ACCREDITATION OF MYCOBACTERIOLOGY LABORATORY 
for

 CULTURE AND DRUG SENSITIVITY TESTING UNDER RNTCP 

Format for Medical Colleges
Send the electronic and printed copies of the completed form to
 Dy. Director General (TB)
Central TB Division

Room No.523, C Wing

Nirman Bhawan,

New Delhi-11
E mail:labcdst@tbcindia.org

	
	Table of Content
	Page 

	Introduction
	3

	SECTION I : 
A. PRE-ASSESSMENT TOOL

	1
	Basic information on the laboratory to be assessed
	5

	2
	Profile of the laboratory, including Human resources  & infrastructure
	6

	3
	Laboratory workload analysis
	8

	4
	Quality control systems
	9

	5
	Safety
	10

	6
	Procurement and distribution of supplies and equipment
	11

	B. APPLICATION FORM FOR  LABORATORY  ACCREDITATION

	1
	Terms & Conditions for RNTCP Accreditation or Renewal of Laboratory for Culture, Identification and Drug Sensitivity Testing.
	13

	2
	Information and Instructions for completing the application form
	15

	3
	Application Form for Mycobacteriology Laboratory Accreditation 
	16

	SECTION II : ACCREDITATION CHECK-LIST, ASSESSMENT REPORT AND CERTIFICATE

	1
	Guide to use Accreditation Check-Lists, Forms and Assessment Report
	19

	2
	Observations &  Recommendations on Pre assessment  tool  format  by NRL
	21

	3
	Checklist f items available in the laboratory
	22

	4
	Checklist For Accreditation Or Renewal Of Accreditation 
	23

	5
	Non-Conformities Observed During Assessment
	26

	6
	Assessment Report & Accreditation Certificate
	27

	7
	Amendment sheet
	28


Acknowledgement

	This Pre-Assessment tool, has been modified from the draft prepared by the secretariat of the Subgroup on Laboratory Capacity Strengthening of RNTCP Expansion Working Group (SJ Kim, A Laszlo, M Aziz) of WHO, to suit the requirements for culture and DST Laboratory facility assessment by the NRLs of India.


Abbreviations and Acronyms

AFB
     
Acid Fast Bacilli





CTD
     
Central TB Division
DMC

Designated Microscopy Centre

DOTS 

Directly Observed Treatment, Short Course


     

DRS
     
Drug Resistance Surveillance



DST
     
Drug Sensitivity Testing







EQA
     
External Quality Assessment


FM

Fluorescent Microscopy

GoI
     
Government of India

IRL
     
Intermediate Reference Laboratory


LJ
     
Lowenstein-Jensen


LT
     
Laboratory Technician

MDR-TB 
Multidrug-resistant Tuberculosis

MIC
     
Minimal Inhibitory Concentration

NRL          
National Reference Laboratory

NTM       
Non-tuberculous Mycobacteria 

PNB
     
p-nitrobenzoic acid 

RNTCP
Revised National TB Control Programme

SEARO
WHO South-East Asia Regional Office

SNRL
     
Supra-National Reference Laboratory

SOP

Standard Operating Procedures

STDC
     
State TB Training and Demonstration Centre

TB
     
Tuberculosis

WHO
     
World Health Organization

ZN
     
Ziehl-Neelsen 

The SNRL

TRC
     
TB Research Centre, Chennai

The NRLs

LRS          
Lala Ram Sarup TB Institute, Delhi

NTI           
National TB Institute, Bangalore

Introduction

Diagnosis and treatment monitoring by sputum smear microscopy are key components of the RNTCP strategy. As RNTCP has expanded to cover the whole country, TB laboratory networks must be reinforced to meet these needs and have the ability to provide high quality and reliable laboratory services.

A standardized assessment of the organization & function of the existing laboratory network will serve as a basis for strengthening the laboratory component of the RNTCP, both for DOTS and DOTS Plus components.  A good performance in smear microscopy is a prerequisite for DOTS Plus in the state, as only smear positive pulmonary TB cases are enrolled for diagnosis and treatment based on the follow-up smear examinations of Category II patients by LTs of the DMCs and minimum error in both positive and negative results is expected from them in smear microscopy.  An accredited mycobacteriology laboratory is the requisite for diagnosis & follow up of MDR TB patients. Already a document is available for the accreditation of designated state level Intermediate reference laboratories (IRLs). For the involvement of Medical Colleges & private labs in this process, there is a felt need of separate document for the accreditation of such labs. Hence this document has been prepared at the national level. The introduction to contents of each section is given below:
Section I:
Part A: It deals with the Mycobacteriology Accreditation Pre-assessment Tool. This tool is designed to evaluate the TB laboratory capacity for culture and drug sensitivity testing. The tool covers the minimum required information for a useful laboratory assessment. Depending on the specific circumstances in the state under assessment, additional data may be collected. The assessment focuses on (a) Structural, functional and policy profile of the TB laboratory (b) Laboratory performance analysis (c) Human resources (d) Procurement of laboratory equipment and supplies (e) Safety measures and practices (f) Quality control systems etc. The tool will aid in the Pre-assessment of laboratory services and help develop practical recommendations needed to remove the constraints that may arise during the subsequent assessment. 

