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	Dr Linzy Elton, University College London, UK

Professor Timothy D McHugh, University College London, UK

Eloise Rose, University College London, UK
	


	Name of Assessor(s)

	

	Assessment Date(s)
	

	Name of Laboratory
	

	 Postal Address
	

	 Physical Address
	

	 Telephone
	

	  Fax Number
	

	 Web Site
	

	Distance from Clinic(s) to this lab
	

	Approximate Delivery Time Required
	

	Laboratory Management


	Name
	
	

	
	Title
	Laboratory Director
	Laboratory Manager

	
	Lab Telephone
	
	

	
	Lab Fax
	
	

	
	Mobile Telephone
	
	

	
	e-mail Address
	
	

	
	CV included with report
	
	

	Positives & Strengths
of Laboratory
	

	Capacity Building
Opportunities and Needs
	

	Recommendations
	



	Laboratory Days of Operation and Working Hours

	
	Sun
	M
	T
	W
	Th
	F
	Sat

	Mark Days
	
	
	
	
	
	
	

	List

Hours
	
	
	
	
	
	
	


Quality Assurance / QUALITY CONTROL
	Accreditation / Certification

	Is the Laboratory Certified or Accredited?
	 Yes    No

	If Yes
	Which Certifying Body (e.g., CAP, ISO, or other National Agency / Organization)
	

	
	Date of last Certification?
	

	If No, is the Laboratory preparing to obtain any Certification/Accreditation?
	 Yes    No

	If Yes
	Which Certifying Body (e.g., CAP, ISO, or other National Agency / Organization)?
	

	
	Expected Date to seek Certification?
	

	Comment: 


	Quality Manual

	Is there a current Quality Manual available?
	 Yes    No

	If Yes, are the following defined in the Manual?


	Mission
	 Yes    No

	
	Version
	 Yes    No

	
	Organization Chart / Structure
	 Yes    No

	
	Staff Responsibilities
	 Yes    No

	Comment: 


	Standard Operating Procedures

	Does the Laboratory have SOPs?
	 Yes    No

	If Yes, please also attach a copy of the SOP Index with this assessment


	Are these complete?
	 No Yes   

	
	Are SOPs periodically reviewed, revised and approved before release?
	 No Yes   

	
	Do the implemented SOPs cover procedures for all the Laboratory tests performed?
	 No Yes   

	
	Are SOPs available at point of use and easily accessible?
	 No Yes   

	
	Are the procedures standardized in accordance with the WHO/Global Laboratory Initiative Toolbox?
	 No Yes   

	
	If No, please explain whether the lab uses other standardized procedures

	

	
	Please provide a list (and attach) the SOPs used in your laboratory:

 


	Are the following Procedures documented in SOPs? (Usually in Quality Management Manual)

	Internal Quality Control
	 Yes    No

	External Quality Assurance / Proficiency Testing
	 Yes    No

	Corrective Actions for Quality Issues and response to Equipment Failure
	 Yes    No

	Staff Training / Qualification of Personnel
	 Yes    No

	Health and Safety Precautions
	 Yes    No

	Internal Audits
	 Yes    No

	Validation and Implementation of new Reagents, Tests and Equipment
	 Yes    No

	Data Recording Practices
	 Yes    No

	Cleaning and Maintenance of Instrumentation
	 Yes    No

	Receipt, Identification and Storage of Samples
	 Yes    No

	Quality Assurance Operations (i.e., Performing and Reporting Audits / Inspections)
	 Yes    No

	Authorized access to equipment
	 Yes    No

	Use of Computerized Systems
	 Yes    No

	Competency Assessment of Staff
	 No Yes   

	Coding of Studies, Handling of Data
	 No Yes   


	Internal Quality Control

	Does the Laboratory QC the culture media for sterility and performance?  
	 No Yes   

	Does the Laboratory use QC slides (pos/neg microscopy) to verify microscopy results? 
	 No Yes   

