(-‘LIBAL ACCREDITATION

RESET FORM

For accreditation to ISO 15189:2022

APPLICATION FORM AND QUESTIONNAIRE FOR THE
ACCREDITATION OF MEDICAL LABORATORIES
Part A - Application

Name of Applicant (Legal entity or parent organization name):

FOR OFFICIAL USE ONLY
Client Reference Number:

Applicant’s Address:

3. Contact Information:
Tel. No.:
Fax No.:
Website:

Name of Laboratory Seeking Accreditation:
(if different from 1)

5. Address of Laboratory Seeking Accreditation:

(if different from 2)

Name & Email Address of Personnel in Charge of Laboratory:

Name & Email Address of Personnel with Responsibility for the
Management of the Quality Management System

8. Name & Email Address of Deputy in Charge or Alternate Contact: 9. Name & Email Address of Personnel with Responsibility for
(if applicable) Financial Matters:
10. Name & Email Address of Personnel Responsible for Technical |11. Please Tick the Appropriate Accreditation Request:

Management: (if there is more than one such person, please add relevant
contact information as appendices)

1st Accreditation

Extension of Scope

We hereby apply for accreditation for the examination/Testing activity detailed in the attached documents.
On the granting of accreditation, we agree:

L.
Il.
M.
Iv.

to abide by the requirements stated in 1ISO 15189:2022;

to abide by the requirements of JANAAC's accreditation programme;

to pay the required annual accreditation fees;

that accreditation may be withdrawn, suspended or reduced if we fail to comply with the foregoing, subject only to the rights

of appeal set out in the relevant procedures

We acknowledge the fact that the application fee (paid for the initial assessment) is non-refundable.

12.

Name of Authorized Personnel Position

13.

Signature of Authorized Personnel

Date

Company Seal/ Company Stamp:

Except for information that the applicant makes publicly available, or when agreed in writing between JANAAC and the applicant, all other
information obtained during the accreditation process will be considered proprietary and shall be regarded as confidential. If JANAAC is required
by law or authorized by contractual arrangements to release confidential information, the applicant will, unless prohibited by law, be notified of the

in

formation to be provided.

If, at any point during the application or initial assessment process there is evidence of fraudulent behaviour, or if the CAB intentionally provides
false information or conceals information, JANAAC shall reject the application or terminate the assessment process.
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APPLICATION FORM AND QUESTIONNAIRE
FOR THE ACCREDITATION OF MEDICAL LABORATORIES
Part B - Questionnaire

Section A

General Instructions

Applicants should review the relevant requirements (please see the General Criteria for Conformity
Assessment Body Accreditation — JANAAC/DOC/33; JANAAC Requirements for Measurement
Uncertainty-JANAAC/DOC/23 and Requirements for Measurement Traceability-JANAAC/DOC/24 on
the JANAAC website or in your information package) and standards that pertain to their facilities
and the accreditation being sought and ensure that these are understood and fulfilled to the
best of the applicant's ability, before submitting the completed Application Form and
Questionnaire for the Accreditation of Medical Laboratories.

Responses to each question and attached listings must be clear and concise.

Material deemed to provide necessary additional information e.g. promotional material, annual
reports, etc. can be submitted, but must be clearly titled as appendices and referenced to
specific questions on your application form and questionnaire.

Any question or item on the application form or questionnaire that is deemed to be “not
applicable” to the applicant’s facility should be indicated as such.

Required Documentation

Please attach the following:

1.

Copy of approved plans (if premises are owned by the laboratory) or lease/rental contract for the
laboratory;

Copy of licence to operate the laboratory;

Layout of laboratory indicating equipment placement, for all locations where laboratory
activities related to the requested scope of accreditation are performed;

Authorized copy of management system documentation (including organizational and
management structure and job descriptions for all persons with signatory status in the organizational
structure) i.e.:

a) Statement of quality policy and objective
b) Management system policies “Quality manual”;

c) Management system procedures manual (management and technical requirements
procedures).

Copy of safety manual

Copies of certificates of the head and deputy head of the facility, as well as any other
person(s) with signatory authority.
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Section B

Questions
Answer all questions in the space provided. Please ensure that the cover page is signed by the
organization/department leader, stamped or sealed, and dated, where attachments are necessary.

Description of Activities
A. Clinical: Main Laboratory ] (A main laboratory is the principal location where all or most key activities are
performed).

Branch Laboratory [] (A branch system is one that consists of two or more laboratories owned
and operated by the same organization, utilizing the same management
system.)