Part B: 
The application form (with instructions to fill-in) and Terms & conditions for RNTCP Accreditation or Renewal of Mycobacteriology Laboratory for Culture, Identification and Drug Sensitivity Testing are given in this subsection. 
Section II: 

The NRL observations and recommendations, check-lists intended for the use of RNTCP laboratory accreditation experts, format for Assessment report & Accreditation certificate are given in this section. 
Laboratories intending to be accredited, should posses the following documents. The  RNTCP documents can be downloaded at  www.tbcindia.org or available from Central TB Division
1) Training manual & SOPs of culture & DST , CTD, Dte.GHS, New Delhi, 2005.

2) DOTS-Plus guidelines, CTD, Dte GHS, New Delhi, 2006

3) Generic Protocol for DRS, CTD, Dte.GHS, New Delhi, 2004.
4) Laboratory Services in Tuberculosis Control. Part III – culture /WHO/TB/98. 258, 1998

5) Guidelines For Surveillance of Drug Resistance in Tuberculosis, WHO/ CDS/ TB/ 2003.320, Second Edition,
6) External Quality Assessment for AFB smear microscopy.  APHL, CDC, IUATLD, KNCV, RIT (JATA), WHO. Association of Public Health Laboratories, 2003. 
7) All other TB laboratory manuals, modules and guideline documents published by RNTCP, National and International   authorities
8) RNTCP Guidelines for quality assurance of smear microscopy for diagnosing Tuberculosis CTD, Dte.GHS, New Delhi, 2005.
9) Laboratory Bio Safety Manual-WHO/CDS/CSR/LYO/2004.11, 3rd Edition
Section I

(For the use of applicant laboratories)
PRE-ASSESSMENT TOOL AND APPLICATION FORM

FOR

MYCOBACTERIOLOGY LABORATORY ACCREDITATION

AND

RENEWAL OF ACCREDITATION

PART-A

PRE ASSESSMENT TOOL

A: Pre-assessment Tool
1. Basic information of the Laboratory to be assessed

(a) The name and address of Mycobacteriology Laboratory
	_Name

	 

	Address _

	

	Telephone No.                              Fax No.                           e-mail 

	


(b) Name & address of State  TB  Cell /State designated IRL :
(c) Contact Details:
	
	Head of Organization
	Lab Head or equivalent
	Lab Microbiologist 

	Name
	
	
	

	Address
	
	
	

	Telephone numbers (official landline & mobile)
	
	
	

	Fax
	
	
	

	Email
	
	
	


2. What is the policy on culture and drug susceptibility testing in the laboratory, including purpose, e.g. for case-management, Drug Resistance Surveillance, other (give details):

3. Profile of the laboratory, including Human resources, infrastructure, functions and Quality Control systems 

3.1 Laboratory organization and Human resources: 
a). Staff and laboratory personnel involved in Mycobacterial Culture &DST
	Sl. No
	Name
	Designation
	Qualification
	Training in 
	Years of experience in 
	Remarks

	
	
	
	
	Culture
	DST
	Culture
	DST
	

	1
	
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	
	

	4
	
	
	
	
	
	
	
	

	5
	
	
	
	
	
	
	
	

	6
	
	
	
	
	
	
	
	

	7
	
	
	
	
	
	
	
	

	8
	
	
	
	
	
	
	
	


b). Describe any deficiency/ constraints in human resource capacity versus anticipated work-load  
3.2: Physical Infrastructure (Laboratory Section)*
	Sub-section
	No of rooms
	Remarks

	Registration:
	
	

	Smear preparation, staining and reading:
	
	

	Washing and sterilization:
	
	

	Media preparation:
	
	

	Primary culture: 
	
	

	Identification & Sensitivity: 
	
	

	Culture reading
	
	

