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1. PURPOSE Guy!

- To establish, maintain, effectively implement and continually improve a system for control of technical
changes by planning to these changes before implementation, review and follow up the impact of change
on quality management system of the center and services.

(Oblaal coladall) § @l Jio 35500k Bgaell platy dalaial) dodll Ot guazr e Yl ds Gl @y -

SOP-01 3y el,2 ) ladg 4a565)1 ol go Joladl g ausBgll el Al § el i Gadad oY -

2. SCOPE &ubil Jlxs

- All technical changes required by quality management system of the center e.g. changes in the following:
® Premises.
® Process.

- Exclusion: This SOP is not applicable on documentary changes (NOT technical) as documentary changes

shall be handled according to SOP-01
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3. REFRENCES g=1)J!

¢ 1SO 9001:2015 titled “Quality management systems — Requirements.”
¢ 1SO 45001:2018 titled “Occupational health and safety management systems — Requirements with

guidance for use.”
% 1SO 22301:2019 titled “Security and resilience Business continuity management systems Requirements.”

« 1SO 31000:2018 titled “Risk management — Guidelines.”
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F-11-01

F-11-02

F-11-03

SOP-01

SOP-10

DEFINITIONS AND ABRIVATIONS whlaisl g <ilay yall
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RESPONSIBILITIES <l g3aunal!
¢ Initiator of CCR is responsible for:
* Creating of change control request.
*  Notifying QA by the change.
* Share in the assessment of change impact.

% All Departments:

4. RELEVANT PROCEDURES / FORMS auall w3 3kl / wlsl 2

Title
Olgiall
Change Control Request (CCR)
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Post Change Evaluation
Sl g Lo @l
Change Control Request Tracker
)l Sl e de56
Document Control Procedure
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Improvement
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* Share in the assessment of change impact as appropriate.

* Implementation of change action plan without undue delay as appropriate.

¢ QA is responsible for:

* Assess the impact of changes.
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* Evaluate effectiveness of change after implementation.
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7. PROCEDURE s!y>Y!
A. General Requirements:
1. Technical changes to be made within the center shall be:

* Evaluated for their impact on the quality management system;

* Reviewed and controlled in accordance with the requirements of this SOP and applicable
regulatory requirements to the extent necessary to ensure continuing conformity with
requirements.

2. QA shall retain documented information describing the results of the review of changes, the
person(s) authorizing the change, and any necessary actions arising from the review according to

SOP-01.
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B. Changes Planning:
1. Changes Initiation:

* Before Implementation of any technical change, the change initiator shall start to prepare
Change Control Request “CCR” form # F-11-01 to describe in details the proposed change
and justification for it.

* Initiator shall raise the CCR to QA for review and evaluation.

* Each CCR shall be given a unique code according to the following structure CCR-XX-YYYY,
where:

* CCR is an abbreviation for Change Control Request,
e XX s the serial number of CCR per year.
* YYYY is the year of CCR issuance.

2. CCR Review by QA:

* QA shall review each CCR and determine in details the scope of that change and the impact of
it on QMS documentation, QMS process, personnel and any other area that could be impacted
by that change.

*  Quality risk management should be used to evaluate planned changes to avoid unintended
consequences and to plan for any necessary process to successfully implement this change.

* Changes can be classified according to the following categories:

Change Class Description
Changes in services provided to customers.
Critical Changes that require authorization by regulatory authorities.
(gl
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Major Changes in QMS processes that require post change evaluation.
) il s ) el ol Cllaiion (1 ol !
Minor Changes that don’t require post change evaluation.

$ il s il Aol eandd Callas o (1 ol !



dyasiiavals,

Shaqra University

e QA should evaluate if this change adversely impacts the applicable regulatory requirements

or has any adverse effect on services.
e During review of CCR, QA shall determine the need for reporting to interested parties e.g.,
Regulatory Authorities, Certification Bodies, etc.
e After CCR evaluation and review, QA shall take the decision of approval or rejection of CCR.
e [f the CCR has been rejected, justification for rejection should be described in F-11-01.
e Any supporting data, e.g., copies of documents, should be reviewed to confirm that the
impact of the change has been demonstrated prior to final approval.
3. CCR action plan:
e |f the CCR has been approved, the action plan for starting the implementation of this change
shall be set by QA, CCR imitator and any other relevant participant.
e Action plan should describe in details what is the steps of change implementation, who will be
responsible, planned date and any resources required.
4. CCR approval and authorization:
° QA manager should approve all CCRs.
° Top management member should authorize CCRs.
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C. Changes Implementation and Follow UP:
1. Action plan of CCR should be handled according to SOP-10.
2. The action owners should implement their actions without undue delay.
3. QA shall follow up the implementation of major and critical changes and assess their impact

after a sufficient period of time to ensure that the expected results have been met and

evaluate change effectiveness.

4. Results of post change evaluation should be documented using form # F-11-02.
5. Post change evaluation should take into account the following:
o Evaluation should be conducted after change implementation by a sufficient period of

time e.g. few months.
J The effective implementation of action plan.
o If the change achieves the expected results or not.
6. QA shall track all changes using CCR Tracker form # F-11-03 that should be updated during any

change in CCR status.

rdaslially Ol Juais Lz
SOP-10 03 £y Wdg s o U Bdseiadl Wilsly> Yl das ao Joladl @iy . )
g Jalases o2 LS p3-G (T Oguy Blsiall Wilsly Yl dlas dudid camy .Y
OE13] Lo @uiid 391 (o DS B s ail iy (dann Il g B ksl ol )] Aol @andl 839201 A5 @uad Je ¥
Y pl dad giadl Lol 39 Y Al Jlad il 10
ol Bus Jio ADIT8 A uay sl oS F-11-02 03y 10585 3 (3595 OF o Sl vy )] Aol ol g5 .8
13V el § d5G Of o dadidl das il Adeld ol gilis 0

il Bue Jio ADE'BAD day puit)] ol @
Adslay Olsly>Y das Jas e
Y ol dad giadl bl §d> il 1A OS13] o




L J
dyasiiavals,
hagra University

A il Cagu wis diguons @iy O o 19 F-11-03 03 10,85 § ! Ol aaazr pames B39l 4S5 o pods .1
s b S

PROCESS FLOWCHART &lbdeall (3805 o)
N/A

BEIYR




PREPARED BY
Z\.I:a..w\y. .;l..\_c}l\ (“3

SOP APPROVAL CYCLE
Al Juaid! wlslyz] sloicl 8y90

POSITION / DEPARTMENT
M‘/W\

SIGNATURE / DATE
'G»)_)UJ\ / @.931\\

REVIEWED BY
dlailgy dazlyall ol

POSITION / DEPARTMENT
M‘/W\

SIGNATURE / DATE
'G»)_)UJ\ / @.931\\

APPROVED BY
ala.wlj_) Slaied! 93

POSITION / DEPARTMENT
M‘/W\

SIGNATURE / DATE
o)l / &gl

Name

STAMP !

Details of Change Document

35 gl st Jaalds

Approved
Sleael

Issve
)|.\4a>’|

Details of Change Page
sl Juo a3 diyall

Date
E)L’U\

10






