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Abstract  General Directorate for Accreditation of
Kosovo (DAK) is the only National Accreditation Body in
the Republic of Kosovo, based on Law No. 05 / L-117
approved in the Kosovo Assembly on 20.12.2016 and
published in the Official Newspaper of the Republic of
Kosovo, No. 2/12 January 2017, in accordance with
international standards, assesses technical competences of
the Conformity Assessment Bodies (CAB)s that deals with
activities such as: testing, calibration, certification and
inspection both in public and private sector. Till now
application for accreditation process and all other procedures
for accreditation of CABs are carried out manually, and all
the documents of the application and the receipt of the
certificate of accreditation are conducted in the offices of
DAK manually not using an appropriate Management
Information System, DAK-MIS System. Through DAK
Management Information System (DAK-MIS), customers
will get and proceed all needed documents online, starting
from: Application for accreditation, Application review,
Cost estimates and Accreditation contract, Appointment of
Lead Assessor, Preliminary visit, Appointment of
assessment team, Document and records review, Assessment,
Reporting, Follow up assessment, Decision, Accreditation
surveillance, Renewal of accreditation, Extending
accreditation, Extraordinary visits, Suspending, withdrawing
or reducing the accreditation through this database and
getting finally the official document of accreditation. The
only condition for the customers is to have internet access,
following the accreditation procedure online on the new
system. DAK-MIS System will facilitate the work of DAK
and CABs informing through this paper the CAB's and other
Interested Parties about DAK-MIS database.

Keywords DAK, MIS, CABs, Accreditation, Online,
Database

1. Introduction

The goal of this work is to facilitate hereby with

DAK-MIS System, work of DAK and other Accreditation
Bodies about online accreditation process of CABs,
possibilities and challenges. DAK-MIS System and online
accreditation process is based on standards, regulations and
guidelines which are in force in the European Accreditation
(EA), International Accreditation Forum (IAF) and
International Laboratory Accreditation Cooperation (ILAC).

1.1. DAK-MIS System, Online Application Form for the
Accreditation Process

CABs [10] till now have download from the DAK
webpage [3] the application for accreditation (testing [8],
calibration [8], medical labs [9], inspection bodies [12],
certification bodies [13, 14, 15] etc.) have filled in and have
come in DAK offices for application. When we have to
establish this database CAB’s (Conformity Assessment
Body) will apply through the official web page of DAK [3] at
the DAK-MIS button, to be registered and getting the proper
information for the accreditation procedure and respective
documents needed to receive the accreditation process [2]
and certificate.

The process of online registering will be explained for
better clarifications of CAB’s in line with requests of
ISO/IEC 17011:2004 standard, general requirements for
accreditation bodies accrediting conformity assessment
bodies [2]. DAK will organize trainings for all interesting
parties regarding the use of this database. It is agreement
between DAK and CAB’s that it would be transition period
for 2 years. On this time period it would be double
documents (if they are agree), in hard copy and
electronically, through database, If not CABs have to choose
one solution but after two years they are obligated to apply
for accreditation through database for online accreditation.
The process of using of this database is: At the beginning
CAB’s need to be registered first at the pre-registration form
fulfilling the following fields as mandatory field by field; fig.
1, fig. 2, fig. 3 and fig. 4:
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1.1.1. Name of CAB (Name of the Company Interested to Receive Accreditation)

E-Registration form/E-Regjistrimi/Obrazac za registraciju

@ :

Organization/ Kompania/ TVK/ CAB/ Authorized Contact Person/ Personi | Autorizuar Registration Process/ Procesi | Regjisrimit /Proces
QOrganizacija Organizacija i Kontaktit/ Registracije
Ovlasceni Kontakt osoba

Name of the Organization/ Emri
Kompanise/ Ime organizacije *
Address/Adresal/Adresa *
Telephone/Telefon/Telefon *

e-mail/adresa e-mail-it/e-mail adresa *

Website

Figure 1. E-Registration form/Organization

1.1.2. Address of the Company (Official Address, Phone and Email Address)

E-Registration form/E-Regjistrimi/Obrazac za registraciju

1 o :

Organization/ Kompania/ TVK/ CAB/ Authorized Contact Person/ Personi i Autorizuar Registration Process/ Procesi i Regjisrimit /Proces
Organizacija Organizacija i Kontaktit/ Registracije
Ovlasceni Kontakt osoba

Name of the CAB/Emri i TVK-se/lme TOU ‘ |

*

Address/Adresa/Adresa *

Telephone/Telefon/Telefon *

e-mail/adresa e-mail-it/e-mail adresa *

Website

Personi kontaktues-Menaxheri i Cilésisé/
Contact person-Quality Manager/ Osoba
za kontakt, rukovodioc kvaliteta:

Figure 2. E-Registration form/CAB
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1.1.3. Contact Person (Phone, E-Mail Address and Upload of the Official Document of the Authorized Person from the
Company)

E-Registration form/E-Regjistrimi/Obrazac za registraciju

1 : o :

Organization/ Kompania/ TVK/ CAB/ Authorized Contact Person/ Personi i Autorizuar Registration Process/ Procesi i Regjisrimit /Proces
Organizacija Organizacija i Kontaktit/ Registracije
Ovlascéeni Kontakt osoba

» Authorized Contact Person/Personi i Autorizuar i Kontaktit/Ovlaséeni Kontakt osoba

* Name Surname/ Emer Mbiemer/Ime
Prezime

* e-mailladresa e-mail-it/e-mail adresa
* telephone/telefon/telefon

authorized person documentation/dokumenti vertetues i Choose File |No file chosen
personit te autorizuar te kompanise/Dokumenat ovlascene
osobe od organizacije

Figure 3. E-Registration form/Authorized Contact Person
1.1.4. Registration Process (Level/Type of Accreditation and Payment of the ore-registration from the bank)