	Equipment room 

(if any, including walk-in incubator and cold rooms):
	
	

	Other rooms (stores etc)
	
	


* Laboratory building civil plan to be provided
3.3: Equipment and Reference Materials

a) List of major test equipments available for use (attach a separate sheet, if required)

	Sl No


	Name of equipment
	Model/ type/ Class of the equipment
	Date of installation
	Date of last Maintenance
	Annual/ Quarterly Maintenance due on 
	Remarks based on last maintenance

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


b)  Enlist  the lab procedures that are performed using the bio-safety cabinet
c) List the reference materials available for use e.g. SOPs, infection control manual, relevant RNTCP manuals/guidelines etc. (attach a separate sheet, if required)

3.4: Details of sputum smear microscopy 

a). What is the method used for smear microscopy (ZN/FM/any other)

b). what is the system for quality assurance for ZN smear microscopy in the   

     proposed laboratory
3.5:  Method of culture and sensitivity testing currently used

	Sl. No.
	Particulars
	Methodology (wherever applicable)

	a. 
	Registration of specimens 
	

	b. 
	Primary culture method (Modified Petroff’s etc)
	

	c. 
	Controls used (if any) 
	

	d. 
	Culture Media 
	

	e. 
	Primary culture reading 
	

	f. 
	Drugs media used (prepared in house/ commercial/ drugs used/ concentrations used/ method of calculation of drug concentration etc)
	

	g. 
	DST Method (direct/ indirect/ MIC / Proportion/ RR & reading days)
	

	h. 
	TB drugs for which DST is being performed  
	

	i. 
	Standard cultures used 
	

	j. 
	Maintenance of reference strain H37RV
	

	k. 
	Proficiency test (National/ Supra national Laboratory) 
	


3.6: Laboratory workload analysis

a) Details of solid Culture and Drug Susceptibility Tests done during the last year 
( year …..)

	
	Culture results
	Drug Susceptibility Test results 


	
	Positive
	Negative
	Contaminated
	Total
	Nos. sensitive
	Nos. resistant 

to ≥1 drug
	Nos. resistant to H and R

	Diagnosis
	
	
	
	
	
	
	

	Follow-up
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	


b)   If rapid and/or liquid culture and DST techniques are used, provide details of  workload and results during the last year( year….)

	
	Culture results
	Drug Susceptibility Test results 


	
	Positive
	Negative
	Contaminated
	Total
	Nos. sensitive
	Nos. resistant 

to ≥1 drug
	Nos. resistant to H and R

	Diagnosis
	
	
	
	
	
	
	

	Follow-up
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	


3.7: Quality Control Systems
i) Describe how Quality Control (QC) & External Quality Assessment (EQA) for culture examination are implemented.

ii) Describe how QC and EQA for DST are implemented. 

iii) Proficiency testing results of the laboratory (external proficiency testing) for last two years (for first line anti-TB drugs) 

	Sl.

No.
	Test / culture
	Details of Test(s)
	Date of Testing
	Nodal Laboratory 

(Accreditation   body/  Country)
	Performance (percentage of sensitivity/ specificity/ positive and negative predictive values/ efficiency)
	Corrective action taken, if any

	
	
	
	
	
	
	


iv)  If rapid and/or liquid culture and DST techniques are used, provide details   of       methodology used and how QC/EQA is implemented?
4. Bio- safety practices 
a. House keeping activities:

	Sl. No
	Equipment
	Frequency of Cleaning 
	Disinfectants used

	1
	All work-surfaces, telephones, sinks, door handles, drain taps 
	
	

	2
	Floors 
	
	

	3
	Centrifuges, biological safety cabinets, Incubators refrigerator etc.
	
	


b) Is the Laboratory layout designed to control the airflow?

c) Enlist the bio-safety tests conducted for each Bio-safety cabinet and attach the certificates
5. Bio-medical Waste disposal

i) Disposal Method:
ii) Describe the process of waste disposal:
6. Procurement and distribution of supplies and equipment
a) Is there a plan for the procurement and distribution of supplies (laboratory reagents, consumables etc.) for the current year (if available, please attach).

b)Who is responsible for procurement of supplies and equipment? Describe the system of recording and reporting for the status of supplies and equipment within the laboratory system. (if available, please attach as Annexure)

c)How is the  availability of spare parts of the equipments ensured?
d)Has there been any interruptions in laboratory work due to shortages of supplies/ poor equipment maintenance?

