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MEDICAL LABORATORY SCIENCE COUNCIL OF NIGERIA(MLSCN)
CHECKLIST FOR MEDICAL LABORATORY INSPECTION.
INSPECTION SCORING

This laboratory inspection checklist contains 64 items worth 144 points. Each item has been awarded a point value of either 1, 2 or 3 points-based upon relative importance and/or complexity. Responses to all questions must be either “yes”, “partial” or “no”.

· Items marked “yes” receive the corresponding point value (either 1, 2 or 3 points). All elements of a question must be present in order to indicate “yes” for a given item and thus award the corresponding points.

· Items that include “tick lists” must receive all “yes” and/or “n/a” responses to be marked “yes” for the overarching item.

· Items marked “partial” receive 1 point.

· Items marked “no” receive no point.

When marking “partial” or “no”, notes should be captured in the comments field to assist the laboratory in addressing these areas. For example, if the question reads “Are environmental checks/temperature logs complete, accurate and regularly reviewed?” and the inspector’s finding is that the logs are complete but are not reviewed by the supervisor, the item will be marked “partial” and should include an explanation noting the absence of supervisor’s review in the comment field.

INSPECTION SCORE SHEET:

	Section
	Total points
	Inspection score

	General Information
	7
	

	Section 1: Documents and Records (13items)
	29
	

	Section 2: Personnel (8 items)
	24
	

	Section 3: Process Control, Internal/External Quality Assessment(4items)
	10
	

	Section 4: Equipment (7 items)
	18
	

	Section 5: Facilities and Safety (32 items)
	56
	

	TOTAL SCORE
	144
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	GENERAL INFORMATION                                                                                         1 Point

	Date of Assessment



	Name(s) and Affiliation(s) of  Assessor(s)



	Laboratory Name

	Laboratory Address

	Laboratory Telephone
	Fax
	Email



	Head of Laboratory
	Telephone (Head of Lab)
	Personal?

	
	
	    Work?

	Laboratory Level (check those that apply)
	Laboratory Affiliation (check those that apply)



	
	National
	
	Regional/Provincial
	
	Public
	
	Academic



	
	Zonal
	
	District
	
	Private
	 
	NGO/Religious Institution



	Laboratory Staffing Summary



	                 Profession
	Number of Full Time

Equivalents (FTEs)
	  Adequate for facility operations?

	Med. Lab. Scientists
	
	      Yes      No     Insufficient Data



	Med. Lab. Technicians
	
	      Yes      No     Insufficient Data



	Med. Lab. Assistants
	
	      Yes      No     Insufficient Data



	Data Clerk
	
	      Yes      No     Insufficient Data



	Phlebotomists
	
	      Yes      No     Insufficient Data



	Cleaners
	
	      Yes      No     Insufficient Data



	      Is the cleaner(s) dedicated for only laboratory?

                      Yes                   No
	 Has the cleaner(s) been trained in safe waste      handling?

                  Yes                No

	Drivers
	
	      Yes      No     Insufficient Data



	       Is the driver(s) dedicated for only laboratory?

                   Yes                No
	Has the driver(s) been trained in biosafety?

                 Yes            No

	Other
	
	     Yes              No    Insufficient Data



	If the laboratory has IT specialists, accountants or non-laboratory-trained management staff this can be indicated when describing the organizational structure on the following page.





	GENERAL INFORMATION, Cont.                                                                             1 Point

	Days and Hours of Service



	       Sun
	       Mon
	   Tuesday
	Wednesday
	 Thursday
	   Friday
	Saturday



	Does the laboratory provide on-call services?  If so, how are they organized?



	List the tests run as part of the on-call services?



	Referral Network


	List the names and types of health facilities the laboratory currently serves
	List the name and type of laboratories to which the laboratory refers specimens.



	Is a back-up laboratory formally designated for specimen referral in the event of instrument breakdown or power cutoff? If so, list the name of the back-up laboratory




	SPECIMEN RECEIVING SCHEDULE                                                                                                 1 Point



	Consulting the laboratory logbooks, list the average number of specimens received each day per test over the last four weeks.

Note any significant variations that occur monthly.