E-Registration form/E-Regjistrimi/Obrazac za registraciju

1 : : ®

Organization/ Kompania/ TVK/ CAB/ Authorized Contact Person/ Personi | Autorizuar Registration Process/ Procesi | Regjisrimit /Proces
Organizacija Organizacija | Kontaktit/ Registracije
Ovlasceni Kontakt osoba

Registration Process/ Procesi i Regjisrimit /Proces Registracije

Level of accreditation applying for/Niveli i Akreditimit i kerkuar per aplikim/Nivo akreditacije
Podnosenje zahteva za:

Initial Accreditation/Akreditimi Fillestar/Prva akret v

Figure 4. E-Registration form/Registration Process
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1.1.5. Type of accreditation scope:

Testing / calibration laboratories [8]

Medical laboratories [9]

Inspection Bodies [12]

Product Certification Bodies [15]
Management systems Certification Bodies [13]
Certification Bodies for persons [14]
Others (by the new applications it would be extension
of scopes)

Qe H o oo o e

1.1.6. Tariff Application and CABs credentials generation:

The application for accreditation is based on form
PT-001-FO1 (PT-001-FO1-1, for Testing Laboratories,
PT-001-FO1-2  for  Calibration  Laboratories and
PT-001-F01-3 for Inspection Bodies), and the related
records and documents submitted by CAB, are registered in
the Protocol Book, form PT-001-F02, by the DAK-MIS File
Manager who checks if all the forms have been submitted
and the application fee was paid, according to the
Administrative Instruction on Accreditation fees.

Application request tariff to be paid at the Bank before
applying on-line at the DAK MIS System and to be uploaded
the scanned document of the payment recipe on the official
DAK-MIS System during the time of CAB filling out the
request application form. After the conclusion of this process,
the system will generate to the CAB the credentials of using
the DAK-MIS System: username and password for further
continuity at the DAK-MIS.

1.2. Entering and Proceeding with DAK-MIS
System-Online Application Form for the
Accreditation Process

After CAB will finalized the pre-registration form and get
the credentials to enter at DAK-MIS system, CAB will be
entered at DAK-MIS system and download the proper
documents needed to follow the accreditation process called
the “applicant for accreditation” [2].

In the meantime CAB if needed can request for an initial
explanation meeting with the respective DAK-MIS officer,
whereby he explains the whole accreditation procedure, fees
and documents that CAB shall upload at DAK-MIS [1] for
accreditation procedure. The whole general information will
be found at the official website of DAK as well.

During this meeting, the CAB representative gets the
proper and needed information that can receive at the same
time the whole documentation package only electronically in
DAK’s webpage, and this process will not continue in hard
copy at DAK offices, getting the package of documentation.
They will get this information at the DAK website and in
more details at DAK-MIS through credentials generated for
them after fulfilling the pre-registration form.

Application Review

After application for accreditation DAK-MIS File

Manager reviews the application (using the second part B of

application for accreditation) in order to check if:

* DAK s able to carry out the assessment of the applicant
CAB, in terms of its own policy (is within its declared
accreditation activities),

*  Has the DAK necessary competence available (suitable
assessors and experts),

Has the DAK ability to carry out the initial assessment
in a timely manner.

In case any of the above mentioned aspects are not
fulfilled, DAK-MIS File Manager addresses the issue in an
e-mail to the manager requesting its involvement for solving
the problem.

In case a qualified technical expert is not available, in
exceptional circumstances, qualified technical experts from
abroad will be considered.

In case is not possible to fulfil any of the aspects, manager
informs the DAK-MIS File Manager by e-mail. DAK-MIS
File Manager informs by e-mail the CAB that the application
is not accepted and the reasons for not acceptance.
DAK-MIS File Manager sends to the CAB part B of the
application.

If all the aspects mentioned above are fulfilled the
application is accepted and the accreditation process
continues.

CAB by the application, have to send to the DAK package
of documents which contains:

*  The accreditation procedure, according to the CAB
request to be accredited

*  Application form, according to CAB request

*  Administrative instruction “For accreditation fees”

*  Procedures and obligations of the CAB based on
respective standard.

The respective officer of DAK will receive the proper
information from the pre-registration form filled-in from the
CAB regarding the type of the accreditation scope, number
of employees, CAB location and contact details and bank
invoice for the payment proceed for the pre-registration
process.

1.3. Going ahead through Online Accreditation
Procedures with DAK-MIS System

The CAB is considered to have applied for accreditation
once it has filled out electronically the pre-registration form,
paid the pre-registration fee and the got the CAB credentials
(username, password) accessing the DAK-MIS system [7]
according to the respective standards and uploading the
needed documentations in accordance with the standard
requirements for which it is seeking accreditation.

Once it upload the full set of documentation need for the
accreditation process, the CAB shall declare whether it
wants a pre-assessment visit through fulfilling a request form
for that electronically on DAK-MIS [6].

The respective accreditation officer performs:
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*  The analysis of the accreditation scope requested by the
CAB

e  The analysis of the technical experts listed for the
assessment of the procedures

*  The respective accreditation officer from DAK makes a
formal evaluation process within 7 working days:

e If there are the type of non-conformities when the
documents submitted by the applicant do not fulfil the
requirements of the standard for which the accreditation
is requested, the accreditation process will be stopped
the whole documentation part will be archived on
DAK-MIS [4] and the CAB will be informed officially.

e If there are type of non-conformities where proper
corrections need to be done from CAB, CAB here needs
to close all the nonconformities and to upload again
the documentation of undertaken corrective actions to
the DAK-MIS system [4], and after the CAB will go
ahead with the accreditation process.

1.4. Contractual Agreement between DAK and CAB

File Manager makes a cost estimate (form PT-001-F03/1
form) which includes: preliminary visit, assessment visits
and issuance of certificates, in accordance with the fees
foreseen in the Administrative Instruction for tariffs and
sends it to the CAB.

