) of Visit:

	

	S. No.
	Requirement 
	Observation*

	
	
	Yes
	No

	If any activity (ies) is/are subcontracted, then competency of subcontractor(s) to be verified ensuring the points mentioned under each clause

	1.
	Review of Application Form(s) 

	
	· 
	for correctness of contents
	
	

	
	· 
	for Scope of accreditation
	
	

	
	Comments on Application Form:


	2.
	Management System Documentation

	
	· 
	Review of documents – cross-reference to Procedures and other documents 
	
	

	
	· 
	Availability of all required cross-referenced Procedures                  
(enclose master list of documents)
	
	

	
	· 
	Availability of other documents like Standards, Codes, ensuring homogeneity, stability, characterization, assigning property value
	
	

	
	· 
	Availability of NABL documents  
	
	

	
	Comments on Quality Management System Documentation:


	3.
	Quality Management System Implementation 
(sample audit at RMP premises)

	
	· 
	Availability of relevant documents at place of work
	
	

	
	· 
	Are procedures being followed
	
	

	
	· 
	Awareness of Quality Management System and NABL requirements
	
	

	
	· 
	Assessment of Homogeneity, Assessment of Stability
	
	

	
	· 
	Characterisation & Assignment of property values (and their uncertainties)
	
	

	
	Comments on implementation and effectiveness of Quality Management System:
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	S. No.
	Requirement
	Observation*

	
	
	Yes
	No

	4.
	Use of Subcontractors


	
	· 
	Availability of procedures for subcontracting and evaluation methods of subcontractors
	
	

	
	· 
	List of subcontractors
	
	

	
	· 
	Records of the competence assessment of the subcontractors 

(e.g. NABL accreditation certificate, scope of accreditation, record of evaluation by the RMP etc.)
	
	

	
	
	At sub-contractor premises – sample audit
	
	

	
	· 
	Awareness of Quality Management System and NABL requirements
	
	

	
	· 
	Availability of relevant documents and whether procedure followed
	
	

	
	· 
	Assessment of Homogeneity, Stability, any other activity performed
	
	

	
	Comments on Implementation and effectiveness of Quality Management System:

	5.
	Internal Audit

	
	· 
	Availability of Audit Procedure
	
	

	
	· 
	Availability of Audit Plan
	
	

	
	· 
	All requirements of ISO 17034:2016, covering all activities of RMP and subcontractor(s) (where applicable) audited at least once in the last one year
	
	

	
	· 
	Timely correction and corrective action on non-conformities 
	
	

	
	· 
	Audit conducted by Independent and competent personnel
	
	

	
	Comments on effectiveness of Internal Audit:



	6.
	Management Review

	
	· 
	Availability of Management review Procedure  
	
	

	
	· 
	All requirements of ISO 17034: 2016, are used as inputs to the management review in the last one year and review output is in compliance with the requirements of the standard.
	
	

	
	· 
	Evidence of at least one review
	
	

	
	Comments on effectiveness of review:
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	S. No.
	Requirement
	Observation*

	
	
	Yes
	No

	7.
	Personnel

	
	· 
	Training programme on ISO 17034: 2016 and related activities organised for personnel employed / contracted by RMP.
	
	

	
	· 
	Plan/ Schedule for imparting training to RMP employees with respect to RMP accreditation activities for the current year/ next year.
	
	

	
	· 
	Suitability of persons declared to sign RM documents/ certificates 
	
	

	
	· 
	Availability of competence records:

RMP personnel

Subcontractors person (if used)

Members of steering/advisory committee (if any)
	
	

	
	Comments on Personnel and Training:



	8.


	Production Planning, Production Control and Material Processing




	
	· 
	Availability of plan for production process
	
	

	
	· 
	Availability of verification procedures necessary to ensure the quality of each stage of reference material production
	
	

	
	· 
	Availability of adequate control including inspection, testing & monitoring of all stages of production
	
	

	
	· 
	Source of raw material
	
	

	
	· 
	Techniques / method of material processing
	
	

	
	Comments on above:


	9.
	Material Handling & Storage and Environmental conditions including that at the subcontractor’s place, if applicable


	
	· 
	Availability of appropriate accommodation and adequate facilities needed to identify, preserve and seggregate Reference material


	
	

	
	· 
	Availability of storage facility, 
	
	

	
	· 
	Handling facilities.
	
	

	
	Comments on the above:
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	S. No.
	Requirement
	Observation*

	
	
	Yes
	No

	10.
	Measurement Methods, data evaluation, traceability

	
	· 
	Does the reference material producer meet the requirements of ISO 17034:2016 with respect to testing, calibrations and measurements under their responsibility (including for preparation of items, sampling, handling, preservation, storage, packaging, transport to subcontractors, estimation of measurement uncertainty and analysis of measurement data)
	
	

	
	· 
	Are the measuring/analysis equipment used in reference material production in compliance with ISO/IEC 17025
	
	

	
	· 
	Does the RMP ensure that calculations and data transfers are subject to appropriate checks, including those from its own sources
	
	

	
	· 
	Does the reference material producer provide documentary evidence on the metrological traceability, of the measurement results to a stated reference
	
	

	
	Comments on the above:



	11.


