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PRE & POST ASSESSMENTS
The following is an example of a pre & post assessment covering all eight of the GLI Training Package: Technical Modules For Xpert MTB/RIF (Ultra) Modules. If the facilitator is not providing training on all the modules, the example can be customized to include more questions from the modules that form part of the training. Ideally the pre & post assessments should consist of 10 - 20 questions. A list of questions (and answers) for all the programmatic modules is provided at the end of this document.    

EXAMPLE

	Question
	Score

	1. What are the sources of infectious aerosols in a TB laboratory? 
	1

	2. What precautions must be taken when handling specimens for performing Xpert MTB/RIF testing?
	1

	3. What are the specimen requirements for Xpert MTB/RIF(Ultra) testing?
	3

	4. What is included in supply chain management?
	3

	5. List two items NOT provided with the GeneXpert MTB/RIF (Ultra) kit?
	2

	6. What do the codes RR and TI mean?
	2

	7. Why are collecting performance indicators important?
	1

	8. What quality indicators should be collected from Xpert MTB/RIF Ultra testing to evaluate proper use?
	3

	9. List two criteria for choosing a staff to attend GeneXpert user training?
	2

	10. What are the responsibilities of the testing site if problems (non-conformities) are identified during the on-site supervision visit?
	2

	TOTAL
	20



PRE & POST ASSESSMENTS QUESTIONS
Question selection for developing a pre & post assessment tool:

M1: TB Biosafety
1. What are the sources of infectious aerosols in a TB laboratory? 
0. Participants should give examples of steps or procedures e.g. splitting a sputum sample, pipetting, centrifuging

1. What is the level of risk for performing Xpert MTB/RIF testing?
0. Risk is low when conducting test as per manufacturer’s instructions, splitting the sample increases the risk

1. What precautions must be taken when handling specimens for performing Xpert MTB/RIF testing?
0. Gloves, gown, work in adequately ventilated area. If splitting samples or concentrating samples work in a BSC

1. What are the contents of a spill kit?
0. Instructions (SOPs) for cleaning up spills
0. A large biohazard bag (autoclavable)
0. Suitable tuberculocidal disinfectant, such as hypochlorite 
(freshly prepared) or phenol-derivatives, stored in
opaque bottles
0. Laboratory gowns (disposable) and goggles
0. Box of gloves (different sizes) 
0. Respirators (N95 or FFP2)
0. Paper towels, cotton wool or absorbent cloths
0. Soap and chloramine tablets (it is important to show how to use the chloramine tablet. In which moment the soap will be used?
0. Dustpan 
0. Sharps container

1. What are the steps for safely disposing of infectious waste?
0. Seal contaminated material (such as used sputum containers, transfer pipettes and used cartridges) in a biohazard bag, and autoclave or incinerate or bury

M2: Specimen collection & referral
1. Describe the process of sputum collection
· Wash your mouth with clean water to remove food and other particles
· Inhale deeply 2–3 times and breathe out strongly each time
· Cough deeply from your chest to produce sputum
· Place the open container close to your mouth to collect the specimen; do not get sputum on the outside of the container
· Wash your hands after collecting the sample

2. Describe the process for triple packaging a specimen
Primary packaging 
Wrap the leak-proof container in cotton wool or paper towels in a sufficient quantity to absorb the entire contents in case of leaks

Secondary packaging 
Place the wrapped container inside a secondary container, such as a self-sealing plastic bag or another container
Place secondary container in a rack to prevent leakage

Tertiary packaging 
Place the secondary container and its contents in an approved safety cooler box or another appropriate container in an upright position
Place a biohazard sign – with markings and labelling appropriate for the specimen category – on the tertiary container

3. What are the specimen requirements for Xpert MTB/RIF(Ultra) testing?
Number of samples: A single sputum specimen is recommended for Xpert MTB/RIF (Ultra) testing:
An additional sputum specimen may be needed in case of an error or invalid Xpert MTB/RIF (Ultra) result
An additional sputum is required for re-testing of Xpert MTB/RIF Ultra trace results
Additional sputum specimens may be needed for microscopy, culture and DST, depending on the NTP’s guidelines [Xpert MTB/RIF (Ultra) are not recommended for monitoring patient treatment]
Minimum volume: 1 ml, 2–4 ml samples are preferred

4. What are the storage & transport requirements for Xpert MTB/RIF (Ultra) samples? 
For sputum samples being transported for Xpert MTB/RIF (Ultra) testing, viability is not an issue, but stability of nucleic acids is a consideration:
If transport is delayed by more than 1 hour, specimens should be stored at 2–8°C. If necessary, specimens may be stored at ambient temperature (maximum 35°C) for up to 3 days, then refrigerated at 2–8°C
Because viability is not required, the bacteria in the sputum specimens can be inactivated and DNA stabilized by adding 70% ethanol and then stored and transported at ambient temperature or at 2–8°C
5. List two quality indicators that should be collected by the referring facility
See slides 39 & 40

M3: Procurement and inventory management
1. What is included in supply chain management?
A process that includes:
Product selection, specification & forecasting
Procurement and ordering
Distribution
Onsite stock management 

2. Why is a physical stock count necessary?
To determine how much to order to avoid stock-outs and expiring of cartridges or other perishable consumables

3. List two items provided with the GeneXpert MTB/RIF (Ultra) kit?
Any two of the following:
Assay Cartridges 
Sample Reagent 
Disposable transfer pipettes 
CD containing the Assay Definition File

4. List two items NOT provided with the GeneXpert MTB/RIF (Ultra) kit?
Any two of the items listed on slides:  
Biohazard supplies (Slide 13)
PPE & lab supplies (Slide 14)
Stationary supplies (Slide 15)

M4: Recording & reporting results
1. What essential data must be entered into the Laboratory Register? 
a. Date specimen collected and received
b. Laboratory Serial Number
c. Type of specimen (sputum salivary, bloody)
d. Patient's information (i.e., name, sex, age, address and register number)
e. Reason for examination (e.g., diagnosis or follow-up)
f. Client category (e.g., Retreatment, MDR, PLHIV, New etc.)