The deadline for the approval or disapproval of the cost
estimate by the CAB is 15 working days. After this date, the
accreditation process is stopped. In such case, the
documentation of the CAB is archived according to the
procedure PM-002 [3].

2.1 Documentation

322 Application Review from
the DAK

If the CAB agrees with the cost estimate, form
PT-001-F03/1, the contract is signed by CAB and DAK,
form PT-001-F03.

*  Ifthe CAB agrees with calculated costs, DAK and CAB
sign the agreement. This agreement will be uploaded
and saved on DAK-MIS system.

* Ifthe CAB doesn’t agree the accreditation procedure is
stopped and all the documentation is archived
electronically on DAK-MIS.

The deadline for approval of the preliminary cost by CAB
is 15 working days. When the deadline is over and the CAB
requests to be accredited, the procedure will start again from
the beginning. If the CAB accepts the calculated preliminary
cost, it must pay 50 % of it from this stage and 50% at the end
of the process.

The respective officer of DAK prepares the approximate
pre-assessment cost, fig. 5.

This cost takes into consideration:

*  Pre-assessment visit and whether foreign assessors are
being used or not.

* The judgment of technical assessors relating to the
duration of assessment and number of witnessing visits.

*  The first cost is included in the second approximate cost.
DPA sends the second cost to CAB. If CAB doesn’t
agree with the second cost, the accreditation procedure
is stopped and documentation is archived electronically
on DAK-MIS [1] [7]. If the CAB agreed with the
second cost, CAB will pay 50% of the contracted
amount before the organization of the assessment visit.
The assessment visit will not be performed if the CAB
has not paid 80% of the second invoice.

Cost Estimation and Accreditation Contract Agreement.

- The cost estimate form PT-001-F03/1.pdf will be prepared by DAK File Manager system using the PT-001-F03/1 template:

42.3 Cost Estimation and
Accreditation Contract

Agreement.
42 4 Appointment of Lead Browse... |WLED]
Assessors
2 6 Assessment Team
PT_001_F03_1

2.7 Documents and Records

Review

#2.8 Assessment
will uploaded the final version at the DAK-SMI System

2.9 Report

£52.10 Follow up Assessment
412 11 Decision Making File

42 12 Decision

Fill the Form

t#2.12 Intranet DOC

= The official contract PT-001-F03.pdf will be filled in online using the web form by DAK File Manager and both CAB and DAK will signed/stamped/scanned and DAK

Browse Upload

PT-001-FO3

3 Surveillance Process PT-001F03

Figure 5. Cost Estimation and Accreditation Contract Agreement
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1.5. Assessment Team

The assessment team is appointed taking into account the
accreditation standard against which the CAB is requesting
accreditation, the technical scope submitted to accreditation.

When DAK appoint the assessment team, shall ensure that
the expertise brought to each assignment is appropriate, the
team as a whole shall have appropriate knowledge of the
specific scope for which accreditation is sought, and shall
have understanding sufficient to make a reliable assessment
of the competence of the CAB to operate within its scope of
accreditation. DAK shall ensure that team members act in an
impartial and non-discriminatory manner. DAK shall inform
the CAB of the names of the members of the assessment
team and the organization they belong to, sufficiently in
advance to allow the CAB to object to the appointment of
any particular assessor or expert [2].

The Director of Accreditation Department within 7
working days from the date of submission of the formal
evaluation by the respective officer of DAK, based on the
analyses of recourses and decisions taken from such analysis,
determines the composition of the assessment team
(technical experts listed for the assessment of the
procedures), fig. 6.

Proper templates need to be generated and saved on DAK
system [6] where predefined assessors/lead assessors/experts
are part of this procedure. This assessment team is attached
to and linked to the CAB applied for the accreditation
process.

If the list of technical experts does not include experts that
cover the scope for which the CAB seeks accreditation, then
the respective officer of DAK informs the Director of the
Directorate for Accreditation and Development to make

A. Iniatial Accreditation
@2 Change CAB
@2 1 Documentation

2.2 Application Review from
the DAK

other decisions, i.e. finding assessors/lead assessors/ experts.
The use of external assessors by DAK will be done only in
cases when there are no internal human resources available
or when the applicant requests it. All technical experts need
to be declared and entered on the DAK-MIS system [4], to be
ready to create the evaluation team for the next requests for
the accreditation process from different CAB’s, fig. 7.

The accreditation team need to be registered on the
DAK-MIS system and updated regularly by the respective
officer of DAK, and for each of them it will be generated the
system credentials: username and password.

The members of the assessment team are chosen by the
Director of Accreditation from the List of DAK’s assessment
personnel, based on their competence and related to the
accreditation scope for which accreditation was requested.

This list will be shown on the CAB account of DAK-MIS
system, where DAK informs the CAB on the composition of
the assessment team and awaits the approval, in accordance
with the form of notification of the names of the team
participants and its approval, DAK-FO-004. The approval of
the assessment team may be done electronically on the
system where CAB representative and assessment team staff
will assign the approval online on the DAK-MIS system
through the proper form.

If the CAB agrees for the assessment team, then the
procedure continues; otherwise different assessor names are
proposed and the new ones proposed need to be entered on
the system and finalizing and updating the new assessment
team per the selected CAB. Complete or partial disapproval
of the assessment team by the CAB shall be justified through
a proper template form on the system. The final decision on
the assessment team is made by the General Director of the
DAK.

Appointment of Lead Assessors.

The Preliminary Visit is carried out by the Lead Assessor who analyzes the documents and may decide if a preliminary visit is necessary in order to clarify some

2.3 Cost Estimation and
Accreditation Contract
Agreement

2.4 Appointment of Lead
ASSESSOrS

Fill the Form

#12.6 Assessment Team

12 7 Documents and Records PT_D01_FO5_1 Part. B

Browse..