e)What mechanisms are in place to prevent interruption of work due to shortages of supplies and equipment?  If there is a policy to keep a buffer stock of supplies and equipment, please describe.

f)Are there any major constraints in procurement of equipment & supplies in culture & DST
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                 PART B
APPLICATION FORM

FOR
MYCOBACTERIOLOGY LABORATORY ACCREDITATION

AND
RENEWAL OF ACCREDITATION
(AMLA)

Terms & Conditions for RNTCP Accreditation and Renewal of Mycobacteriology Laboratory for Culture, Identification and Drug Sensitivity Testing

(To be duly signed and submitted to CTD along with the application form) 

The Mycobacteriology Testing laboratories that apply for RNTCP Mycobacteriology accreditation shall be required to fulfill the following terms and conditions:

1. The laboratory shall carry out its testing activities to meet the requirements of RNTCP.

2. The accreditation shall be initially granted for a period of two years and shall be subjected to an on-site evaluation within one year of grant of accreditation in the first cycle of accreditation and a re-assessment before the end of two years, for which the laboratory shall apply six months before the expiry of accreditation. Thereafter, CTD shall conduct re-assessment every two years and shall be subjected to other surveillance activities.

3. The laboratory shall offer to CTD/ SNRL/ NRL or its representative the following: (a). full cooperation and unhindered  access to all testing areas; (b). undertake any check to verify testing capability of the laboratory; (c). witness the tests that are  being performed relevant to accreditation; (d). access to all relevant information and documentation; (e). access to those documents that provide insight into the level of independence and impartiality to the laboratory from its related bodies, if applicable, access to all records and relevant personnel and (f). provide names of all authorised signatories who are responsible for authenticity and issue of test certificates/ reports. 

4. The laboratory shall continuously keep in touch with CTD/ SNRL/ NRL to keep itself updated with the latest versions of RNTCP documents and national and international standards. However, CTD shall publish such information in its website.
5. The laboratory shall unambiguously declare the name of any individual or organisation that has provided consultancy for preparing towards accreditation.
6. Only the accredited laboratory (and qualified & trained personnel with proven proficiency in conducting the test) shall itself normally perform the test which is covered under scope of accreditation.  
7. The accredited laboratory shall regularly and satisfactorily participate in the Proficiency Testing programmes being conducted by SNRL, NRL, or any other national or international body covering its scope of accreditation. Scope of the accreditation, at present, is limited to primary culture and identification of Mycobacterium tuberculosis, and standardized drug sensitivity testing for the first-line anti-TB drugs on LJ Media using proportion method. The minimum stipulated participation is once prior to gaining accreditation and twice within the first two years of accreditation and subsequently at least once in every two years. The satisfactory performance shall be determined in terms of concordance of >95% for H & R and >90% for S & E or any other criteria depending on the programme design. The laboratory shall carry out investigation for unsatisfactory performance in proficiency testing and inform (NRL) of the necessary corrective action taken. The laboratory shall part with all available information related to proficiency testing to the assessors at the time of surveillance and re-assessment.  

8. The accredited laboratory shall regularly and satisfactorily conduct the internal proficiency testing of the laboratory personnel, maintain internal quality controls for each batch of testing, quality checks/engineering controls for instruments used,   and document the data for verification of assessors.

9. On grant of accreditation, the laboratory shall claim accreditation  only on those premises, fields/ facility, tests for which it has been accredited (as stated in Accreditation Certificate),may use RNTCP logo on its letterheads, test reports and any other relevant documents. Logo shall be used for the purpose of identifying correctly and unambiguously its test services accredited by CTD, not use test reports nor any part thereof in a misleading manner, not state its accreditation in a manner as to be considered misleading or unauthorised and bring RNTCP to disrepute, ensure that no part of its test report is used by its clients, or be authorised by its clients for use, for promotional or publicity purposes in any way that CTD may consider to be misleading, make it clear in all its contracts with clients that a satisfactory test report in no way implies that the product so tested is approved by CTD, ensure that its clients are made clear that accreditation of test facility in no way implies that its process system or person is approved by CTD, the laboratory shall inform CTD within 15 days of significant changes affecting the laboratories activities and operations relevant to accreditation. 

10. Safety of laboratory personnel including the personnel protective devices, and safe disposal of infected waste rests with the head of accredited laboratory.

11. The accredited laboratory shall respond promptly to the changes initiated by CTD in its accreditation criteria, policies and procedures. The laboratory shall be given sufficient notice and time, as in the opinion of CTD is found reasonable, to carry out adjustments in its system. The laboratory shall inform CTD when such adjustments have been completed.