	Are negative controls processed along with patient specimens? 
	 No Yes   

	Does the Laboratory use QC strains to verify drug susceptibility results? 
	 No Yes   

	Does the laboratory use QC strains or DNA to verify molecular test results?
	 No Yes   

	Are internal Quality Control records available for the procedures listed above?
	 No Yes   


	External Quality Control / Proficiency Testing

	Does the Microbiology
 Laboratory participate in any Proficiency Test Programs?
(i.e., CAP, INSTAND, other national organization)
	 No Yes   

	If Yes, please complete the following: (If lab does not participate in an area, write none for the row.)  

	
	Program Name
	Frequency 

of Testing
(freq of panels rec’d)
	Date 

Started
	Pass 

Rate

	Microscopy
	
	
	
	

	Isolation and Identification
	
	
	
	

	Drug Susceptibility Testing
	
	
	
	

	CFU counts
	
	
	
	

	Liquid Cultures/MGIT
	
	
	
	

	Comments:




Laboratory Staff

	Is an Organizational Chart of the Laboratory available? 
	 Yes    No

	Does Staff include 
	If Yes, provide Name
	Registered with a Health Professions Council or similar Statuary Board within the Country

	Assistant Supervisor
	 Yes    No
	
	 Yes    No

	QA / QC Technician
	 Yes    No
	
	 Yes    No

	Safety Officer
	 Yes    No
	
	 Yes    No


	Describe Experience and Qualifications of Staff to be involved with Clinical Trial Specimen Analysis

	 Mark here if none of staff have experience with clinical trials

	Name
	Qualification
	Length of Employment at Lab
	Experienced in Clinical Trials
	Trained in:

	
	
	
	
	GLP
	GCP
	IATA

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Has Laboratory been involved with relevant Research previously?
	 No Yes   

	If Yes
	Describe the relevant research (i.e., drug trials, vaccine studies, diagnostic test/kit evaluations), performed by this Laboratory during the last 5 years.

	
	

	
	Attach a list of publications relevant to the clinical research studies (if available). 


	Training

	Do the Laboratory staff receive refresher courses?
	 Yes    No

	If Yes, Describe the type of refresher courses provided, frequency offered and the name of the person    
who provides these refresher courses
	

	Are complete training records maintained for all Laboratory staff?
	 Yes    No

	Where are these training records located? 
	Comment. 

	Do the training records include the initial qualification training for assigned areas?
	 Yes    No

	Are summaries of experience (i.e., CV) included in the training records?
	 Yes    No

	Are current job descriptions with responsibilities available for each staff member?
	 Yes    No

	Do you practice cross training at the Laboratory?
	 Yes    No

	Do you rotate duties at the Laboratory?
	 Yes    No

	Comments:



FACILITIES AND BIO-SAFETY
	Product Identification & Traceability

	Are Chemicals, Reagents and Solutions labelled to indicate
	Identity
?
	 No Yes   

	
	Titre (if appropriate)?
	 No Yes   

	
	Storage Conditions?
	 No Yes   

	
	 Fitness for Purpose (Date(s) Received, Opened and  
 Expiration)?
	 No Yes   

	Do products and records allow for the identification of all materials to be used in a project, (e.g., kit components, analytical standards, quality controls), such it will always be possible to retrospectively determine which components were used on a given study?
	 No Yes   

	Comments:




	Environmental Infection Control and Bio-Safety Level of the Laboratory

	Is the Laboratory BSL 3 certified?
	  Yes    No

	If No, what level BSL (or equivalent) certification is the Laboratory? 
	

	Is airflow monitored? 
	 Yes    No

	Are there safeguards for preventing unauthorized entry into the laboratory area?
	 No Yes   

	Are ambient temperatures recorded in each room?
	 No Yes   

	Briefly describe workflow and attach diagram if available.  