PT_001_F05_1B

aspects that aren't clear or can't be assessed from documents. Yes / NQ

PT_001_F05_1 Final

Review

£h2.8 Assessment

2.9 Report

2.10 Follow up Assessment
£12.11 Decision Making File
£h2.12 Decision

£n 19 Intranat DO

Figure 6.

Accreditation Continue?

o))

Appointment of Lead Assessor
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A Iniatial Accreditation
@2 Change CAB
4121 Documentation

4122 Application Review from
the DAK

Download cab info

12.3 Cost Estimation and
Accreditation Contract Fill the Form
Agreement

%124 Appointment of Lead

AsSessors
PT_001_FO05 Part: A

Cab nuk ka upload akoma pjesen B

Download PT_001_F05 part B

Appointment of the Assessment Team.

+ DAK-SMI File Manager appoint the Assessment Team, and propose the Assessment date visit through filing-in online the web form PT-001-F05 to the DAK-SMI system.

Upload Final

PT_001_F05 Final

42 6 Assessment Team

Note:
4127 Documents and Records
Review

£42 8 Assessment

Upload PM_003_F05

£412 9 Report

Browse... |QUsh]

412.10 Follow up Assessment

#1211 Decision Making File

PM 003 FO5
£412.12 Decision

AN 4 Intrmanat DO

The Assessment Team declares if there is any conflicts of interest with the CAB under assessment and each of them will sign the confidentiality agreement, impartiality
and conflict of interest, downloading the template PM-003-F05, fill-in in manually, sing-stamp-scan and upload on the DAK-SMI system by the DAK-SMI File Manager.

Figure 7. Appointment of Assessment Team

The assessment team initially declares to have no conflict
of interest with the CAB under assessment and they shall
sign online the confidentiality agreement, impartiality and
conflict of interest.

The assessment team get access over the DAK-MIS
system on the documentation of the specific CAB within 7
working days from the date of its approval through
internet/intranet using assessment team credentials accessing
DAK-MIS system [7].

The assessment team meets in the DAK premises, where it
reviews the accreditation scope, (the list of analysis of the
accreditation program), recommends a date for the
assessment visit and the assessment plan.

After this meeting, the respective officer of DAK notified
the CAB about the assessment date and attaches the
notification forms such as:

* Notification Form of the assessment date and its
approval;
e Assessment Plan;

All this process is done electronically on the DAK-MIS
system and the CAB is obliged to send to DAK, within seven
working days, the approval or not of the assessment plan,
assessment team and the assessment date, through the
electronic approval process on the DAK-MIS system.

1.6. Assessment Evaluation Procedure
1.6.1. Assessment Procedure, Document Control

The control of the documentation of the Management
Systems is done by the lead assessor, who makes an
assessment in accordance with the respective standard, and
the technical assessor makes the technical assessment, fig. 8.

The respective forms are filled out electronically on the

DAK System [1]:

*  Check list according to the respective standard

* The lead assessor’s report according to the standard
requirements

*  Corrective actions form

1.6.2. Pre-Assessment, Preliminary Visit

Preliminary visit or pre-assessment is carried out by the
Lead Assessor who analyses the documents and may decide
if a preliminary visit is necessary in order to clarify some
aspects that aren’t clear or can’t be assessed from documents.
In this case Lead Assessor sends an e-mail to CAB to request
their agreement, specifying the date and the purpose of
preliminary visit.

The preliminary visit is optional and the CAB has the right
to decline the preliminary visit [2].

The purpose of this visit is to assess if the CAB is ready
for the assessment by inspecting facilities and equipment and
verifying that essential elements of the applicable
accreditation standard(s) are in place.

Lead Assessor reports on all the deficiencies found during
the preliminary visit, if the case. The conclusions are notified
by official letter to the CAB, using the form PT-001-F04
Notification of preliminary visit conclusions.

If during the preliminary visit major deficiencies in the
system of the applicant CAB are identified, the Lead
Assessor may propose, in consultation with the DDAD, to
stop the accreditation process.

The decision to stop the accreditation process is taken by
the Director General of DAK and CAB is informed by
official letter about the decision by the File Manager.

If the found deficiencies are not major, the CAB shall
solve them in 3 months before the accreditation process
continue with document and records review.
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@2 Change CAB
(2121 Documentation

2.2 Application Review from
the DAK

£#12.3 Cost Estimation and
Accreditation Contract

Agreement

€42 4 Appointment of Lead
Assessors

212 6 Assessment Team

£#12.7 Documents and Records
Review

£32.8 Assessment

212 9 Report

(21210 Follow up Assessment
42 11 Decision Making File
21212 Decision

£212.12 Intranet DOC

21 Surveillance Process

A. Iniatial Accreditation

@2 Change CAB
42 1 Documentation

412 2 Application Review from
the DAK

€123 Cost Estimation and
Accreditation Contract

Agreement.

£812.4 Appointment of Lead
ASSESS0MS

12,6 Assessment Team

2.7 Documents and Records
Review

(2.8 Assessment

£42 9 Report

(1210 Follow up Assessment
£812.11 Decision Making File
1212 Decision

2.12 Intranet DOC
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Documents and Records Reviews.

= Management System Documentation of the CAB
Quality Manual: It's not uploaded yet
Procedures: It's not uploaded yet
Forms: It's not uploaded yet
Other Documents: It's not uploaded yet

In case any findings, those are reported to the CAB as non-conformities (after they classified them as type A or filling in the web form
Part A:PT-001-F06.pdf “Notification of document review”.

Upload Cab Doc LIST

Fill the Form M Ufpezi

PT_001_F06 Part: A PT_001_F06 A PT_001_F06 A

- CAB's is requested to solve the non-conformities within at maximum 15 working days.
- All extra other documents needed will be uploaded at the DAK-SMI system (Documentation and Records Review).

Note:
Control Process: Part B: PT-001-F06.pdf “Notification of document review”, DAK will proceed through filling in this web form.

