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1. Information for Laboratory

1. [bookmark: _Hlk26704001]The Recognition scheme ‘Integrated – Quality Assurance Scheme’ is only for the laboratories of Integrated Counselling and Testing Centres (ICTCs) / Prevention of Parent-to-Child Transmission (PPTCTs), Designated STI/RTI Clinic (DSRC) sites or equivalent facilities (hereafter referred as laboratories) of NACO network. These laboratories play crucial role in the prevention and control of HIV/Syphilis in India, through testing services and counselling.
2. This integrated scheme is:
a. Joint initiative of NABL and NACO to verify the implementation of standardised quality at ICTCs/PPTCTs/DSRCs or equivalent facilities providing essential diagnostic services under NACP. This scheme is not applicable for SRLs and NRLs of NACO.
b. An independent quality scheme of NABL and is not covered under ISO 15189 accreditation of APAC & Global ACI MRA.
c. Recognition scheme for the quality and competency of the laboratory based on the requirements drawn from the National and International standards. e.g. ISO 15189, WHO guidelines, etc.

2. Instructions to be followed by the laboratory, while applying for Integrated – Quality Assurance Scheme

1. The application must be filled up by the authorized representative of the laboratory.
2. Laboratory is required to pay due attention while providing information to NABL in application form. After submission of application, the laboratory will not be able to make changes in the application form. 
3. Incomplete application will be rejected by NABL.
4. Applicable fee and other necessary charges related to the recognition process is given in NABL document NABL 100A ‘General Information Brochure’ under NABL Finance and Fee Structure’. NABL 100A is available on NABL website.
5. The application will be kept confidential (unless required by law) by NABL and information obtained during the processing of application, grant of recognition and on-site assessment (surveillance) will be safeguarded, confidentiality and impartiality will be maintained.
6. Scope to be covered in the Integrated scheme shall include Infectious Serology/Immunology tests for HIV and Syphilis.


3. Application Form 

We apply for NABL Integrated Quality Assurance Scheme Recognition Scheme for our laboratory as per details given below:
	
Laboratory Details
	Data submitted by Laboratory

	Name of the Laboratory
	

	Country
	

	State
	

	District
	

	Address
	

	Pin code
	

	Name of Head/ / In-charge of laboratory
	

	Mobile No. of laboratory representative
	

	Email Id of laboratory representative
	

	Mobile No. of State Nodal Officer/Point of Contact in SACS
	

	Email Id of State Nodal Officer/ Point of Contact in SACS
	

	Name of Auditor for last internal audit and associated facility
	

	Organization Type (Whether Public/ PPP), Specify.
	
	Public
	
	

	
	
	

	PPP
	
	




	Tick applicable type of NACO Facility:
 




	
	Integrated Counselling and Testing Centres (ICTCs)
	
	

	
	
	

	Prevention of Parent-to-Child Transmission Centres (PPTCTs) 
	
	

	
	
	

	Designated STI/RTI Clinic (DSRC
	
	




	Other equivalent facility 
	

	Technical Head/ Laboratory Manager, (In case of facility under PPP)
	

	Mention name of NABL Accepted PT Program
	

	Mention name of nodal laboratory, if participating in ILC
	

	Has the laboratory ever applied to NABL for ISO 15189 accreditation or MELT Recognition?         
	
	Yes
	
	

	
	
	

	No
	
	




	Has adverse action been initiated/taken 
against the laboratory in the past by NABL?   
(If yes, please provide the details with present 
status) 


	
	Yes
	
	



	No
	
	




	Geo-Location coordinates of Laboratory
	Latitude_________________________

Longitude_________________________





3.1. Scope Applied (Infectious Disease Serology)


	SI. 
	Type of Sample
	Specific Tests
	Test method/ technique
	Name of PTP/ ILC (Other) Laboratory
	Upload PT/ ILC report


	1. 
	
	HIV 1 & 2 Rapid Testing - Three test algorithm
	
	
	

	2. 
	
	Syphilis Test (Rapid Plasma Reagin)
	
	
	

	3. 
	
	Dual rapid test for HIV and Syphilis
	
	
	



Note: 
· This scheme is applicable only for above tests (for more details, please refer NABL 238).
· PT/ILC report of last 6 months shall be submitted by the laboratory.

3.2. Laboratory Staff (Including Head / In-charge of laboratory / Test report signing person)

	SI.
	Department/ Section
	Name & Designation
	Qualifications with Specialization
	Experience in years related to present work
	Relevant Training
	Aadhar Number

	
	
	
	
	
	
	



3.3. List of test equipment 

	S. No.
	Name of equipment
	Image of the equipment 
	Date of Calibration 
	Upload calibration certificate/evidence

	
	
	
	
	



4. Compliance Checklist


	SI.
	Requirements
	Yes/ No
	Evidence

	1. 
	Organization and Personnel
	
	

	a. 
	Is there a Medical Officer (designated Head / In-charge of laboratory) available and supervises the laboratory activities?
	
	

	b. 
	Is/Are adequate and qualified Staff (counsellor/s and laboratory technician/s) available as per NACO guidelines?
	
	

	c. 
	Is there an alternate arrangement for laboratory technician in case of leave/vacant position? Specify 
	
	

	d. 
	Whether Personnel Files have documents for:
1. Staff Trainings-Induction and refresher
1. Education (e.g., degrees/certificates)
1. Personnel Health Data – (vaccination status, etc.)
	