	     Monday
	      Tuesday
	    Wednesday
	    Thursday
	     Friday



	


	REFERRAL  TESTING (if applicable)                                                                                                 1 Point

	List the types of tests that are referred from this laboratory to another facility for testing.                ISO 15189: 4.5.3

	Test
	Laboratory Referred to




	ORGANIZATIONAL STRUCTURE and REPORTING AUTHORITY                              1 Point

	Provide the organizational diagram for the laboratory and the reporting structure for the laboratory (or attach).




	LABORATORY FLOORPLAN & LAYOUT                                              1 Point

	Briefly sketch the general layout of the laboratory (or attach).
















                                                                                                                                                       

	PAST FINDINGS/ITEMS for FOLLOW-UP (populated by inspector, if applicable)                 1 Point

	


1. DOCUMENTS AND RECORDS 

	
	
	POINTS
	YES
	NO
	PARTIAL
	JUSTIFICATION
	SCORE

	1
	Is there a Quality Manual?
	3
	
	
	
	
	

	2.
	Is there a Safety Manual?
	3
	
	
	
	
	

	3.
	Are there SOPs?
	3
	
	
	
	
	

	4.
	Availability of Laboratory Request/Report forms?
	2
	
	
	
	
	

	5.
	Client’s information / Bio-data Register?
	2
	
	
	
	
	

	6.
	Is there a Referral Register?
	2
	
	
	
	
	

	7.
	Are there Bench Books?
	2
	
	
	
	
	

	8.
	Master Report/Result Register?
	2
	
	
	
	
	

	9.
	Dispatch Register
	2
	
	
	
	
	

	10.
	Proper archiving records?
	2
	
	
	
	
	

	11.
	Are Records legible?
	2
	
	
	
	
	

	12.
	Are laboratory results easily retrievable?
	2
	
	
	
	
	

	13.
	Is record retention period stated?
	2
	
	
	
	
	

	
	
	29 POINTS
	


Extra Information:

2. PERSONNEL
	
	
	POINTS
	YES
	NO
	PARTIAL
	JUSTIFICATION
	SCORE

	1
	Is the Head of the Laboratory a Medical Laboratory Scientist?
	5
	
	
	
	
	

	2.
	Is His/her license current?
	3
	
	
	
	
	

	3.
	Is there Support staff (i.e. MLT and MLA)?
	3
	
	
	
	
	

	3b.
	Does the Support Staff have current work permit?
	2
	
	
	
	
	

	4.
	Is there a Receptionist?
	2
	
	
	
	
	

	5.
	Is there a Cleaner?
	2
	
	
	
	
	

	6.
	Is Competency testing for staff done?
	3
	
	
	
	
	

	7.
	Does the Staff Participate in Continued Professional Development (CPD)?
	2
	
	
	
	
	

	8.
	Are personnel files available?
	2
	
	
	
	
	

	
	
	24    POINTS
	


Proprietors to make available staff nominal rolls stating their individual functions
3. PROCESS CONTROL, INTERNAL AND EXTERNAL QUALITY ASSESSMENT
	8.
	Is internal quality control (IQC) performed and documented prior to release of results?
	2
	
	
	
	
	

	9.
	Are test results validated, interpreted and released by appropriately authorized and qualified personnel?
	2
	
	
	
	
	

	10.
	Does the laboratory participate in a proficiency testing or inter-laboratory comparison?
	3
	
	
	
	
	

	11.
	Does the laboratory participate in External Quality Assurance of Council and reports documented?
	3
	
	
	
	
	

	
	
	10 POINTS
	


4. EQUIPMENT

	
	
	POINTS
	YES
	NO
	PARTIAL
	JUSTIFICATION
	SCORE

	1.
	Is there enough equipment to run, at least 50% of tests listed on the Request form?
	5
	
	
	
	
	

	2.
	Is the equipment functional?
	3
	
	
	
	
	

	3.
	Is regular equipment service information readily available (e.g. last date of service)
	2
	
	
	
	
	

	4.
	Are newly introduced equipment validated and record of this kept?
	2
	
	
	
	
	

	5.
	Is non-functional equipment removed from the laboratory storage area?
	2
	
	
	
	
	

	6.
	Is routine preventive maintenance performed on all equipment and recorded?
	2
	
	
	
	
	

	7.
	Are there back-up procedures for equipment failure?
	2
	
	
	
	
	

	
	
	18 POINTS
	


5. FACILITIES AND SAFETY

	
	
	POINTS
	YES
	NO
	PARTIAL
	JUSTIFICATION
	SCORE

	1
	Is the size of the laboratory adequate?
	2
	
	
	