Figure 8. Documents and Records Review

Assessment

The purpose of the assessment visit is to assess whether the CAB meets the requirements of the respective standard(s) and if the CAB is competent to perform the
activities included in the requested scope of accreditation.

The Assessment Team members will have a look at the documentation of the CAB prior to the date of the assessment process at the DAK-SMI system through the
support of DAK-SMI File Manager.

The Lead Assessor prepares the Assessment Plan filling in the web form PT-001-FO7 at DAK-SMI system and sent by email to the CAB within § working days in
advance of the date of assessment:

- the "Assessment Plan™. PT-001-FQ7 form
- and the “Notification on the Assessment Team composition™ PT-001-F05.pdf form

Upload Final

Fill the Form Browse. Upload

PT_001_FO7 PT_001_FO7 Final

The deadline for the implementation of corrective actions in response of the non-conformities Part A Non-conformities issued by DAK “Nonconformity form, PT-001-
F09.pdf raised during the assessment is 3 (three) months from the date of the closing meeting

Figure 9. Assessment

1.6.3. Assessment Visit

The assessment process is carried out according to the
procedure and requirements of standard items. The purpose
of the assessment visit is to verify whether the CAB meets
the requirements of the respective standard and verify the
technical competencies already assessed during the
pre-assessment and the document control, fig. 9.

The assessment visit includes the following steps:

Opening meeting of the assessment team:

The initial meeting is done to discuss the assessment visit
details and to assign the duties amongst the assessment team
members. The meeting is chaired by the Lead Assessor.
During this meeting the duties of each assessor and any new
information are explained.

Opening the meeting with the management of the CAB
chaired by the Lead Assessor

The Lead Assessor is chairing the opening meeting,
describing the way the assessment is going to be carried out
and ensure the participants list is filled out in the opening
meeting, PT-001-F08.

Assessment of the CAB’s management system and
technical competence

The assessment of the CAB’s management system and
technical competence against the applicable accreditation
standard(s) will be performed by:
*  Witnessing activities within the scope;
* Interviewing key personnel;
*  Verifying quality records;
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*  Verifying technical records;
*  Verifying personnel records.

The assessment of the CAB’s management system and its
implementation against the applicable accreditation
standard(s) is performed by the Lead Assessor. Technical
assessor(s) or experts perform the assessment of the
activities within the requested scope of accreditation.
Technical experts will always be accompanied by a qualified
assessor.

The assessment team shall complete the applicable forms:
*  Checklist according to the respective standard,

PT-001-F15-1 for laboratories and PT-001-F15-2 for
inspection bodies, if the case;

* Assessment reports according to the standard
requirements (form PT-001-F10-1 for laboratories and
PT-001-F10-2 for inspection bodies);

*  Nonconformity form, form PT-001-F09.

During the assessment, the assessment team will conduct
internal meeting(s). An internal meeting is always conducted
prior to the closing meeting. In addition, the assessment team
may conduct a meeting (e.g. during lunch) to discuss the
findings, if any [2, 11, 16, 17]. These findings are classified
according to DAK Policy DAK-PO-002.

Closing meeting with the management of the CAB chaired
by the Lead Assessor

The closing meeting is chaired by the Lead Assessor. The
participants in the closing meeting are the DAK assessment
team members and the management of the CAB.

Lead Assessor shall ensure that the participants list is
filled out in the closing meeting, PT-001-FO08 [2].

Within two weeks from the assessment, the assessment
team provides to the respective officer of DAK all the
documents received from DAK, the assessment report

42.1 Documentation R
eport

2.2 Application Review from
the DAK .

The following text needs to be entered at DAK part:
2.3 Cost Estimation and
Accreditation Contract
Agreement

the assessment report according to the CAB type:

+ Assessment report for Inspection Bodies PT-001-F10-2.pdf
#12.4 Appointment of Lead
Assessors
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according to the CAB and all the filled out forms, and the
latter, after having reviewed the whole practice, sends the
assessment report to the CAB, which has the right to send
within ten days the remarks and suggestions about the report.
The respective officer of DAK cooperates with the lead
assessor on whether to involve the remarks of the CAB in the
report. The whole documentation presented in hard copy till
now will be uploaded electronically on DAK System. The
deadline for carrying out the corrective actions for a new
CAB is three months.

The CAB, within the specified deadlines, shall send to
DAK a report about the solutions of the nonconformities
(comments, scanned document solving the non-conformities,
the scanned certificates), the document will be uploaded on
DAK-MIS system [6] as well. The lead assessor, in
cooperation with the assessment team assesses how the CAB
solves the nonconformities; if necessary the assessment team
may send additional information to the CAB (electronically
at the CAB account space on the DAK System).

For failure to solve the nonconformities, the CAB may ask
to postpone the deadline for carrying out the corrective or
preventive actions only once. The request to postpone the
deadline is done through the DAK System fulfilling the
proper form electronically. The respective officer of DAK
approves or not the postpone process which cannot be more
than one month and the proper document will be uploaded on
DAK-MIS System.

In case the CAB does not solve the nonconformities
within the deadline, then the lead assessor requests the
initiation of the rejection procedure of the accreditation of
the unsolved nonconformities. If the CAB has solved the
nonconformities, the lead assessor reports electronically on
DAK System fulfilling the form, fig. 10.

Within 15 working days from the assessment, the Assessment Team shall conclude and upload to the DAK-SMI system all manually completed documents used for

- Assessment report for Testing & Calibration Laboratories PT-001-F10-1.pdf

The DAK-SMI File Manager sends the assessment reports to the CAB by email, and be accessed and upload them through the DAK-SMI system.

