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e) Training supervisor: Professor M Ciaccio, Dott.ssa R Caldarella
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g) Prof M Ciaccio is also the current President of SIBioC

Overview of the Laboratory.

The Core laboratory has various departments namely Immunology, Chemistry,
Haematology, Urine, Haemostasis and several others. Each lab has Biologists,
Technologists and Technicians trained to operate the various pieces of equipment and
conduct testing. The overall supervisor is Dott.ssa Rosalia Caldarella. Her responsibilities
include managing of the day to day activities of the lab and ensuring that Quality assurance
activities are conducted and monitored. She reports to the Laboratory Director Professor M
Ciaccio.

The sezione di Biochimica e Medicina Molecolare clinica has seven members of staff who
conduct various research projects in the Laboratory and are also lecturers at the University.
They also report to Professor M Ciaccio.

Course Content:

Pre-analytical phase
Internal quality control
External quality assessment
Authorisation of results
Reporting of results
Communication with users
Quality management System
Financial management
Management of people
Clinical leadership
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Topics covered.

1. Pre-analytic phase

The Pre-analytic phase refers to the processes thatstartsf r om t he c¢cl inician’s r
include the examination request, preparation and identification of the patient, collection of

the primary sample(s), and transportation to and within the laboratory, and end when the

analytical examination begins.

In the laboratory samples with barcodes are received at the accepting area where two staff
are assigned to visually inspect the specimen and verify that the number of samples brought
are same number with that indicated on the transportation forms. Once this is done the
specimen are then taken to the various sections according to the requested tests, e.g..
Haematology.

At the various sections, specimens are further verified by their barcodes and checked for
different non-conformities according to the rejection criteria for different tests and specimen.
For example, Haematology samples must be in EDTA containers, at least 3mls volume and
must contain no clots. If samples do not meet the standards Clinicians are requested to
repeat the sample collection for testing.

During my training, a new piece of equipment (Cobas) was being installed for the Pre-
analytic phase. This equipment has various sectors with different functions such as verifying
correct sample to test by reading the barcodes, checks for the correct sample volumes, and
checks the tops of the sample containers match the tests requested. It further moves the
samples to the sectors as assigned prior by the Technologist. Those with errors are
checked and if corrected can be added again to the instrument. Samples are then moved to
the different instruments for analysis e.g., the Cobas 702 chemistry analyser.

2. Internal quality control

Prior to analysing of samples, the Laboratory conducts Internal Quality control on all pieces
of equipment. This is done daily, when a new kit of reagents is being used or when the
instrument prompts. Instruments also have different maintenance requirements according to
the user manuals. Some require daily, weekly or monthly maintenance performed.

Quiality control material are in different forms, e.g. lyophilised and require reconstitution and

others already packaged in liquid form ready for use. Package inserts are used to verify that
theQCresultsarecorrect and using the Westgard rules fa
These results are saved in files on the host computers and backups made. Should the

results not conform to those in the inserts, Re-runs are conducted and instruments checked

material are kept at different temperatures as required by the manufacturer information and

used within the stated Expiry dates. Trends of QC results are monitored and non-

conformities are also recorded.

3. External guality assessment

The laboratory takes part in EQA with the One World Accuracy. 4 exercises are conducted
in 1 year. 10 to 12 profiles are conducted in the different sections e.g., Haematology,
chemistry, Haemostasis and urine. 1 profile consists of 3 vials which are lyophilised and
reconstituted with deionised water. They are stored at 4-8 degrees Celsius or 0-20 degrees
Celsius. Once received in the lab, they are checked for stability and quality then sent to the
various pieces of equipment and analysed same way as patient samples. Results are
validated and entered on the forms provided by One Accuracy. Results are sent online
before the end dated as stated by the providers. Results are then sent back after 1 month
and non-conformities addressed accordingly and records maintained.




4. Quality management system

The laboratory currently conforms to the ISO 9001:2008 and is now applying to begin using
the ISO/DIS 15189:2012. There is no working Quality manual. Various Standard operating
procedures have been developed, e.g. SOP for non-conformities, Accepting of samples but
to name a few. The other SOPs are still being developed hence staff use the extracts from
the user manuals for instruments and tests. Technical SOPs available were for the old
pieces of equipment which have now been removed from use.

Some improvement projects that have been done include the establishment of Turnaround
time (TAT) for Emergency tests.30 minutes has been established all for emergency tests.
Competence assessments are also carried out once a year for all members of staff on
various tests and equipment. They are done under supervision and observation. Records of
results are confidential and maintained in the office of the Quality representative.

The Laboratory utilises the Modulab information system. The requests and results are
submitted using the Intranet and is password protected. The information is maintained using
the S.I.A server. All results are validated by two staff before release and maintained for a
number of years in the server.

Overall Experience.

Professor Ciaccio and his staff were very welcoming and accommodative. | was closely
assigned to Dott.ssa Chiara Belia then to Luisa Angello as she was more competent in
English. My little knowledge of the Italian language was quite challenging and this made me
struggle in a few places but | was able to learn a few of the basic words.

The Residenza Ancelle in the centre of Palermo where | was accommodated was
reasonable. | shared the house with other Italian girl students who helped me settle quickly
and they also helped me find my way around.

The financial support of 6,000 Euros was adequate, | must say Palermo is not a cheap place
to live but | was able to utilise the funds accordingly. The 3-phase payment scheme was
beneficial as | was able to plan and spend accordingly.

The city of Palermo is a beautiful one filled with so much to see. The ancient churches and
cathedrals, the typical Sicilian food e.g.melanzini, the classical theatres, squares and the
Mondello beach at the sea are also lovely places to appreciate.

The overall experience was pleasant and will be a memorable one. | could appreciate a
number of things and techniques in the laboratories. Coming from a laboratory that is in the
process of attaining accreditation, the experience was a stepping stone as it gave me the
opportunity to identify the gaps and areas of improvement in my own laboratory.

Limitations:

The Training covered 5 topics from the list selected. Time and language were limiting factors
as the Quality representative Dot.ssa R Caldarella, | was assigned to had other
commitments and responsibilities. Some of the items were learnt through observation. Given
adequate attention | believe much more would have been done but | am grateful for her
efforts.

Recommendations for improvement:
1 To ensure that the trainers are able to effectively communicate (language) with the
trainees
1 The course content to be effectively reviewed by the trainer prior to the training once
the submissions have been made

1 To have at least two (2) students as opposed to one attached to the Laboratory
during training.
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