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1.

PURPOSE 3.yl

To assure that all documents required by the quality management system used by the university are properly
generated, reviewed, approved, duly updated, available and suitable for use, where and when it is needed
according to applicable requirements.
To assure that the university manage all controlled documents in accordance with applicable requirements of
all applicable standards and regulatory requirements, including e.g.:

e Applicable International Standards (e.g. ISO 45001, ISO 9001, ISO 27001, ISO 41001);

e National Competent Authorities; and

e Requirements determined by the university as being necessary for the effectiveness of the quality

management system.

To define the controls needed for traceability, distribution, access, retrieval, storage and preservation
including preservation of legibility, protection (e.g. from loss of confidentiality, improper use, or loss of

integrity), control of changes retention time and disposal of documents.
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2. SCOPE Geshat)l Jlxo

- All controlled documents required by the university's quality management system at all levels of the

documentation structure include, for example.:

o

o

©)

SOPs and their associated forms.
Executed records.

Quality Manual.

Quality Policy and Objectives.
Documents with external source.

Documents and data stored electronically.
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3. REFRENCES z=>y0]!

ISO 9001:2015 titled “Quality management systems — Requirements”.

ISO 9000:2015 titled “Quality management systems — Fundamentals and vocabulary”.

ISO 45001:201 8 titled “Occupational health and safety management systems — Requirements with guidance

for use”.

ISO 27001:2022 titled “Information security, cybersecurity and privacy protection Information security

management systems Requirements”.

ISO 41001:2018 titled “Facility Management - Management Systems - Requirements with Guidance For Use”.
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4. RELEVANT PROCEDURES / FORMS o)l wl3 3kl / wlsl,=2Y

Forms / SOPs No.
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F-01-01

F-01-02

F-01-03

F-01-04

F-01-05

F-01-06

F-01-07

SOP-11

Title
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Document Change Request (DCR)
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Main List of Current Documents
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List of External Documents
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List of Cancelled Documents
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Document Training & Receipt Form
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List of The Documents Due for The Periodic Review
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5. DEFINITIONS AND ABRIVATIONS <hlaisdi g il yadl

Term zlasadll
Documentation System
gl pladl

Data <bL!

Information wleglae

Document Change Request
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Procedure

]
Record
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Technical Change
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6. RESPONSIBILITIES <l 93wuall

Definitions & Abbreviations &hlaisYl 9 Ol
A set of documents, for example specifications and records.
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Facts about an object Lo g mge Jgs Glaa
Meaningful data Sde Olgie g (Gl Ll

DCR, the word “change” means addition (i.e. creation) of a
new document to the system, deletion (cancellation) of an
existing document from the system, modification (updating)
in an existing document or merging (consolidation) of two or
more documents.
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Specified way to carry out an activity or a process.
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Document stating results achieved or providing evidence of
activities performed.
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Any change that assessed to impact “directly or indirectly”
the service quality.
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- It is the responsibility of every employee to demonstrate the commitment to this procedure when use it at any

stage of documentation life cycle.

- All departmental managers should ensure the adherence to this procedure within their departments.



https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.6.1
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.8.1
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.4.1
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed-4:v1:en:term:3.8.5

- QA is accountable for the overall oversight and control on this procedure to ensure proper management of

all documentation taking into consideration the data integrity.
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7. PROCEDURE ¢h,>Y!

+* Documents Creation / Revision / Merging / Cancellation:
- Document initiator (process owner) shall:

e Issue Document Change Request (DCR) “Form No. (F-01-01)” to create, update, merge or cancel
any document.

e Send the DCR and the draft document to the QA department for evaluation of DCR and review
of draft document.

e Clearly determine the cause of (preparation, updating, merging and cancellation) of document
and quality assurance shall evaluate it.

e |Initiate technical change request for extensive assessment, based on SOP titled “Change Control”,

Doc. No. SOP-11", if the proposed document revision is assessed as a technical change.
- Upon receiving the DCR, QA document controller shall:

e Assign unique identification number to the DCR as follows: (DCR/XXX/DD/YY) Where,
o DCR: Indicates Document Change Request.
0  XXX: Indicate Serial number of DCR, starting at 001, every year.
o DD: Indicate Department Code.
o YY:Indicate Year of initiation.
e Notify the QA Manager and/or designee to evaluate the DCR and the accompanied draft

document (including assessing the impact of the proposed change on QMS and other documents).
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%* Decision on DCR and its interpretation:
- Approved:

e The document proposal is accepted by QA, and accordingly the initiator may proceed for revising

the document as proposed.
e The Approved DCR shall be sent by QA to the initiator.

e  On receipt of Approved DCR, the initiator shall revise the document taking into considerations the
outcomes of evaluation by QA, if any, as well as the need for sharing QA comments with relevant

departments, if any.



e |Initiator shall submit the soft copy of revised document to QA document controller to finally review

and print it from the documentation center computer for signatures and final approval.
- Rejected:

e The document proposal is Rejected. QA Manager shall justify the DCR rejection.

e Rejected DCR shall be sent to initiator.