The CAB has the right to send remarks and suggestions about the report within 5 werking days and fill-in manually using Part B: PT-001-F10-1.pdf or Part B: PT-

001-F10-2_pdf.
42 6 Assessment Team P

The following text needs to be entered at CAB part:
Within 15 working days from the
the assessment report according to the CAB type

2.7 Documents and Records
Review

(42 8 Assessment

2.9 Report

42 10 Follow up Assessment
%12.11 Decision Making File

12.12 Decision PT_001_F010_1 pjesen A+b

Nuk eshte uploduar ende

PT_001_F010_1

, the Assessment Team shall conclude and upload to the DAK-SMI system all manually completed documents used for

- Assessment report for Testing & Calibration Laboratories PT-001-F10-1.pdf

PT_001_F010_1 Final

212 Intranet DOC

The DAK-SMI File Manager sends the assessment reporis o the CAB by email, and by the DAK-SMI system.

#Surveillance Process
001-F10-2.par.

The CAB has the right to send remarks and suggestions about the report within 5 working days and fill-in it manually using Part B: PT-001-F10-1.pdf or Part B: PT-

Figure 10. Report
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The respective officer of DAK, after reviewing the
practice of the conclusion of nonconformities, provides the
whole above-mentioned documentation to the Accreditation
Council, for analysis of the assessment reports, the
conclusion of the nonconformities found during the
assessment procedure. The respective officer of DAK
conducts the proper preparations for the meeting of the
Accreditation Council (AC). After reviewing the
documentation, the Chairman of the AC proposes to the
DAK Director to render a decision, by making a report,
fulfilled electronically should be saved on the DAK-MIS
System. In the DAK-MIS system should be entered all
(around 30) members of the Accreditation Council and
should be generated all credentials to access the DAK-MIS
system [7] to check and control the proper documentation
part (from CAB and from assessment team) of the proper

€52 3 Cost Estimation and
Accreditation Coniract
Agreement.

Decision Making File

CAB which under the accreditation process.

1.7. Decision

The respective officer of DAK, after having reviewed the
materials electronically on the DAK-MIS System submitted
by the assessment team, the assessment report and the
proposals of the Accreditation Council, renders the final
decision for the accreditation of the CAB, this document as
well will be saved on DAK-MIS System [2].

Director of DAK shall render a decision, fig. 12, within 15
working days from the date the documentation was
presented to him. Director of DAK fills out the respective
form and sends it to the respective officer of DAK for the
notification of the CAB, about the accreditation decision the
whole notification process is done electronically as well
through the DAK-MIS System to the CAB, fig. 11.

DAK File Manager present to ihe members of the Accreditation Council the Documents of Decisin Making Flle DMF. Director General of DAK appoints the members

of the Accreditation Council through the form PT-001-F12-1.

Upload PT_001_F12_1 only DAK

_erowse. |

4124 Appointment of Lead
Assessors
212 6 Ass

essment Team

A2 7 Documents and Records
Review

42 8 Assessment
PT_001_F121

Upload PT_001_F12

_erowse. |

2.9 Report

412 10 Follow up Assessment
12.11 Decision Making File
4212 Decision

42 12 Intranet DOC

PT_001_F12
4 Surveillance Process

When all noncenformities are closed out, the DAK-SMI File Manager, after receiving the records from the Lead Assessor, prepares the decision making file (DMF)

and fills in the Summary of Accreditation process document.

Figure 11. Decision Making File

A. Iniatial Accreditation

&2 Change CAB

EEIZ 1 Documentation D H H
eclsion

%122 Application Review from
the DAK

The DAK General Director, after having reviewed the DMF file and based on the recommendation made by the Accreditation Council, within

123 Cost Estimation and

§ working days from the date of the recommendation, takes the decision and fills in manually the template PT-001-F13 “DAK General Director Decision Making

Accreditation Contract
Agreement

€42 4 Appointment of Lead
Assessors

€212 6 Assessment Team

£%2.7 Documents and Records
Review

128 Assessment

£42.9 Report

£#12.10 Follow up Assessment
#4211 Decision Making File
#1212 Decision

A 49 Intranat A

- The Accreditation Certificate 1-001-F01.ppt,

and upload fo the DAK-SMI system the signed-stamped-scanned official document

The CAB should make the final payments before the accreditation is granted, and will upload at the DAK-SMI system the scanned payment recipe from the Bank.

- Ifthe decision is positive, the DAK General Direcior fills-in to the DAK-SMI system the Decision web form PT-001-F14 pdf and the Accreditation Certificate, web

form 1-001-FO1 according to the instruction for the preparation of the certificate DAK-I-001.pdf document. Both documents will be submitted printed/signed/stamped
scanned and uploaded at DAK-SMI System.

CAB is informed about the decision by the DAK-SMI File Manager, by emailiofficial letter and at the DAK-SMI system are the following official documents:

1-001-F02-1 or I-001-F02-2:

Upload I_001_F01 Upload 1-001-F02_1

Browse | LUJdLED] Browse...

1_001_FO1 1_001_F02_1

+ Accreditation symbol as per the DAK-PO-004 Palicy;
- Surveillance program, PT-001-F16.pdf (the surveillance programme will be filled in using the PT-001-F16 web form at the DAK-SMI sysiem).

Figure 12. Decision
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If the decision is positive, then the procedure for
compiling the certificate is carried out, according to the
respective procedure (this process will be done in DAK-MIS
System as well). The CAB receives within 7 working days
electronically by DAK-MIS system and in hard copy as well
[2]:

*  The Accreditation Certificate, including the annex of
the accreditation scope

¢  Rights and obligations of CAB procedure

*  Copy of assessment report

*  Procedure for using the accreditation symbol

In the end, the CAB is issued the final financial invoice on
what it shall pay (the certificate and other additional actions
that may have been carried out during the accreditation
procedure). The accreditation is valid for a period of four
years. The whole payment recipe and other documents will
be downloaded on DAK-MIS system as well.

If the decision is negative, the CAB is informed of the
rejection of accreditation (electronically and officially) and it
is informed of its right to appeal to the Professional Council.
The CAB may appeal within 14 days from the date of
notification of the rejection. After the CAB files the appeal in
the offices of DAK, the appeal procedure with the
Professional Council (PC) is followed.