	Is it designed to separate work according to density of pathogens in samples, (e.g., separated between low numbers of pathogens (specimens) from high numbers of pathogens (culture)?
	 Yes    No

	How often are safety inspections carried out?
	

	Is there a Bio-safety Cabinet (BSC)?
	 Yes    No

	If Yes


	How many?
	

	
	What Type / Class?
	

	
	Are there disposal containers for infectious materials in the BSC? 
	 Yes    No

	
	Are UV lights mounted in the Bio-safety Cabinet(s)?
	 Yes    No

	
	What is the frequency of re-certification?
	 Yes    No

	
	Are certificates/stickers posted on the BSC? 
	 Yes    No

	
	Are there splash-proof containers in the BSC?
	 Yes    No

	Are UV lights mounted in the Laboratory?
	 Yes    No

	Are centrifuges used with Bio-safety lids and canisters? 
	 Yes    No

	Are spore tests performed in the autoclave to monitor proper sterilization?
	 Yes    No

	Are work bench(es) / Bio-safety cabinet(s) disinfected frequently? 
	 Yes    No

	If Yes
	List frequency
	

	
	List disinfectant(s) used
	

	
	
	

	
	
	

	Describe how the site would handle each of the three safety scenarios below. 

	Minor spill in the BSC
	Major spill in the BSC
	Spill/breakage in lab 
(outside BSC)

	
	
	

	Is this safety procedure documented?
	 No Yes   
	Is this safety procedure documented?
	 No Yes   
	Is this safety procedure documented?
	 No Yes   

	Comments:






	Personal and Respiratory Protective Apparel

	Are protective apparel requirements clearly posted and available at all times in the lab?
	 Yes    No

	Does staff wear the following apparel while working with TB specimens / cultures?
	Gloves
	 Yes    No

	
	Gowns

	 Yes    No

	
	Shoe covers
	 Yes    No

	
	Hair covers
	 Yes    No

	Are the staff provided with N-95, FFP-2, or equivalent respirators? 
	 Yes    No

	If Yes
	Name of respirators used
	Comment. 

	
	Have they been fit-tested for personal use?
	 Yes    No

	
	Have the staff received training on the proper use of these respirators? 
	 Yes    No

	
	Does the staff wear respirators while handling BSL3
 specimens / cultures?
	 Yes    No

	Comments:







	Bio-safety Practices / Infection Control Procedures

	Does the Laboratory have SOPs for working in the containment area and BSC?
	 Yes    No

	Are specimens handled only in the BSC? 
	 Yes    No

	Does staff work in a manner to minimize aerosols? 
	 Yes    No

	Does staff use appropriate practices (placement of specimens, reagents, equipment; hand / arm movement) while working in a BSC? 
	 Yes    No

	Describe the training program for new staff working in the containment area(s) below: 


	Has there been any Laboratory-acquired infection or disease in this Laboratory?
	 Yes    No

	If Yes,

Please Specify
	

	Has the laboratory ever been fumigated?
	 No Yes   

	If Yes
	How frequently is the laboratory fumigated?
	 Routinely

 Only after spillage 
     or breakage

	
	Who performs the fumigation?
	 Contractor

 Lab Staff

	
	What chemicals and methods are used to fumigate the lab?
Please list to the right  
	Chemicals:



	
	
	Methods:




	Specimen Tracking and Reporting

	Is there a system in place for tracking specimens from the point at which they are received, through testing and reporting to storage / shipping / destruction of the specimen?  
	 Yes    No

	If Yes

	Collected at the clinical site
	 Yes    No

	
	Shipped to the laboratory
	 Yes    No

	
	Received at the laboratory
	 Yes    No

	
	Processed at the laboratory
	 Yes    No

	
	Results reported to the clinical site
	 Yes    No

	Average Report
Turn Around Time
	AFB Smear

	

	
	Culture
	Liquid
	

	
	
	Solid
	

	
	
	DST


	

	
	Other Test (Specify):

	
	Other Test (Specify):

	What is the procedure for reporting results?