- Other (Need Technical Change Request “SOP No. SOP-11"):

e The document proposal is assessed to have greater impact, which needs to be evaluated through

change control proposal by Change committee. QA Manager shall specify actions to be taken.
e This DCR form shall be sent to initiator.

e Technical Change Request shall be initiated against the DCR. The DCR No. shall be mentioned in

the Change Request to enable traceability and data integrity.
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% SOPs and Forms coding systems:

- QA shall assign a unique code for each document according to the following:
e Coding system must be unique to assure the traceability of all generated documents and to prevent
the repetition of the same code number for more than one document.
e Each code number must be assigned once only. If any document (e.g., SOP) is removed from the
system, its code shall not be given to another document to assure the appropriate traceability.
e Coding system of SOPs and associated forms:
v" Coding shall be according to the following structure: SOP-XX for procedures e.g. (SOP-
01) Where;
- 1t section: SOP, indication standard operating
procedure.
- 2nd section: Two digits, indicating the serial No. for the
SOP in QMS.
v Forms are coded according to the following structure: F-XX-XX for e.g. (F-01-01).
- 1st section: F, indication Form.
- 2nd section: Two digits, indicating the serial No. for the
relevant SOP.
- 3rd section: Two digits, indicating the serial No. of the
form in the same SOP.
v For external documents generated by external parties:
- Initiator shall send a draft copy for review by the

university before final approval.
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%* Document signing, stamping & archiving:

- QA shall write the issue date or effective date (it is recommended generally maximum one month from
Issue Date) and review date (Re-issuance date) of the document electronically, also issue number that
indicates the number of changes/ updates for each document.

- Then distribute the document for signature from the concerned persons, then stamp the approved signed
hard copy by “MASTER COPY” stamp or the university 's stamp, all current SOPs shall be tracked by QA
using form no. (F-01-02).

- For external documents:

e The final documents received from external parties shall be reviewed by QA and relevant

departments and if they are OK, they can be stamped by the university's stamp.

e Approved external documents shall be tracked by QA using form # F-01-03.
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Their distribution should be according to this procedure.

Hard copies of documents shall be archived in a dedicated, identified and secured areas and QA

department shall be the only department that has permission to access this area.

The

archiving area shall be suvitable for documents archiving (e.g. away from heat sources) to prevent

their deterioration or loss.

During documents archiving, current documents shall be separated from cancelled documents and each

one

of them shall be externally identified.

For soft files:

o

All controlled documents (including internal and external documents) shall be located in a directory
called "Organization Documents" on the documentation center computer protected via secured

password.

Each main folder shall be well identified (e.g. for archiving of SOPs) the main folder can be titled
as “Internal Documents” which includes a sub folder titled “SOPs” and inside this folder all SOPs

shall be archived and identified with their code # and title.
The hard signed copies of SOPs shall be scanned and archived in their soft folder.
Cancelled documents shall be stored in a separated main folder in computer.

For executed records (e.g. change requests, list of main SOPs) they should be stored in separated

main folder titled “Executed Records”.

QA shall arrange with IT department for backup of contents of soft QMS files on monthly basis.
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%* Documents Training & Distribution:

- Before effective date, training on new or updated documents shall be conducted for all relevant
personnel determined by QA & document initiator department.
- The levels of training will be as follow:

° Full training in case of creation of a new document or major change in an existing document.

° Read in case of updating of document or minor change.
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After training, QA document controller shall distribute copies from the final document and

retrieval the cancelled copies to ensure that current versions of applicable documents are
available at points of use.

At the time of distribution of updated documents, earlier versions “cancelled documents”
shall be stamped with “Cancelled” stamp, all cancelled documents shall be tracked by QA
using form # F-01-04.

Training and distribution shall be documented using form # F-01-05.

Distributed copies shall be a copy of the master one (which has been reviewed and
approved by all relevant personnel) and shall be stamped with (CONTROLLED COPY)
stamp beside the (MASTER COPY) stamp.

Also, soft copies can be distributed instead of hard ones in this case soft copies of procedures
shall be in form of PDF format.

During documents distribution, QA shall withdraw any cancelled documents from relevant

personnel to ensure that obsolete documents won’t be used.
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Controlled Documents Periodic Review:

Periodical revision process for all controlled documents will be conducted each 3 £ 2 months years from
their authorization.

QA document controller shall send the prepared “List of the documents due for the periodic review” Form
No. F-01-06" to the concerned departments before 2 months of their review due date.

Documents shall be assessed and checked by the users for continued suitability, adequacy and

effectiveness.
DCR is required to cancel or revise the document in accordance with Periodic review form.

DCR shall be submitted to QA for approval (then, follow the same documentation cycle).
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Retention Period of Obsolete Document:

- Documentations and records will be stored for the minimum retention period that will be determined
by the university.

- QA document controller shall define the period for which at least one copy of obsolete documents

shall be retained.
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++» Disposal of cancelled Documents:

- After end of retention period QA can dispose all obsolete documents by any suitable means (e.g., by cutting

machines or manually, by incineration, etc.)

- Ensure that complete identity of document is destroyed, and the document or part of document can

no longer be used for any purpose.

- Maintain document destruction record Form No. (F-01-07).
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Stamp
Master Copy
(Blue Color)

Controlled Copy
(Green Color)
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Uncontrolled Copy
(Red Color)
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Cancelled
(Red Color)
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University Stamp
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< Document Control Stamps: (55Ul Aol plisY)

Use
For signed and approved SOPs & records to be archived by QA
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For documents to be distributed by QA on relevant departments
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For documents to be distributed by QA for external parties.
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For obsolete documents retained by QA.
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It is used for quality agreements, if applicable.
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PROCESS FLOWCHART wldeall (3845 o)

(Document Control Process)

Document Change
Request

dadg s of slis| o

a

—>
- / Document
Document Obsoleting
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Document Drafting
:\35533\ :\.é«l,ya

Document Review
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Document Training &
Distribution
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Document Control
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SOP APPROVAL CYCLE
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