12. CTD may at subsequent stage decide to reduce or limit the scope of accreditation, granted initially, if major non-compliance is observed during surveillance or re-assessment in the quality system or technical competence, which is likely to adversely influence the test/calibration results, laboratory is unable to complete corrective actions within agreed/ stipulated time of the surveillance/ re-assessment related to specific tests, the performance in a proficiency testing programme conducted by SNRL/ NRL or equivalent organization recognized programme is unsatisfactory depending on the programme design and laboratory could not take appropriate corrective actions within two months.

13. CTD may suspend or withdraw accreditation of an accredited laboratory, on one or more of the grounds such as after undergoing a surveillance or re-assessment laboratory has not taken any corrective action after getting sufficient time and notice from CTD, not applied six months before the expiry of accreditation and CTD has not been able to take a decision for renewal of accreditation, non-cooperation with CTD, refusal to allow examination of documents and records by SNRL/ NRL & its assessors, denial of access to CTD/ SNRL/ NRL & its assessor to its testing areas, wrong representation of scope of accreditation, misuse of logo or its use after expiry of accreditation, misleading reporting of facts, activity bringing disrepute to RNTCP, result of complaint analysis or any other information which indicates that the laboratory no longer complies with requirements of RNTCP.

14. The accredited laboratory upon suspension or withdrawal of its accreditation (however determined) or expiry of validity of accreditation shall forthwith discontinue its use of all advertising matter that contain any reference to the accreditation status and return the certificates of accreditation to CTD.

15. CTD/ NRL /SNRL absolves itself of any legal or financial liability arising out of any item/ product tested in any of its accredited laboratory involving any accidental or consequential damages to personnel/equipment/products at any time.

By signing this document, it is implied that a laboratory as an applicant and after accreditation agrees to comply at all times with all Terms and Conditions for Maintaining RNTCP Accreditation.

(i) Signature of Head of Laboratory or his Authorized Representative _____________________

(ii) Name, Designation & Laboratory ___________________________________________

Date & Place __________________________________________________________________

Signature of CTD official & Date of Receipt __________________________________________ 

      Information & Instructions for completing the Application Form

1. Application for Accreditation or renewal of Accreditation shall be made in the prescribed form of RNTCP AMLA only. Two such completed application forms shall be submitted with all relevant documents for accreditation. Incomplete application submitted may lead to rejection of application. In case the space provided is insufficient, please use additional pages clearly indicating to which question they relate.

2. The applicant laboratory shall undertake to carry out its testing activities in such a way as to meet the requirement of RNTCP Guidelines. 

3. Applicant laboratories are advised to ensure that the latest version of the Laboratory Culture& DST Manual is available with them and the laboratory staff is fully sensitized with the guidelines.

4. The applicant laboratory shall intimate CTD and the respective SNRL/ NRL about any change in the information provided in this application such as scope, personnel, location etc. within 15 days from the date of changes.

5. RNTCP expects that the laboratories applying for accreditation follow the test methods as mentioned in the current RNTCP standards. Where such methods do not exist, other validated methods are acceptable. It is, therefore, necessary that the laboratory is able to assure through the application its commitment to follow the above requirements and RNTCP Guidelines. 

6. The applicant laboratories must participate satisfactorily in the Proficiency Testing programme conducted by the respective SNRL/NRL. For unsatisfactory performance, the laboratory shall take corrective action and inform the respective SNRL/ NRL.

7. The applicant laboratory shall be given due notice of any intended changes relating to RNTCP accreditation criteria and will also be given such time, as in the opinion of RNTCP is reasonable to carry out the necessary adjustments to its procedure. The laboratory shall inform NRL when such adjustments have been completed. 

8. The application form 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 3.2) shall be complete to indicate clearly:
i) Number of cultures tested

ii) specific tests or types of tests performed on each culture
iii) definition of resistance, standard (method) or technique used for the DST
iv) level of concordance for each drug

9. The tests, which the laboratory intends to cover, vide RNTCP accreditation must be listed clearly.

10. The laboratory shall submit Terms and Conditions as per RNTCP AMLA duly signed by the Director/ Microbiologist to CTD, SNRL & NRL along with this application form. By signing RNTCP AMLA the laboratory agrees to comply at all times with Terms and Conditions of RNTCP AMLA. 