	
	

	2.
	Is the layout of the laboratory such that work plan are positioned for optimal work flow (spacing)?
	2
	
	
	
	
	

	3.
	Is the reception / client area separated from testing area?
	1
	
	
	
	
	

	4.
	 Are testing areas clearly demarcated?
	1
	
	
	
	
	

	5.
	Is each workstation maintained free of congestion? 
	2
	
	
	
	
	

	6.
	Are all supplies needed for work present and easily accessible?
	1
	
	
	
	
	

	7.
	Are all chairs/stools at the work stations appropriate for bench height and testing operations being performed?
	1
	
	
	
	
	

	8.
	Are the needed reference materials (e.g. critical values and required action, population reference ranges, frequently called numbers etc.) posted for easy accessibility?
	1
	
	
	
	
	

	9.
	Is the physical work environment appropriate for testing i.e.

(a)  Free of clutter?

(b) Adequately ventilated?

(C) Have adequate lighting

(d) Climate for optimum equipment function

(i.e. Air conditioner, not fan)?

(e) Are wires and cables properly located and protected from traffic?

(f) Is there a functioning back – up power supply (generator)

(g) Is critical equipment supported by uninterrupted power source?

(h) Is equipment placed appropriately, i.e. away from water hazards, out of traffic areas etc.?

(i) Is there a steady water  supply, including deionized water or distilled water ( if needed) ?

(j) Is clerical work completed outside the testing area?

(k) Is a major safety signage posted and enforced?

(l) Are functional fire extinguishers available?

(m) Are there posted guidelines in case of fire outbreak, needle prick, spills or breakages?


	1

1

1

1

1

1

1

1

1

1

1

1

2

1

	
	
	
	
	

	10
	Is the laboratory properly restricted from unauthorized access?
	2
	
	
	
	
	

	11
	Is the laboratory – dedicated cold and room temperature storage free from staff food items?
	1
	
	
	
	
	

	12.
	Are patient’s samples stored separately from reagents and blood products in the laboratory refrigerators and freezers?
	1
	
	
	
	
	

	13.
	Is the work area clean, free of leakages and spills
	1
	
	
	
	
	

	14.
	Are disinfection procedures conducted and documented?
	1
	
	
	
	
	

	15.
	Is sufficient waste disposal available?
	1
	
	
	
	
	

	16.
	Is waste separated into infectious and non-infectious?
	1
	
	
	
	
	

	17.
	Is infectious waste autoclaved, incinerated, or buried?
	1
	
	
	
	
	

	18.
	Are hazardous chemicals properly labeled?
	1
	
	
	
	
	

	19.
	Are hazardous chemicals properly stored?
	1
	
	
	
	
	

	20.
	Are hazardous chemicals properly utilized?
	1
	
	
	
	
	

	21
	Are hazardous chemicals properly disposed?

	1
	
	
	
	
	

	22.
	Are “sharps” handled and properly disposed of in appropriately utilized sharp containers?
	2
	
	
	
	
	

	23.
	Are all electrical cords, plugs, and receptacles appropriately used and in good condition?
	1
	
	
	
	
	

	24.
	Are there appropriate fire extinguishers and are they properly located?
	1
	
	
	
	
	

	25.
	Are the fire extinguishers in good working condition and inspected routinely?
	1
	
	
	
	
	

	26.
	Is an operational fire alarm system in place in the laboratory with periodic  fire drills
	2
	
	
	
	
	

	27.
	Are the following standard safety equipment available:

(a) Bio-safety Cabinet?

(b) Covers on Centrifuges?

© Hand – washing station?

(d) Eye-wash station / bottles?

(e) Spill Kit(s)

(f) First aid Kit(s)

	1

1

1

1

1

1
	
	
	
	
	

	28.
	Is personal protective equipment (PPE) available, readily accessible at the work station?
	1
	
	
	
	
	

	29.
	Are the PPE appropriately and consistently used?


	1
	
	
	
	
	

	30.
	Are laboratory personnel appropriately vaccinated?
	1
	
	
	
	
	

	31.
	Are occupational injuries/illness documented in safety / occurrence log?
	1
	
	
	
	
	

	32.
	Are cleaners, drivers/couriers working with the laboratory trained in Bio-safety practices relevant to their jobs?
	1
	
	
	
	
	

	
	
	56 POINTS
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