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9. Appendix 1 — DCO - Instruction for Updating or Creating Electronic Quality Documents

New document to
be created.

Form -505
completed.

DCO = Document
Control Officer

DCO raises new Doc. on Documentation
Database.

Fill in No., Title, Doc Type, Team.

When an

existing

document is to be updated:

DCO finds Doc. in Documentation Database
& updates the status in 'Under
Review' folder & fills in name & date.

There are 2 ways existing doc. may be updated.

v

v

Photocopy of the

DCO receive s request,
puts doc. into

document marked Draft folder.
"For Review only” 1. Check correct
Advises Author of No. & to sent to DCO for typing template
open appropriate
Document Type template L 2. Update version no
inWord & ‘saveas’ into 3R 2
.. . Remove names
DRAFTOg)Ider Checl;l .r(taws | Qn % Re
1 r
DCO sets up doc. ready to updated with brief 4. Check
type and advises Author Properties’ box
of Doc. No. in summary of has all correct
Draft folder changes to info.
| document 5. Type new
$ version No. in
Rev. History
Author advises DCO
finished in draft i
\ 4 Author advises

DCO transfers Document to circulation folder

name & date.

In Documentation Database 'Status box ' change to To be confirmed',

DCO = finished
in draft

v

DCO prints & sends hardcopy (Master)
signing (if SOP = by Preparer, Checker and
final approval sign by QA Dept. rep.)

for «

v

Document must be returned to DCO after
each signing - DCO completes name & date
in Documentation Database 'Status' box so

Doc. is tracked thru. signing.

v

ANY CHANGES?

I~

Document is now fully approved and DCO will
issue "Authorised Copy" to required
Satellite Documentation files.
See next page for iss  uing procedure.

If changes are required, the
Author may send hard copy
(Master) back to DCO to fix and
re-print and re -send for
signing again
OR
the document may be put
back in DAFT - DCO
must open in circulation, save
AS to DRAFT then
delete from circulation.
The Documentation
Database 'Status box” must
say 'Under Review', with
name and date again.




10.  Appendix 2 - Required Data for Document Initiation in Database Record
10.1 SOP, Form, Policy, Position Papers, Standards, GMP agreements

Document Title

Document Type (See SOP QMS-010 for Prefix ID)
Document Owner

Distribution

Related Documents

Location

10.2 Training Report

Document Title
Document Type

Document Owner
Distribution

Skills Level

Related Documents
Location

10.3 Manuals

Template
Document Title
Document Type

Owner

Distribution

Site

Service

Person who will conduct Verification
Person who will conduct Confirmation
Contractor

Contractor Project Number (if applicable)



Document Initiation Procedure for Manuals:

Operations & Maintenance Manuals (MO), Procedural Manuals (PR) & Project Files (PF)

Manual received from Contractor
{External document)
or
Project File completed {in-house)

Receiver to raise Template and fill
in and send to DCO

DCO opens Manual folder in Documentation
Database
Select next sequential Manual or Project File
number.
Fill in details from Library log form.

When finished filling in record, DCO to print
and send printout to initiator

Labels are required for the spinefcover of the
Manual/Project Fle to match the record logged.




11.  Appendix 3 - Process Control Regulatory Standards

Standards or Amendments to
Standards received by DCO

v

Document is logged into Database

Is Standard a new
version of an existing
Standard?

Remove old version hardcopy
——P®  and destroy — replace with new
YES version.

File Standard or
Amendment.