11. The laboratory shall offer the CTD/ SNRL/ NRL or its representative cooperation in:

a. undertaking any check to verify testing capability of the laboratory.

b. laboratory shall clearly provide names of all authorised signatories who are responsible for authenticity and issue of test certificates and reports.

c. offering access to relevant areas of the laboratory for witnessing the test being performed.

d. examination of all relevant documentation and records. 

e. interaction with all relevant personnel.

12. The laboratory shall take all necessary actions and discharge all non-compliances raised during the assessment within a maximum time of three months. The same shall be verified to the satisfaction of SNRL/ NRL. The final decision on accreditation shall lie with CTD.

* * *

Application Form for Mycobacteriology Laboratory Accreditation

We apply for RNTCP accreditation of our Mycobacteriology laboratory as per details given below:

	
	First Accreditation
	
	Renewal of Accreditation


1. The name and address of Mycobacteriology Laboratory (Indicate the name of the laboratory exactly as it should appear in the certificate):
Name :
Address: 

Telephone Nos. _____________________ Fax No. ____________e-mail ________________

2. Whether the laboratory is accredited ​by any other agency /or for any other procedures?
3.
 Details of accreditation being applied for:
3.1. 
Field of Testing for which accreditation is sought                                                                          (please tick both boxes, separate application to be filled for each discipline detailing protocol/methodology)

	ZN
	

	Mycobacteria: Primary culture on solid LJ medium
	

	Identification of M. tuberculosis (biochemical or others----------------)
	

	Drug Sensitivity Testing  for which drugs(first line drugs - H,/ R/, S/, E)
	

	Method of DST used(Proportion Method)
	


3.2 Scope of Accreditation (attach separate sheets, if required)
	1. Number of cultures tested in each round:
	

	2. Specific tests or types of tests performed:

	i.
	

	ii.
	

	iii.
	

	3. Definitions of resistance, standard (method) or technique used:

	 First line drugs:               

	   Method:

	Definitions:
	S:
	

	
	R:
	

	
	H:
	

	
	E:
	

	
	

	4. Level of concordance with higher laboratory: 

	Name of higher laboratory:
	

	Number of rounds already done:
	

	Results of last round:
	Percentage concordance

	R:
	

	H:
	

	S:
	

	E:
	

	


 4. Authorized signatories of the applicant laboratory for authenticity and issue of test certificates and reports
	Sl No
	Name & Designation  of Signatory
	Qualification with Specialisation
	Experience in years related to present work
	Relevant Training 
	Authorised  for which  specific area of testing  
	Specimen Signature

	
	
	
	
	
	
	

	
	
	
	
	
	
	


5. Willingness of Assessment

We declare that 

-We are familiar with the terms and conditions of maintaining accreditation,   which is enclosed and will abide by them.
-We agree to comply fully with the terms and conditions for accreditation of Mycobacteriology testing laboratory
-We agree to comply with accreditation procedures, assessment, verification visit (if any), surveillance and reassessment irrespective of the result
-We agree to co-operate with the assessment team appointed by CTD/ SNRL/ NRL for examination of all relevant documents by them and their visits to those parts of the laboratory that are part of the scope of accreditation.
Signature of Head of the Laboratory / or his/her authorized Representative__________________________________________
Name & Designation____________________________________________________________________
Date & Place _______________________________________________________________________
ACCREDITATION OF MYCOBACTERIOLOGY LABORATORY
for

  CULTURE AND DRUG SENSITIVITY TESTING UNDER RNTCP
SECTION - II

Accreditation Check-lists, Assessment Report & Certificate

( For the use of  the assessors only)
GUIDE TO USE ACCREDITATION CHECK-LISTS, FORMS AND ASSESSMENT REPORT
(Intended for the use of RNTCP assessors) 
	1.
	Introduction



	
	The experts from Supra National Reference Laboratory (SNRL) with other Laboratory Experts from National Reference Laboratories (NRL) shall have the overall responsibility of conducting the assessment and shall be responsible for evaluating the adequacy of the procedures followed, assessment of the laboratory and for conducting the on-site assessment of the concerned laboratory. Towards the task of on-site assessment, the responsible person shall be assisted by a team of assessors commensurate with the scope of accreditation. 

	
	This document contains Checklist for Accreditation or renewal of accreditation and Assessment Report & Accreditation Certificate. The document shall guide the Laboratory Experts, hereafter referred to as Assessors, in completing various forms and checklists and compiling the report.

	2.
	Assessment



	
	After the laboratory has taken the corrective action on the concerns expressed in the report, and has submitted a compliance report to the satisfaction of the CTD & Assessors, CTD shall fix up a date for Assessment in consultation with the laboratory and the Assessors. 