	Are culture results reported in a semi-quantitative manner?
	 No Yes   

	How is confidentiality ensured on the reported results?





	Kit Supplies

	Can kit supplies be provided by the laboratory to the clinical sites? 
	 Yes    No

	If Yes, list kit type(s):




(Organism
) Specimen Processing AND Tests 

	Specimen Processing

	What method(s) are used for de-contaminating specimens upon receipt?  Please list below. If using NaOH, please list the final concentration used.

	


	Tests/Procedures available at this Laboratory
	Check here if used to
	Approximate number performed monthly

	
	Isolate
	Identify
	

	Direct AFB smears 
	 No Yes   
	
	
	

	Concentrated AFB smears
	 No Yes   
	
	
	

	Culture 
	LJ slant
	 No Yes   
	
	
	

	
	a. Resistance Ratio
	 No Yes   
	
	
	

	
	b. Absolute Concentration
	 No Yes   
	
	
	

	
	MGIT
	 No Yes   
	
	
	

	
	a. TTP
	 No Yes   
	
	
	

	
	b. DST
	 No Yes   
	
	
	

	
	Ogawa slant
	 No Yes   
	
	
	

	
	7H10/7H11 agar plate
	 No Yes   
	
	
	

	
	Blood Agar
	 No Yes   
	
	
	

	
	Quantitative Sputum Culture*
	 No Yes   
	
	
	

	QUANTIFeron or T-Spot

	 No Yes   
	
	
	

	Hain Assay MTBDRplus (first generation)
	 No Yes   
	
	
	

	Hain Assay MTBDRsl (second generation)
	 No Yes   
	
	
	

	Hain LPA MYCCM
	 No Yes   
	
	
	

	Gene Xpert
	 No Yes   
	
	
	

	Speciation via HPLC
	 No Yes   
	
	
	

	Other Speciation 
   Test (List):
	
	 No Yes   
	
	
	

	PncA sequencing
	 No Yes   
	
	
	

	MIC
	Agar Proportion
	 No Yes   
	
	
	

	
	Agar Dilution
	 No Yes   
	
	
	

	
	Broth microdilution
	 No Yes   
	
	
	

	M. Tb DNA extraction and amplification 
	 No Yes   
	
	
	

	MTP64 Antigen Test
	 No  Yes   
	
	
	

	MODS
	 No  Yes   
	
	
	

	Nitrate Reductase Assay
	 No  Yes   
	
	
	

	Direct MTB Amplification Test 
   (i.e., Roche Amplicor, Cobas, ProbeTec, Gen-Probe AMTD)
	 No  Yes   
	
	
	

	Other Test (Specify):
	
	 N/A
	
	
	

	Other Test (Specify):
	
	 N/A
	
	
	

	Other Test (Specify):
	
	 N/A
	
	
	

	*If Quantitative Sputum Cultures are done, please elaborate
	

	Comments:




	Laboratory Skills and Resource Availability

	Has the site ever used agar media such as Middlebrook 7H10 or 7H11 for sputum culture
	 No Yes   

	Has site ever performed drug susceptibility testing according to the proportion method using agar media?
	 No Yes   

	Has site ever prepared agar plates (7H10, 7H11)?
	 No Yes   

	Has site ever prepared media (LJ, agar, liquid) containing antibiotics?
	 No Yes   

	If Yes, were the antibiotics in disk (Selectatabs) or powder form?
	 Disk form

 Drug powder

	Has site performed procedures that requires pipetting precise volumes?
	 No Yes   

	Has site performed serial dilutions?
	 No Yes   

	Does site have access to clean, distilled or sterile water?
	 No Yes   

	Describe the availability and reliability of electric power and the backup procedures in case of power failure
	


	Microscopy Methods

	List method(s) used for staining
	Sputum Smears
	

	
	MGIT/Solid Cultures
	

	Are microscopy stain reagents:  
	 Purchased commercially or    Prepared in-house

	What scoring / grading system(s) 
are used for reporting results?  