	Assessment of Homogeneity (If subcontracted then whether RMP ensures the following)




	
	· 
	Availability of procedure.
	
	

	
	· 
	Does the RMP carry out an assessment of the homogeneity of any candidate RM
	
	

	
	· 
	If the material is produced in several batches, does the reference material producer test the equivalence of the batches
	
	

	
	· 
	Whether ISO Guide 35 being followed for homogeneity studies 

(if NO, then please specify about the other methods used)
	
	

	
	Comments on above:








	12.
	Assessment of Stability (If subcontracted then whether RMP ensures the following)


	
	· 
	Availability of procedure
	
	

	
	· 
	Does the RMP carry out an assessment of the stability of the RM produced
	
	

	
	· 
	Is the degree of stability indicated in the RMP documentation
	
	

	
	· 
	Whether ISO guide 35 being followed for stability studies 

(if NO, then please specify about the other methods used)
	
	

	
	· 
	Availability of plan for stability assessment of RM at periodic intervals after characterization from production until expiry date.
	
	

	
	Comments on above:




Page 5 of 5
	S. No.
	Requirement
	Observation*

	
	
	Yes
	No

	13.
	Characterization

	
	· 
	Availability of procedure
	
	

	
	· 
	Method used for characterization 
a) a single (primary) method in a single laboratory; 
b) two or more independent reference methods in one or several laboratories;

c) one or more methods of demonstrable accuracy, performed by a network of competent laboratories;

d) an approach providing method-specific, operationally defined property values, using a network of competent laboratories;
	
	

	
	Comments on above:

	14.
	Assignment of Property Values (and their Uncertainties)

	
	· 
	Availability of procedure 
	
	

	
	· 
	Method of assigning values (and their uncertainties)
	
	

	
	Comments on above:

	15
	RM Documents and Labels 


	
	· 
	Availability of RM Certificates / Product Information sheet 
	
	

	
	· 
	Does the RM Documents comply with the requirement stated in ISO 17034: 2016 / ISO Guide 31. 

	
	

	
	· 
	Please attach a copy of RM Certificates / Product Information sheet 
	
	

	
	Comments on above:

	16
	Material Available with RMP

	
	· 
	Material available as RMs
	
	

	
	· 
	Material available as CRMs
	
	

	
	Please specify the details of Material available as RMs / CRMs:

	17
	Discussion with RMP on final assessment process

	
	· 
	Overview of methodology to be adopted
	
	

	
	· 
	Task/role of LA, TA/expert & observer
	
	

	
	· 
	Obligation of RMP
	
	

	
	Record any special discussions.




* Mark ( in the appropriate box

NPF RM 2 (a)
3. NON-CONFORMITIES OBSERVED DURING PRE-ASSESSMENT 

	Name of RMP:
	Date(s) of Visit:

	

	S. No. 
	Non-conformity
	Corrective action proposed by the RMP 


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Signature and Name of Authorised Representative of RMP 
	Signature and Name of Lead Assessor 


Note: Use additional sheets of this form, if required. 

NPF RM  3
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4. PRE-ASSESSMENT REPORT

	Name of RMP:

	Authorised Representative of RMP:
	Date(s) of Visit:

	Type: RM   /    CRM


	Category/Subcategory/ Sub- sub- category

	Applicable Standard:  ISO 17034:2016, Specific criteria NABL-191

	Persons Contacted:

	Corrective action taken on the adequacy report
	Yes /  No

	Latest version of System Management Document/ Quality Manual-issue no. & date  
                                                 -amend no. & date
	

	Submission of NABL 131 (Terms & Conditions)
	Submitted earlier/ Enclosed 

	No. of Non-conformities during Pre-assessment 
	

	Summary of Pre-Assessment:



	Recommendations of Time Estimation and Readiness of RMP (Max 15 days if Pre-assessment is conducted)

	· 
	Number of Assessors required, category/subcategory wise, as per Scope of Accreditation 
	

	· 
	Number of audit days required
	

	· 
	Whether the Assessment is required to be split based on locations and/ or activities performed (either by RMP or subcontractor). 

If yes, elaborate
	Yes /  No

	· 
	Is the RMP ready for Assessment? If no, specify estimated time for submission of corrective actions (max limit is 15 days)
	Yes /  No

	· 
	Any specific recommendations:



	Signature/ Name of Authorised Representative of RMP& Date
	Signature/ Name of Lead Assessor & Date


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)

	Designation
	

	Organisation
	

	Address
	

	Capacity
	Lead Assessor / Technical Assessor / Technical Expert / Observer



	CAB* Assessed
	

	Date of Assessment
	

	Type of Assessment
	Document Review / Pre-Assessment / Assessment / 1st Surveillance / Re-Assessment / Supplementary visit


* CAB – Conformity Assessment Body (Testing / Medical / Calibration laboratory / Proficiency Testing Provider (PTP) / Reference Material Producer (RMP))

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 System Management Document/ 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 


National Accreditation Board for Testing and Calibration Laboratories (NABL)
NABL House
Plot No. 45, Sector 44,
Gurugram - 122003, Haryana
Tel. no.: 91-124-4679700 (30 lines)
Fax: 91-124-4679799
Website: www.nabl-india.org