	
	When the Assessors proceed to the laboratory for Assessment, they should be in possession of the laboratory’s Applications Forms for Accreditation or renewal of accreditation, Quality Manuals, Corrective action report on the adequacy of the Quality Manual and any other information supplied by CTD. 

	
	The Assessors, during the assessment shall:

	
	i. Check the implementation of the Quality System as per the documented Quality Manual

	
	ii. Study the scope of accreditation so that the time frame, number of assessors required in various fields and visits to Site / facilities, if applicable, for the assessment can be determined. The Assessors shall also assess whether the Assessment is required to be split, based on the location of laboratory or the number of fields/ departments.

	
	iii. Check whether the laboratory has conducted a comprehensive Internal Audit in accordance with RNTCP norms 

	
	iv. Assess the degree of preparedness of the laboratory for the Assessment in terms of compliance to RNTCP-IRL-AML-1& 2

	
	v. Obtain signatures on RNTCP-IRL-AMLA Terms and Conditions for Maintaining Accreditation, from the laboratory, if not submitted by laboratory earlier

	
	vi. Explain to the laboratory regarding the methodology to be adopted for the Assessment and the obligations of the laboratory

	
	vii. Submit a report to CTD

	3.
	Compilation of Assessment Forms and Checklist 

	
	The designated Assessors must review the Laboratory’s documented Quality System to verify compliance with the requirements of RNTCP. They should complete the Checklist RNTCP-IRL-AML-1&2 by recording their observations – ‘Yes’ or ‘No’ (by marking a ( in the appropriate box), related to the requirements of the respective clause number of the checklist, and offer brief comments. If the Assessors have a doubt in other area(s), not listed in the checklist, they are free to assess or go into details where they feel appropriate and annex their findings to the report.  

	
	All Non-Conformities must be identified and reported, separately in RNTCP-IRL-AML-3. Additional sheets may be added, if required. The Assessors should finally summarise the findings of the Assessment and record their recommendations in RNTCP-IRL-AML-4. The Assessors must carefully complete the forms and check list, and sign all pages of the Assessment Report. The Assessors should also obtain the signature of the authorised person of the laboratory on RNTCP-IRL-AML-3 & 4. 

	
	The Assessors shall submit the Assessment Report to CTD within 10 days of completion of the Assessment. 


RNTCP-IRL-AML-1

Assessment by National Reference Laboratory (NRL)

1. Observations made by National Reference Laboratory on the information provided in    the pre-assessment format (Attach separate sheets, if needed)
2. Recommendations

( Based on this information the NRL will decide further course of action)

3. Action taken report by the respective laboratory on the recommendations from NRL (To be attached.)

4.  Checklist of items available in laboratory 
(To be completed by the Assessment team / NRL and not to be obtained from the assessed laboratory)

	SL. No.
	Items. 
	Type
	Specifications.
	Quantity required.
	Remarks.
	Quantity available 
	Quality of the item (expired/ working or not etc)
	Quantity required to be procured 

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


RNTCP-IRL-AML-2

CHECKLIST FOR ACCREDITATION OR RENEWAL OF ACCREDITATION
	Laboratory:                        State:

Complete postal address:


	Phone:                          Fax:

Contact cell numbers:

Email:

Date(s) of Visit:

	Sl.
	Requirement 
	(b) Observation*

	
	(c) 
	Yes
	No

	1.
	Review of Laboratory  data for Accreditation (s) 

	
	· 
	For correctness and completeness of contents
	
	

	
	· 
	
	
	

	
	Comments on data :



	2.
	Quality System Documentation

	
	· 
	Adequacy of Culture Manuals – cross-reference to Procedures and other documents 
	
	

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

	
	· 
	Availability of other documents like Standards, Codes, Calibration/ Test methods, Operating Instructions etc. (enclose the list)
	
	

	
	· 
	Availability of relevant RNTCP documents (enclose the list) 
	
	

	
	Comments on Quality System Documentation:



	3.
	Quality System Implementation (sample audit)

	
	· 
	Availability of SOPs at place of work
	
	

	
	· 
	Are procedures being followed
	
	

	
	· 
	Awareness of Quality System and RNTCP requirements
	
	

	
	Comments on Implementation and effectiveness of Quality System:




* Mark ( in the appropriate box

RNTCP-IRL-AML-2
	Sl.
	Requirement
	Observation*

	
	(d) 
	Yes
	No

	5.
	Personnel

	
	· 
	Qualified personnel trained in Mycobacteriology for culture and DST n place   
	
	