	 IUATLD/WHO

	
	 US CDC/USPHS

	
	 Other (Please Specify): 


	Resistance Testing for First Line Drugs

	  Mark here if First Line Drugs are not tested at this Lab

	Drug Name
	Tested in 

First Line
	Tested in Second Line
	Not

Tested
	Tested at following Critical Concentration(s)
	Via

	
	
	
	
	
	LJ
	MGIT
	Other (Specify)

	
	
	
	
	LJ
	MGIT
	
	
	

	Isoniazid
	
	
	
	
	
	
	
	

	Pyrazinamide
	
	
	
	
	
	
	
	

	Rifampicin
	
	
	
	
	
	
	
	

	Streptomycin
	
	
	
	
	
	
	
	

	Ethambutol

	
	
	
	
	
	
	
	

	If isolate is found to be drug resistant during the culturing process, is sample retested using the same method or another method?
	 Same method

 Another method

 Sample not retested

	Is it sent to another lab for validation of result?
	 No Yes   

	If isolate is resistant to first-line drugs, is isolate tested with second-line drugs? 
	 No Yes   

	Comments:





	Resistance Testing for Second Line Drugs

	  Mark here if Second Line Drugs are not tested at this Lab

	Drug Name
	Tested in 

First Line
	Tested in Second Line
	Not

Tested
	Tested at following Critical Concentration(s)
	Via

	
	
	
	
	
	LJ
	MGIT
	Other (Specify)

	
	
	
	
	LJ
	MGIT
	
	
	

	Ofloxacin
	
	
	
	
	
	
	
	

	Kanamycin
	
	
	
	
	
	
	
	

	Ethionamide
	
	
	
	
	
	
	
	

	Capreomycin
	
	
	
	
	
	
	
	

	Moxifloxacin
	
	
	
	
	
	
	
	

	D-Cycloserine
	
	
	
	
	
	
	
	

	PAS
	
	
	
	
	
	
	
	

	Levofloxacin
	
	
	
	
	
	
	
	

	Other (Please List)

	
	
	
	
	
	
	
	

	Other (Please List)


	
	
	
	
	
	
	
	

	If isolate is found to be drug resistant during the culturing process, is sample retested using the same method or another method?
	 Same method

 Another method

 Sample not retested

	Is it sent to another lab for validation of result?
	 No Yes   

	Comments:





ffdfdfdsfdsfdsng Opportunities and Needsut  M and Pa are being done with this method versus CLSI versus micro dilutionl.







	Long Term Storage and Shipment of Samples

	Does site have experience storing or freezing samples long-term? 
	 Yes    No

	If Yes
	Type of Specimen
	Media Type
	Volume
	Temperature

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Does site have sufficient room in freezers for DNA and isolates for the specified time periods in the protocol (approximately 5 years)?
	 Yes    No

	Describe the tracking system used to 

catalogue the isolates. 
	

	Does site have experience with shipping samples? 
	 Yes    No

	Can samples be exported out of the country?
	 Yes    No

	If Yes
	The following are permitted for exportation (Check all that apply):

	
	List the organisms you work with (attach a full list if the number of organisms is more than 4)
	
	  DNA

	
	
	
	  Cultures

	
	
	
	  DNA

	
	
	
	  Cultures

	
	
	
	  DNA

	
	
	
	  Cultures

	
	
	
	  DNA

	
	
	
	  Cultures

	
	List approximate time it takes to obtain an export license (for each organism if different)
	

	
	How many shipments are permitted per export license? (for each organism if different)
	

	
	How frequently does the export license need to be renewed? (for each organism if different)
	

	Comments:




	Recovery and Contamination Rates

	Does lab collect and review cumulative data to monitor recovery rates (smear and culture positive) and contamination rates?
	 No Yes   

	If Yes, review Cumulative Data to monitor Recovery Rates (Smear and Culture Positivity) together with Contamination Rates. Record the latest Recovery and Contamination Rates and Dates.