Satellite |:| (Satellite laboratories, or limited service laboratories, are located permanently away
from the main laboratory, with one or several analyzers operated by laboratory
personnel. (e.g. emergency laboratories) and

Mobile [] (Mobile - a self-sufficient laboratory which moves from location to location.)

B. Shift Work: If the laboratory works on shifts, please note the times for each shift:

C. Specimen Collection Sites: If there are any specimen collection sites associated with
applicant, please indicate the number and location(s)

D. Point-of-Care Testing (POCT): If applicant is seeking accreditation for POCT please describe
any POCT requested and location(s) where performed.

. The Organization

1.0 Is the laboratory a legal entity? If yes, define the legal status (CLAUSE 5.1):

2.0 Isthe laboratory a part of an organization that performs activities other than examinations
(CLAUSE 5.1)?

Yes No

3.0 If yes, state the names and position of the key personnel of the organization that have
responsibility, involvement or influence in examination activities (CLAUSE 6.2):

4.0 List the names of the analysts who are involved in the requested scope of accreditation
(CLAUSE 6.2):
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5.0 State the name of the key members of staff with signatory authority on the laboratory’s
organizational chart, indicating the title of their respective jobs and their major responsibilities.
(CLAUSE 6.2.3):

NAME OF STAFF

JOB TITLE

MAJOR RESPONSIBILITIES

6.0 List the scope of the examinations for which accreditation is being sought

PRODUCT) EQUIPMENT REFERENCE | MEASUREMENT
MATERIAL | EXAMINATIONS | METHODS Tt —) RANGE UNCERTAINTY
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7.0 What is the major source of income for the Laboratory (i.e. service fees, corporate funding,
government grants, other - please specify) (CLAUSE 5.1)?

8.0 Who are the clients for which the Laboratory provides services (government, private
companies, individuals, etc.) (CLAUSE 6.7)?

1. Human Resources

9.0 Kindly provide a resume for the key members of staff with signatory authority including

professional associations and training courses (CLAUSE 6.2):

1l. Physical Resources — Facilities, Equipment, Materials

10.0 List the major equipment used in the examination for which accreditation is being sought as
well as the individual responsible for each equipment. Include equipment contracted for use

by the Laboratory (CLAUSE 6.4).

INVENTORY
#

ITEM

MANUFACTURER

MODEL
#

CALIBRATION
INTERVAL/PM

CALIBRATED BY

Note: PM — Preventive Maintenance
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11.0 If your application covers activities performed at more than one location (including virtual sites
if applicable), provide details in the table below:

No. | LOCATION/ADDRESS | ACTIVITIES PERFORMED AT | CONTACT DETAILS
LOCATION

12.0 Describe the laboratory’s facilities in terms of type of lighting, power and water supplies,
monitoring of ambient conditions etc. (CLAUSE 6.3):

13.0 What are the safety features and related equipment of the laboratory (e.g. fire protection,
alarms, hazardous indications, chemical and other storage areas, eye wash stations, safety
showers, etc.) (CLAUSE 6.3)? Please list:

14.0 Describe any special environmental conditions required for the examinations for which
accreditation is being sought. What sections of the laboratory require these special
environmental conditions (CLAUSE 6.3)? Describe these conditions, giving reasons.

15.0 Describe the environmental or other monitoring activities carried out by the laboratory.
(CLAUSE 6.3)

16.0 What are the security arrangements to prevent unauthorized access to the laboratory’s
facilities (CLAUSE 6.3.2)?

17.0 Has the laboratory documented the following requirements of the ISO 15189:2022 standard?
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IV. Management System Requirements

Yes

No

Quality Manual Reference or
Other Relevant Reference

Management System Requirements

a) Has management established, documented,
implemented and maintained a management
system to support and demonstrate the
consistent fulfilment of the requirements of this
document. (8.1)

b) Are persons doing work under the laboratory’s
control aware of relevant objectives and policies,
their contribution to the effectiveness of the
management system and the consequences of not
conforming with the management system
requirements  (8.1.3)

[]
(]

c) Does the laboratory ensure that the objectives and
policies are acknowledged and implemented at all
levels of the laboratory organization (8.2.1)

d) Have the laboratory-controlled documents that relate
to the fulfilment of the ISO 15189:2022 (8.3.1)

e) Have the laboratory established and retained legible
records (8.4.1)

f) Has the laboratory identified risks and opportunities
for improvement associated with the laboratory
activities (8.5.1)

g) Does the laboratory have personnel who, irrespective
of other responsibilities, have the authority and
resources needed to carry out their dutiesd (5.4.2)

h) Does the laboratory authorize personnel to perform
specific laboratory activities. (6.2.3)