	
	· 
	Plan/ Schedule for imparting training to laboratory personnel for the current year
	
	

	
	· 
	Suitability of persons authorised to sign test reports with reference to the field(s) applied
	
	

	
	Comments on Personnel and Training:



	6.
	Bio-Safety and Environmental conditions 

	
	· 
	Does the laboratory demonstrate adequate bio-safety precautions
	
	

	
	· 
	Maintenance of necessary environmental conditions (sample audit)
	
	

	
	Comments on safety:



	7.
	Equipment/ Reference Standards

	
	· 
	Availability of equipment as per RNTCP list and their working status 
	
	

	
	· 
	Availability and adequacy of consumables and chemicals 
	
	

	
	· 
	Maintenance Schedule – maintenance check-list
	
	

	
	Comments on Equipment/ Reference Standards:




RNTCP-IRL-AML-2
	Sl.
	Requirement
	Observation*

	
	(e) 
	Yes
	No

	8.
	Proficiency Testing and Internal Quality Control 

	
	· 
	Participation in at least one annual Proficiency Testing programme of examination of cultures sent by SNRL/ NRL and corrective action taken, if any, on the PT results 
	
	

	
	· 
	Participation in at least one annual Proficiency Testing programme of sending cultures of Laboratory to IRL/SNRL/ NRL and corrective action taken, if any, on the PT results 
	
	

	
	· 
	Is the Internal Quality Control programme extensive and cover the test(s) for which accreditation is sought by the laboratory
	
	

	
	· 
	Does the laboratory retain samples for quality checks 
	
	

	
	· 
	Where P.T. Programmes are not readily available, has the laboratory attempted inter-laboratory comparisons on its own
	
	

	
	· 
	Does each batch of test conducted includes the internal quality control standards and their validation
	
	

	
	Comments on Proficiency Testing and Internal Quality Control:



	9.
	Discussions with the Laboratory Microbiologist on Final Assessment

	
	· 
	Overview of the methodology to be adopted  
	
	

	
	· 
	Task/ role of Microbiologist, Technical Assessor(s) and Observers 
	
	

	
	· 
	Obligations of the laboratory 
	
	

	
	Record any special discussion:



	
	


* Mark ( in the appropriate box

RNTCP-IRL-AML-3 

NON-CONFORMITIES OBSERVED DURING ASSESSMENT 

	Laboratory:
	Date(s) of Visit:

	

	Sl. 
	Non-conformities
	Remarks

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Signature/ Name of Authorised Personnel of Lab. & Date
	Signature/ Name of Assessor & Date


Note: Use additional sheets of this form, if required 

RNTCP-IRL-AML- 4
Assessment Report & Accreditation Certificate
	Laboratory & State:

	Applied for : New Accreditation/Renewal/Resubmission

	Laboratory Head/Microbiologist:
	Date(s) of Visit:

	Facility: (STDC/IRL/others)

	Test(s) accredited:


	Procedure(s) & standard(s): (Latest version of Culture Manual)


	Result of technical proficiency (based on NRL Proficiency rounds):


	Validity period :

	Submission of RNTCP IRL AMLA (Terms & Conditions)
	Submitted earlier/ Enclosed/ Not submitted 


	No. of Non-conformities during Assessment 
	

	Corrective action taken on Non-conformities during Assessment (adequate implementation)
	Yes /  No

	Summary of Assessment: 

(The Assessors shall mention whether the Laboratory can be accredited for two years as an RNTCP culture and DST Laboratory for DOTS-Plus activities or the Accreditation may be renewed for two years. The details of tests for accreditation should be listed below)



	If the lab is not recommended for accreditation, suggestions on time estimation and readiness of laboratory for subsequent assessments:

	· 
	Specify estimated time for taking corrective actions 
	_______ Days


	· 
	Next Assessments is due on
	

	· 
	Any other specific recommendations:



	Signature/ Name of Head of Lab. & Date
	Signature/ Name of Assessors, Designation & Date


AMENDMENT SHEET
(For incorporation of any changes made subsequent to the finalized document) 
	Sl no
	Section & Page No.
	Para No.
	Date of Amendment
	Amendment  made
	Signature Authorized Officer
	Signature DDG (TB)

	1
	
	
	
	
	
	

	2
	
	
	
	
	
	

	3
	
	
	
	
	
	

	4
	
	
	
	
	
	

	5
	
	
	
	
	
	

	6
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