	Parameter
	Rate
	As Of (Date):

	Smear Positive / Culture Positive (Solid Medium)
	
	

	Smear Negative / Culture Positive (Solid Medium)
	
	

	Smear Positive / Culture Positive (Liquid Medium)
	
	

	Smear Negative / Culture Positive (Liquid Medium)
	
	

	Culture Positive / Specimens Cultured (Solid Medium)
	
	

	Culture Positive / Specimens Cultured (Liquid Medium)
	
	

	Contamination Rate (Solid Medium)
	
	

	Contamination Rate (Liquid Medium)
	
	


Administrative

	Vendor and Supplier Management

	Does the Laboratory have a process for selecting vendors and thirdparty Laboratories to perform tests they are unable to perform locally?  
	 No Yes   

	If Yes, is this process documented?
	 No Yes   

	Does the laboratory purchase supplies on own or through the hospital/institution?
	

	Who are supplier(s) for laboratory supplies?
	Comment. 

	How long does it take to receive laboratory supplies from the time the order is placed?
	

	Does laboratory have a tracking system for supply levels?  
	 No Yes   

	Comments: 



	Documentation and Record Retention

	Where is the data generated in the Laboratory recorded?
	Comment. 

	Are the procedures for data recording consistent with GLP?
	 Yes    No

	Where would a monitor review Laboratory documentation (source)? 
	Location (check all that apply and comment):
	Using (check all that apply and comment):

	
	 FORMCHECKBOX 
 Within BSL (or equivalent) area

	 Copies of documentation

	
	
	 Unsterilized originals of documentation

	
	 Outside BSL (or equivalent) area

	  Autoclaved originals of documentation

	
	
	 Electronic records

	Is there a system in place to verify correct results are recorded on the final record/report?
	 Yes    No

	How are laboratory records stored?



	What types of storage facilities are used and systems are in place to ensure the security and safekeeping of the records?



	 Are the following Records retained?
	If Yes, 

Retention Time

	Analytical raw data / results
	 No Yes   
	

	Records of all audits 
	 No Yes   
	

	Qualifications, training, experience and job descriptions of staff
	 No Yes   
	

	Maintenance and calibration records
	 No Yes   
	

	Historical file of SOPs, including index
	 No Yes   
	

	Results of all QC test results to confirm accuracy of work performed
	 No Yes   
	

	If electronic 
records 

are used
	Do their retention measures utilize media suitable for long-term storage and retrieval of data? 
	 N/A No   Yes  

	
	Do they follow relevant regulatory requirements for electronic records and signatures?
	 N/A No   Yes  

	
	Are they retained under equivalent controls, in accordance with regulatory requirements relating to the generation and use of electronic records?
	 N/A No   Yes  

	Comments:



	Computerized Systems in the Laboratory

	Check here if the Laboratory does not utilize computerized systems.
	

	Are procedures in place to assure computerized systems are acquired, developed, tested, released, used and maintained and retired according to procedures in line with established Good Practice Standards and expectations?
	 Yes    No

	Are computerized systems housed in suitable locations, with back-up systems and / or Uninterruptible Power Supplies (UPS) in place where a system failure could potentially affect the results of studies?
	 Yes    No

	Are disaster recovery procedures in place for critical systems and are they regularly tested?
	 Yes    No

	Is access to computerized systems controlled via appropriate physical and logical security measures?
	 Yes    No

	Do procedures define software development / coding standards, test / validation requirements and the responsibilities of all groups involved in the use of computerized systems (IT, Users, QA)?
	 Yes    No

	Please Comment on any No answer in this section:




OVERALL

	Are there adequate Facilities for / Evidence of

	Controlled receipt and appropriate storage of materials, supplies and samples?
	 No Yes   

	Processing and analysis of samples?
	 No Yes   

	Proper maintenance and operation of equipment?
	 No Yes   

	Proper maintenance and storage of data and records?
	 No Yes   

	Report collation?
	 No Yes   

	Good housekeeping practices?
	 No Yes   

	Please comment on any No Answer in this section: 




ot sure if this is the appropriate time period. 















































































	Reporter
	Name
	
	Approver
	Name
	

	
	Title
	
	
	Title
	

	
	Organization
	
	
	Organization
	

	
	Date
	
	
	Date
	

	
	Signature
	
	
	Signature
	


       Table 1 – Assessment Observations Summary

	No.
	Subject
	Observations

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	

	6
	
	

	7
	
	

	8
	
	

	9
	
	

	10
	
	

	11
	
	

	12
	
	

	13
	
	

	14
	
	


	No.
	Subject
	Observations

	15
	
	

	16
	
	

	17
	
	

	18
	
	

	19
	
	

	20
	
	

	21
	
	

	22
	
	

	23
	
	

	24
	
	

	25
	
	

	26
	
	

	27
	
	

	28
	
	


               Table 2 – Laboratory Rating

	Rating Key
	Ready to start in 
6 months
	Ready to start in 
6-12 months
	Ready to start in
 1-2 years
	Ready to start in 
≥2 years

	
	1
	2
	3
	4

	People


	Experience
	
	
	
	

	
	Training
	
	
	
	

	
	Number of Staff
	
	
	
	

	Overall Potential Trial Size


	Large Numbers
	
	
	
	

	
	Small Numbers
	
	
	
	

	Overall Patient Population
	
	
	
	

	Infrastructure
	
	
	
	

	Equipment
	
	
	
	


Table 3 - Equipment and Maintenance/Service Records Available at Laboratory
	Are the Following available:
	If Yes, 

How many
	If Yes, Please state how frequently these are inspected for the 
following aspects and if records are kept for these inspections

	
	
	Speed/
Accuracy
	Cleaned/
Maintained#
	Temperature
	Service
	Calibration#

	Telephone 
(with ability to dial internationally?)
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Fax – Plain Paper
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Computer
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Scanner
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Lockable Cupboard
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Specimen Collection Area
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Refrigerated Centrifuge
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Refrigerator
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Freezer (-20°C)
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Freezer (-80°C)
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Back-up Freezer
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Digital Thermometer
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Freezer Alarm
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Back-up Generator (UPS)
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Dry Ice
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Transport Courier - Local
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Transport Courier - Int’l
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	CO2 Incubator
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Timer with Alarm
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Pipette
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Water Purifier
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	

	Automated Slide Stainer
	 Yes    No
	
	
	
	
	
	
	
	
	
	
	


	Are the Following available:
	If Yes, 

How many
	If Yes, Please state how frequently these are inspected for the 

following aspects and check if records are kept for these inspections

	
	
	Speed/

Accuracy
	Cleaned/

Maintained#
	Temperature
	Service
	Calibration#

	Scale/Balance
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Thermal Cycler / PCR Machine
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Light Microscope
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Fluorescent Microscope
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Water Bath
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Heating Block
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Vortex Mixer
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Microfuge
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Hot plate
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	

	Ultrasonic bath
	 No Yes   
	
	
	
	
	
	
	
	
	
	
	


�This document has been designed to be used as a template to be amended to fit the needs of your laboratory.


�Please edit this section to reflect the work your laboratory does


�Please note which BSL3 organisms your laboratory will be working with


�Please edit these tests to reflect which will be undertaken in your laboratory


�


�


�


This section of the assessment needs to be specific to whichever organisms and tests you will undertake. We have used the example of tuberculosis as a reference.





Please note which organisms you will be working with
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