	

	e. 
	Does the laboratory supervisor routinely perform review of all quality records?
1. Temperature monitoring log sheets?
1. Preventive Maintenance log sheets?
1. Specimen rejection logbook?
1. IQC Records across all test areas
1. PT/ILC Results?
1. Corrective Action Reports
1. Records of pre-test and post-test counselling 
	
	

	2. 
	Facilities and Safety
	
	

	a. 
	Is signage displayed within and/or outside the facility containing all the required information as per the NACO guidelines?
1. Laboratory Display Board (Outside or on laboratory entrance)
2. Working hours
3. Turn Around Time
	
	

	b. 
	Does the equipment placement / layout facilitate optimum workflow
	
	

	c. 
	Is facility adequately ventilated?
	
	

	d. 
	Is facility adequately lit?
	
	

	e. 
	Is Universal standard safety precautions implemented? 
	
	

	f. 
	Post-exposure prophylaxis register maintained by the facility
	
	

	g. 
	Does the laboratory have first aid and spill kit available and laboratory technician trained on spill management?
	
	

	3. 
	Space requirement
	
	

	a. 
	Are there separate provisions for counselling and laboratory operations (sample collection & testing) available at the ICTC and does the counselling areas support privacy?
	
	

	b. 
	Are patient samples stored separately from reagents and blood products in the laboratory refrigerators and freezers?
	
	

	4. 
	Legal or Statutory requirements as applicable
	
	

	a. 
	Declaration by Head / In-charge of laboratory regarding Handling of Biomedical Waste generated in the facility as per provisions of latest Biomedical Waste Management Rules.
Or 
Valid service agreement with the authorized BMW collection agency.
	
	

	b. 
	Is/Are the fire safety device/s available, and the staff trained?
	
	

	5. 
	Documents & Records
	
	

	a. 
	Are informed consent, Medico legal records maintained, if applicable (as per National/State guidelines and applicable laws).
	
	

	b. 
	Are laboratory records retained for time period as specified in National/ State guidelines
	
	

	6. 
	Standards on basic processes
	
	

	a. 
	Is the Bio-medical waste (BMW) segregated as per latest BMW Management Rules. 
	
	

	b. 
	Are BMW bins/bags filled not beyond two-thirds of their capacity and are disposed of within 48 hours?
	
	

	c. 
	Are Kit inserts/ authorized documented procedure used as SOPs for HIV and Syphilis
	
	

	d. 
	Are the Dry Blood Spot samples collected, stored and transported for Early Infant Diagnosis test as per the NACO guidelines
	
	

	e. 
	Does the laboratory have complaints redressal mechanism
	
	

	f. 
	Is the Laboratory technician aware of the procedure for handling and disposing of expired kits as per the NACO guidelines?
	
	

	7. 
	Equipment
	
	

	a. 
	Is refrigerator available and respective temperature monitoring equipment calibrated?
	
	

	b. 
	Is centrifuge available and calibrated?
	
	

	c. 
	Is/are pipettes available and calibrated (if applicable)?
	
	

	8. 
	Quality Checks
	
	

	a. 
	Does the laboratory perform internal quality control as per the NACO guidelines
	
	

	b. 
	Does Laboratory technician use control while opening a new box of test?
	
	

	c. 
	Does the laboratory perform lot-to-lot verification of kits before placing them into use?
	
	

	d. 
	Does the laboratory follow the HIV and Syphilis test Algorithm as per the NACO algorithm?
	
	

	e. 
	Are test kits labelled with date received and initialed (Signed)
	
	

	f. 
	Are test kits in use currently within their specified expiry dates?
	
	

	g. 
	Are the test reports verified against the worksheet and signed by authorized staff?
	
	

	h. 
	Does the lab participate in Proficiency Testing Program/ILC for HIV and Syphilis in every six months? 
	
	

	9. 
	Inventory Management
	
	

	a. 
	Are adequate kits and consumable stocks available for HIV and Syphilis testing as per NACO guidelines 
	
	

	b. 
	Are adequate kits and consumable stocks available for Dry blood spot sample collection, storage and transportation for Early Infant Diagnosis test
	
	

	c. 
	Is/Are the staff aware about the minimum stock level and First Expired, First Out
	
	

	10. 
	Data System
	
	

	a. 

	Does the laboratory use national data system - SOCH for program reporting as per NACO guidelines or Ministry of Health & Family Welfare
	
	

	b. 
	Does the laboratory use NACO Prayogshala to manage the PT program data
	
	



Note: Mandatory submission of following documents is required-

0. Declaration by Head / In-charge of laboratory regarding Handling of Biomedical Waste / Service Agreement with BMW agency
0. PT/ILC results 
0. Documentary evidence of calibration of equipment

Declaration by the laboratory

I/ We declare/agree 
a. To comply with procedure of this scheme, and pay the applicable fees. 
b. To co-operate with the assessment team appointed by NABL for examination of all relevant documents by them and their visits to those parts of the laboratory that are part of the applied scope.
c. To satisfy all national, regional and local regulatory requirements for operating a laboratory.
d. To comply with the terms & conditions mentioned in Procedure for the Recognition under this scheme.
e. The laboratory is not State Reference Laboratory of NACO network 
f. All information provided in this application is true.

[bookmark: _Hlk26714547][bookmark: _Hlk238419743][bookmark: _Hlk206505143]Signature of Head / Incharge of laboratory __________________________________________
Name of Head / Incharge of laboratory _____________________________________________

Date______________________
Place ____________________


xxxxxxx
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