The whole documentation, irrespective of the decision, is
forwarded to the respective officer, who reviews the file and
the documents and then sends it to the Quality Manager for
protection according to the respective procedure of record
control [2]. The whole process is going through the archiving
process as well in DAK System based on the procedure of
record control as well. The Accreditation Directorate places
the accredited CAB-s in the list of accredited entities in
DAK’s webpage. From the DAK-MIS System [7] the
announced to the DAK web page goes automatically.

1.8. Accreditation Surveillance

During an accreditation cycle (4 years) DAK carries out 4
assessment surveillances [2]. DAK will perform the first
surveillance no later than 12 months after the initial
accreditation was granted and the subsequent surveillances
every year.

The last surveillance (S4) becomes reassessment in case
the CAB submits the application for renewal of accreditation
with 6 months in advance of the expiry date of the
accreditation certificate.

The File Manager together with the Lead Assessor
prepares the surveillance program of the CAB (PT-001-F16)
for each calendar year from the time the CAB was accredited
or re-accredited. The surveillance program includes the
witness assessments that shall be undertaken by the
accreditation body. In each accreditation cycle the full scope
of the CAB will be assessed.

The Director of Accreditation and Development Direction
appoints the assessment team that will conduct the
surveillance assessment.
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Before each surveillance visit DAK informs the CAB on
the assessment plan and date of the visit, in order to receive
its approval. At the same time, DAK sends to CAB its cost
estimate.

The surveillance visit is conducted in a similar way as the
initial assessment visit, but is less comprehensive.

During each surveillance visit, at least the following areas
will be assessed:

* The effectiveness of the corrective actions taken in
response of nonconformities raised during the last DAK
visit

*  Changes made to the management system

*  Changes within the organization and/or, if applicable,
the mother organization

*  Changes of key personnel

*  Participation in PT/ILC and the results obtained (for
laboratories)

* Internal audits

*  Management review

e Complaints and (if applicable) appeals

*  Corrective action

*  Quality control (for laboratories)

*  Reporting

*  Use of the DAK accreditation symbol

The reporting process for surveillance visit is the same as
for initial assessment visits.

The corrective action process for surveillance visit is the
same as for initial assessment visits, with the exception that
for the corrective actions shall be implemented within 2 (two)
months after the closing meeting.

The DAK General Director confirms the continuation of
accreditation based on the documents provided by the
assessment team, using form PT-001-F13. File Manager
inform the CAB on the continuation of accreditation by
e-mail.

1.9. Renewal of Accreditation

No later than six months before the accreditation expires,
the CAB shall file a request for renewal of accreditation to
DAK if it wants to continue its accreditation [2]. Upon
receiving the request for renewal of accreditation
(PT-001-F01), DAK initiates the process of renewal of
accreditation which is a similar process as for the initial
accreditation, with the exception that a preliminary visit is
not conducted, as mentioned above.

1.10. Extending Accreditation

The extending of accreditation is carried out similarly as
the initial accreditation process [2].

Usually, the extension assessment is performed with the
next planned surveillance visit.

The assessment for extending accreditation is not carried
out unless the CAB is paying the invoice sent by DAK for
the respective assessment.
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The General Director may take the following decisions,
based on the recommendation of the Accreditation Council:
*  Extending of accreditation;

* Partially extending of accredited scope;
*  Not granting the extending of accreditation.

General Director informs the CAB on the decision,
through the File Manager. In case of a negative decision the
CAB shall be informed on the reasons that lead to the
respective decision.

The extension of accreditation is granted within the same
validity period of accreditation certificate issued initially.

1.11. Extraordinary Visits

DAK may conduct extraordinary visits (unplanned) in
cases when the continuity of the fulfilment of the
requirements of the applicable accreditation standard(s) is
suspected to be breached [2].

Extraordinary visits are carried out in the following
situations: there are changes in the CAB’s legal entity status,
changes of the CAB’s organizational structure or within its
mother organization, changes in resources and premises,
changes of the scope of accreditation, complaints from the
authorities, clients or users, etc.

These additional visits are organised in the same manner
as regular surveillance visits.

Following the extraordinary visits, depending on the
non-conformities found, the team may propose in the report:
*  To raise non-conformities and allow the CAB 2 (two)

month to solve the non-conformities;
e To directly suspend: part or the whole scope of
accreditation of the CAB.

1.12. Suspending, Withdrawing or Reducing the
Accreditation

DAK suspends the accreditation of a CAB in the
following situations:

At CAB’s request due to temporary inability to carry out
its activities under the accreditation - CAB may request to
DAK to suspend totally or partially its accreditation, for a
period of maximum 6 month.

In this case, the CAB requests the suspension in writing
specifying:

* The scope of accreditation for which suspension is
requested;
* The situations making the body to be unavailable which

lead to failure in meeting the accreditation
requirements;

* The necessary measures for improving the respective
situation.

* Date when the suspension requested by the CAB starts.

In the below mentioned situations, suspending a part or all
the accreditation scope of an accredited CAB - for a period of
maximum 6 months:

*  Not solving the non-conformities on time as foreseen in
DAK’s documents;

* Incase of a complaint after an extraordinary visit;

*  When the CAB does not agree with the surveillance/
extraordinary assessments, according to DAK s
established rules;

* Incorrect reference to accredited status misuse of the
symbol of accreditation or of the reference to accredited
status;

¢  The fees were not paid according to the contract.

The recommendation is made by the Accreditation
Council and based on the recommendation the General
Director makes the decision. The CAB is notified by General
Director of DAK, through File Manager, on the suspending
decision. The official notification includes the accreditation
scope for which the suspension was applied and the reasons
for suspension, as well as the conditions for lifting the
suspension.

CAB can appeal the decision on suspending the
accreditation, according to DAK’s Procedure on Appeals,
code DAK-PM-006.