O O Ooong O

O O 000 0O

Management Requirements

a) Does the laboratory control documents (internal and
external) that relate to the fulfilment of this document
(8.3.1)

b) Have the laboratory establish and retain legible
records to demonstrate fulfilment of the requirements of
this document. (8.4.1)

c) Are procedures in place for the establishment and
review of service agreements (6.7)

d) Have the laboratory communicated its requirements to
referral laboratories and consultants who provide
interpretations and advice (6.8.2)

e) Is there a procedure for selection and purchasing of
external services and supplies (6.8.3)

f) Are arrangements in place to ensure effective
resolution of complaints received from clients or other
parties? (7.7)

g) Are there processes in place to ensure adequate
control of nonconformities (7.5)

h) Does the laboratory operate a programme of

OO oo oo o O
10 OO0 oo o O
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corrective action to eliminate causes of nonconformities
(8.7)

i) Does the laboratory identify risks and opportunities for
improvement associated with the laboratory activities
(8.5)

j) Has the laboratory established and retain legible
records to demonstrate fulfilment of the requirements of
this document? (8.4.1)

k) Are arrangements in place to ensure the laboratory
plan and implement the evaluation and internal audit
processes for effective management of the quality
system (8.8.3)

O O OO0

O O OO0

[) Are arrangements in place for planned management
reviews to ensure continued suitability, adequacy,
effectiveness and support of the quality management
system (8.9)

[
[

Management System — Resource and Process Requirements

a) Does the laboratory have available personnel and
support services necessary to manage and perform its
activities (6.2.1)

]

[]

b) Is a continuing education programme available to
personnel who participate in managerial and technical
processes. and the suitability of the programme and
activities periodically reviewed (6.2.4)

[
N

c) Are arrangements in place to ensure accommodation
and environmental conditions provides quality, safety
and efficacy of service to all users of the laboratory (6.3)

d) Does the laboratory have processes in place for the
selection, purchasing and management of equipment,
reagents and consumables (6.4)

e) Does the laboratory verify reagents and consumables
before being put into use (6.6.3)

f) Does the laboratory have a documented procedure for
pre-examination activities and are readily available(7.2)

g) Have the laboratory selected and use examination
methods which have been validated for their intended
use to assure the clinical accuracy of the examination for
patient testing? (7.3)

Ooo o o

Oooo O O

h) Does the laboratory have a procedure for monitoring
the validity of results? (7.3.7)

i) Does the laboratory validate examination methods
derived from non-standardized methods? (7.3.3)

j) Are measurement uncertainty for each measurement
procedure determined, performance requirements
defined and estimates regularly reviewed. (7.3.4)

k) Does the laboratory have procedures in place to
prevent the release of results in the event of quality
control failure. (7.3.7.2)

) Is there a programme for preventive maintenance of
equipment? (6.4.5)

m) Does the laboratory have a procedure for the

00O O Ogao
00O O 000
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calibration of its equipment. (6.5.2)

n) Does the laboratory operate a programme of
interlaboratory comparison/proficiency testing (7.3.7.3)

0) Are arrangement in place to ensure quality and
reliability of post examination processes (7.4)

p) Do procedures exist for ensuring results are reported
accurately, clearly, unambiguously and in accordance
with any specific instructions (7.4.1.1)

q) Are rresponsibilities and procedures for how
examination results are released for reporting, including
by whom and to whom, specified?(7.4.1.2)

O 0O 0O 0 00
O 0O 00 00

r) Does the laboratory ensure that the authorities and
responsibilities for the management of the information
systems are specified, including the maintenance and
modification to the information systems that can affect
patient care?. (7.6.2)

V. Other Requirements

18.0 State payment method of Application fee (non-refundable) submitted

NB: In the event that the application documents are unsatisfactorily completed, the client will
be informed of this and is required to adequately address this in no more than twenty (20)
working days after notification. Failure to comply with this delivery date will result in the
application being returned for completion and re-submission.

The application will not be registered until the requisite documents and payment of application
fee are received.

Applicant’s representative name:

Applicant’s representative position:

Applicant’s representative signature:

Date:
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For JANAAC use only

Date of receipt of completed application form (inclusive of all relevant document listed in

section A):
Name of Reviewing officer:

Signature of Reviewing Officer:
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