2. What are differences in reporting Xpert MTB/RIF and Xpert MTB/RIF Ultra results?
There is an additional result category for Xpert MTB/RIF Ultra trace that differentiates it from the Xpert MTB/RIF TI category For Xpert MTB/RIF (Ultra), the following abbreviation should be used for trace calls:  TT = MTB detected (trace), RIF resistance indeterminate

3. What do the codes RR and TI mean?
g. RR = MTB detected / rifampicin resistant
h. TI = MTB Detected very low Rifampicin Resistance Indeterminate

4. What is the code for No Result? 
i. I

M5: Monitoring quality indicators
1. Why are collecting performance indicators important?
Performance indicators are tracked against pre-determined targets, any unexplained change in performance indicators should be documented and investigated. Therefore, performance indicators monitor testing site performance and help sites identify changes in trends that may indicate problems in testing
2. What general quality indicators should be collected to evaluate the functioning of the TB laboratory?
	Indicator
	Target

	Number of tests performed, by type of test
	-

	Service interruptions
	No interruptions

	Stock outs
	No stock outs leading to service interruption

	Equipment down time
	No equipment downtime leading to service interruption

	Turnaround time (TAT)
	90% of results meet test-specific TAT

	Test statistics (quality indicator) report
	100% reports completed by defined due date

	EQA results
	>90% EQA panels are passed

	QC results
	>90% QC results meet expected criteria

	Specimen rejection
	<1% specimens rejected

	Customer satisfaction
	>80% surveyed customers are satisfied



3. What quality indicators should be collected from the GeneXpert instrument to evaluate proper use?
See slides 8 & 9

4. What quality indicators should be collected from Xpert MTB/RIF Ultra testing to evaluate proper use?
· Number and proportion of trace calls, disaggregated by patient group 
· Number and proportion of patients whose first sample produces a trace result and who have a repeat test conducted, disaggregated by patient group 
· Number and proportion of patients who have a repeat test conducted whose second sample gives a result for MTB detection and rifampicin resistance, disaggregated by patient group 

M6: Quality Assurance of the Xpert MTB/RIF (Ultra)
1. Which QA activities are recommended for Xpert MTB/RIF (Ultra) at testing site level?
Make the testing site safe and functional 
Conduct training
Standardize policies and documentation
Maintain and service equipment
Ensure adequate supplies and reagents
Test quality samples
Monitor performance indicators 
Report accurate results
Implement PT

2. List the criteria for choosing a staff to attend GeneXpert user training?
· Select at least 1-2 staff per testing site for basic user training
· Candidates must have basic computer literacy and knowledge of laboratory registers 
· Candidates must be those who will perform the GeneXpert testing on a regular basis

3. List three activities to ensure quality reagents are used for Xpert MTB/RIF (Ultra) testing?
· Accurately forecasting Xpert MTB/RIF (Ultra) test supply needs 
· Plan the procurement of reagents based on actual test consumption data
· Regularly monitor cartridge consumption and stock in hand at site
· Rotate stock to ensure that oldest reagents are used first

M7: External Quality Assurance
1. What are the three components of EQA?
Panel testing or Proficiency testing (PT)
On-site supervision
Slide re-checking

2. Why is EQA important?
It can be used to improve performance across the laboratory network
It is an important tool for communicating with and motivating staff 
It’s designed to identify and resolve serious problems with testing
It can be used to access the competency of test operators

3. What are the responsibilities of the testing site if they receive an incorrect PT result?
Investigate & implement corrective actions for PT problems  
Determine effectiveness of corrective actions

Conducting onsite supervision 
4. Why is it important to contact the testing site before conducting an on-site supervision visit?
To ensure that the site is aware of the time and date of visit
To ensure accessibility to testing and clinical facilities
To ensure GeneXpert staff will be available during your visit

5. What are the responsibilities of the testing site if problems (non-conformities) are identified during the on-site supervision visit?
After the visit, perform root cause analysis on the problem(s) identified
Develop action plans, with clear timeframes to address the cause of the problem(s)
Implement the corrective actions
Monitor the effectiveness of the corrective actions
Record & document what was done
Store the report from the supervisor for review at the next onsite supervision visit


6. What is the purpose of analysing data from on-site supervision visits at central level (NTP/NTRL)?  
Determine sites which require re-training
Plan for equipment needs
Plan distribution of national documents

[bookmark: _GoBack]M8: Clinical guide to Xpert MTB/RIF (Ultra)
There are no pre-post assessment assessments for this module. Refer to clinical case studies described in Worksheet (W1:M8).  
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