During the suspension period the CAB shall not issue any
reports or certificates under accreditation and shall not make
reference to its accreditation status or use the accreditation
symbol for the scope for which it was suspended.

The person who is in charge with maintenance of DAK’s
website publishes on website the sanction taken.

During the accreditation suspension period:

a) the expiry data of the accreditation certificate remains
the same;

b) all the contractual obligations of the CAB remains in
force;

c) The CAB is maintained in the list of accredited bodies
on DAK’s website, but marked as suspended;

d) The CAB shall inform its clients that the respective
activities are no longer covered by accreditation.

The accreditation suspension is lifted as soon as the CAB
demonstrates the fulfillment of the accreditation
requirements based on the evidences of solving the
non-conformities which led to the decision of suspension.

The decision for lifting the suspension is made by General
Director of DAK based on the recommendation of the
Accreditation Council, based on the proposal of the LA.

The validity period of the certificate remains the same
after the suspension is lifted.

DAK reduce or withdraw the accreditation of a CAB in
the following situations:

a) At CAB’s request, specifying:
*  The accreditation scope for which is requested the
withdrawal /reducing of accreditation;
e The situations leading to not meeting the
accreditation requirements;
e Date when the reducing/withdrawal requested by
the CAB starts.
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b) In the below mentioned situations,
reducing/withdrawing accreditation of an accredited
CAB:

*  When the CAB does not fulfill, repeatedly, any of
the accreditation requirements, as they are
mentioned in the accreditation contract and DAK
documents;

e Ifthe CAB could not demonstrate the solving the
situation for which was suspended (6.16.1.1 b));

* In case DAK finds out that an accredited CAB
provided intentionally false information or
deliberately breached the accreditation rules.

The CAB is notified by General Director of DAK on the
reducing/withdrawal of accreditation decision and the
reasons behind the decision. The official notification
includes the accreditation scope for which the reducing of
accreditation was applied.

CAB can appeal the decision on reducing/withdrawal the
accreditation, according to DAK’s Procedure on Appeals,
code DAK-PM-006.

Since the moment DAK took the reducing/ withdrawal
decision, the CAB shall not issue any reports or certificates
under accreditation and shall not make reference to its
accreditation status or use the accreditation symbol for the
scope for which it was reduced/ withdrawn.

The person in charge with maintenance of DAK'’s
website:

* Publish the accreditation certificate following the
reducing of accreditation;

*  Withdraw from the website the accreditation certificate
in case of withdrawal of accreditation.

2. Benefits and Disadvantages from
Online Accreditation

Today, the world economy is under the strong influence of
globalization processes and has become flexible, open and
integrated. Internet, many aspects of our life have had
transformed. Using online DAK-MIS application system
may be cost-effective and straightforward for Accreditation
Bodies. It is example of small companies or Accreditation
Bodies in the early beginning, allowing them to expand their
offers and services. Now, all we need is computer and
internet connection. Applying for accreditation online
doesn’t need to worry about fulfilling in error-free hard-copy
forms and other documents, spending time money on
postage to return them. There are other benefits like knowing
an application it has been safely received by DAK or CABs,
confirmation at the end of the application process. Online
DAK-MIS application system provides clients with a facility
to save their work and time.

Disadvantages of online DAK-MIS application system for
DAK, Accreditation Bodies and CABs may be at the time
when there occur more and more requests at time which gets
difficult to handle it. In case of hardware failures, online
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DAK-MIS application system, clients get in trouble and their
online transactions get affected. Online DAK-MIS
application system is atomicity. Atomicity ensures that if any
step of online DAK-MIS application system fails in the
process of the transaction, the entire transaction must failed.
After that all of those steps have to be repeated again.

Accreditation is confidence but by online DAK-MIS
application system, personal information and other data for
Accreditation Bodies and CABs, online sometimes can
present a security risk for them.

DAK staff is small in number and by increasing the
number of accredited Conformity Assessment Bodies (CABs)
the volume of work has been increased. It’s forecasted that
by increasing the volume of work more and more Going
LIVE with DAK-MIS system will be a necessity as well and
it would be possible implementation of all activities on the
accreditation process of CABs.

Due to implementation of DAK-MIS System, it would be
reduced considerably the volume of work and accreditation
costs. Until now representatives of CABs for every
document and other activities has to come physically to the
DAK offices, now through this web application all activities
will be performed by the location of the CAB, by the only
condition, having access on the internet. The Web
Application/Database for online accreditation DAK-MIS,
has a crucial importance for fulfilment of the requirements of
DAK customers and other Accreditation Bodies. We keep
into consideration that usage of the DAK-MIS System will
allow DAK to use the same number of staff, as per the unable
capabilities on increasing of the DAK budget as per increase
request on the DAK Staff which will be not possible. This
database it would be very important instrument for quality
work and helpful for surviving small Accreditation Bodies as
ours.

3. Conclusions

As per requirements, DAK shall improve and update the
actual official Web Page and develop further the DAK-MIS
System IT Application for managing the whole accreditation
process online even though there are difficulties on missing
the digital signature law and infrastructure to be
implemented. The future DAK-MIS fully integrated system
with all Accreditation Processes needs to be developed to the
second phase of DAK-MIS System implementation. The 1%
Part: “Initial Accreditation Process” is fully online including:
E-Registration Form; Log in- Accreditation Process; Main
Menu of DAK-MIS and Documentation: Documents, Rules
and Standards; Application Fill-in; Application Review;
Cost Estimation and Accreditation Contract Agreement;
Personnel Database; Appointment of Lead Assessors;
Preliminary Visit; Appointment of the assessment team;
Documents and Records Review; Assessment; Report;
Follow up Assessment and Decision. 2™ Part of Surveillance
and Renewal of Accreditation need to be developed on the
second Project online Application as the 1% Development of
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the System supporting the digital signature process and
getting interface with the standardization system as well.
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