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4.2.1 Management of information (all patient information obtained or created during aulmgdudurannasiilafiania na
the performance of laboratory activities)
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- laboratory shall be responsible, through legally enforceahle agreements,

Asiiszy
- Management of patient information shall include privacy and confidentiality. pzlavinpuin.
¢ aelslulin.
- The laboratory shall inform the user and/or the patient in advance, of the information v S

it intends to place in the public domain.
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- Except that the user and/or the patient makes publicly available, or when agreed

between the laboratory and the patient (e.g., for the purpose of responding to
complaints), all other information is considered proprietary information and shall be
regarded as confidential.
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S 4.3 Requirements regarding patients .

e) treatment of patients, samples, or remains, with due care and'
respect®*.

f) obtaining informed consent when required;

g) ensuring the ongoing availability and integrity of retained patient

samples and records in the event of the closure, amalgamation, or
merger of the laboratory;
h) making relevant information available to a patient and any other
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health service provider at the request of the patient or the request

of a healthcare provider acting on their behalf*;

i) upholding the rights of patients to care that is free from
discrimination.
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5.5 (d), 8.8.2

5.5 Objectives and policies

d) The laboratory shall establish quality indicators™ to evaluate
performance throughout key aspects"©f pre-examination, examination,
and post-examination processes and monitor performance in relation
to objectives (see 8.8.2)

8.8.2 Quality indicators

The process of monitoring quality indicators (see 5.5.d) shall be planned,
which includes establishing the objectives, methodology, interpretation,
limits, action plan and duration of monitoring. v

The indicators shall be periodically reviewed, to ensure their continued
appropriateness
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Quality indicators
-shall be established to
evaluate performance
throughout key aspects**,
-shall be established &
planned which includes

- objectives,

- methodology,

- interpretation,

- limits,

- action plan

- duration of monitoring.

- cover key processes*

- be periodically reviewed*
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8.6 Improvement

8.6.1 Continual improvement '

a) The laboratory shall continually improve the _of the
management system, including the pre-examination, examination and post-
examination processes as stated in the objectives and policies.

b) The laboratory shall identify and select opportunities for improvement and
develop, document, and implement any necessary actions. Improvement
activities shall be directed at areas of highest** priority based on risk
assessments and the opportunities identified.(see 8.5)

NOTE Opportunities for improvement can be identified through risk assessment; use of the

policies; review of the operational procedures, overall objectives, external evaluation reports,
internal audit findings, complaints, corrective actions, management reviews, suggestions from
personnel, suggestions or feedback from patients and users, analysis of data and EQA results.

¢) The laboratory shall evaluate the Effeéctiveness of the actions taken. '

d) Laboratory management shall ensure that the laboratory participates in
continual improvement activities that encompass relevant areas and
outcomes of patient care.

e) Laboratory management shall communicate to personnel** its improvement
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8.9.2 Review input '
The inputs to management review shall be recorded and shall include
evaluations of at least the following:
a) - status of actions from previous management reviews?,
- internal? and external changes® to the management system,
- changes® in the volume and type of laboratory activities and
- adequacy” of resources;
b) fulfilment of objectives® and suitability of policies” and procedures?;
c) outcomes of recent evaluations:
- process monitoring using quality indicators®”,
-internal audits® ",
- analysis of non-conformities!!”,
- corrective actions!?and
- assessments by external bodies’® "
d) Feedback: patient!?, user® and personnel'® and complaints’ ’;
e) Quality assurance of result validity (IQC'® & EQAY)
f)
address

and opportunities for improvement;
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Internal: External:
New equipment, Politic,
New hardware, Economic,
New program, Social,

New staff, etc. Technology,

DMSc’s policy etc.
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of any implemented improvements?? and actions taken to




Bl_ s g) performance of external providers?!;
: h) results of participation in interlaboratory comparison program??

i) evaluation of POCT activities??, and
j) other relevant factors, such as monitoring activities?* and training?

8.9.3 Review output
«_» Theoutputs from the management review shall record all decisions* and
woww actions related to at least:
o a) the effectiveness of the management system and its processes;
b) improvement of the laboratory activities related to the fulfilment of the
requirements of this document;
c) provision of required resources;
d) improvement of services to users;
e) any need for change.
Laboratory management shall ensure that actions arising from management
review are completed within a defined timeframe*.
Conclusion and actions arising from management reviews shall be
communicated™ to lab personnel.
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