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Good Documentation

Good documentation is an essential part of a Quality System and is key to operate in compliance

with GMP requirements. A Good Documentation System requires well-written documents.

The documents should ensure that processes are well understood and user friendly for

everybody. So, they should be designed, prepared, reviewed and distributed with care.

ﬁhe results of poorly written documentation are:

Deviations and non-conformances;

\

Increased production time due to rework, error correction, etc.;

Complaints;
Product Recalls;
Product Returns;
Others.

/
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Ugate owise Other Examples of.Sltuatlons Caused
e by Poorly Written Documents...
A poorly written procedure can |
cause errors, confusion or even The employee can .lncorrectly
team dissatisfaction (for example: record th? information due to
if employees do not understand d confusmg -procedure. This
the task and make mistakes during GEIEIEE -d-eV|at|ons and loss of
’//k execution, they feel discouraged) traceability.
(-
.
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CLOSER TO EXCELLENCE

B
Jgle p\,\/|ge Tips for Writing User-Friendly GMP
Documents

There are some strategies for writing good documents and ensuring that this is not a problem in the company. The
following items provide some tips to write user-friendly GMP documentation:

1 — Determine the document type:

“All types of document should be defined and adhered to.”
(Eudralex — Vol 4 — GMP Guidelines; Chapter 4 - Documentation)

It is important to determine the document type before starting

] Procedures
to write.
Organization of the documentation system promotes
maintenance of the information flow and requirements from top etructions
down. So, the relationship between all documents (e.g. /’
procedures, instructions, checklists, forms and records) should
be clearly indicated within each document so that user can e liers, e o R

understand how documents are interrelated with each other and

where to access the desired information.
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Igte owise Tips for Writing User-Friendly GMP
Documents

2 — Prepare (and stick to it) Document Templates:

The use of well-designed templates, per document type, enhances not only the creation but also the understanding of
documents. Standardized Templates make documents easy to read and to understand.

3 — Use a clear title to explain the task:

Having a title that says exactly what is going to happen in a simple way. The title makes the document easier to understand
and to trace later.

4 — Build the documents in a logical order:

“Documents containing instructions should be laid out in an orderly fashion and be easy to check.” (Eudralex — Vol 4 — GMP
Guidelines; Chapter 4 - Documentation)

Respect the flow of the process to facilitate understanding, execution and finding of information.

5 — Describe one task per paragraph:

Never forget to be simple and objective. Separating by paragraphs can help the reader understand what they need to do. You
can enumerate the steps.
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6 — Pay attention to the language and layout
used:

Write to say what you mean, clearly.

* Keep it simple —don’t use unnecessary words

* Write in a language the user, not the writer,
will understand

* Use the active voice

* Use specific language

* Avoid dense text — opt for bullet points, lists,
tables or images/graphs/flowcharts

“The style and language of documents should fit
with their intended use. It’s important to use
plain language.” (Eudralex — Vol 4 — GMP
Guidelines; Chapter 4 - Documentation)
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T rma s Enormtene Documents

7 — Use imperative verbs:

“Standard Operating Procedures, Work Instructions and Methods should be written in an imperative mandatory style.”
(Eudralex — Vol 4 — GMP Guidelines; Chapter 4 - Documentation)

You can use the imperative form to give an order, to give a warming or advice and to make a request. The imperative form
provides clear and unambiguous instructions. In this way, the employees understand what they must do and what is required
of them. By making instructions mandatory, the chances of deviations and non-conformances are reduced.

8 — Answer 5 basic questions:

{ ” o

Make sure your procedure describes “who” does “what”, “where”,
“when” and “how”. If the description answers these basic questions,
the procedure probably is complete.
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9 — Have a Document Revision History:

You need to ensure that employees always use the latest version of the document. Documents within the Quality
Management System should be regularly reviewed and kept up-to-date. However, it is necessary to ensure that users
are always with the latest version.

10 — Test-drive the documents:

“It is necessary to ensure that what is written is exactly what happens in real practice.” (Eudralex — Vol 4 — GMP
Guidelines; Chapter 4 - Documentation)

It is common that the writer is not routinely performing the task. It is recommended to test the document with the
people who will be using it and incorporate their suggestions.
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Final Remarks

v' Good documentation constitutes an essential part of the
Quality System and is key to operating in compliance with
GMP requirements and for that, it requires well-written
documents.

v" Well-written documents facilitate understanding of
employees and reduce chances of deviations, non-
conformances and other types of problems in the company.

v’ So, a good user friendly documentation facilitates processes

understanding for all employees, and should be designed,
prepared, reviewed and distributed with care.
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Engineering Services tailored for Pharma industries

Stepwise Pharma & Engineering differentiates from other engineering companies by tailoring its services specifically for the highly GMP-regulated pharmaceutical and life
sciences industries.

The entire pharmaceutical and life science industries manufacturing lifecycle is supported by us helping to set direction, assessing benefits of strategic investments and
optimizing manufacturing and business processes.

We assist our customers from Research and Development (R&D) to Commercial manufacturing.

Our goal is to help our customers to achieve and maintain GMP manufacturing excellence and assist them in the route to market.

The Author: About the Author:

 Pharmacist with a post-graduation in “Quality Management and Audit in
Industrial Processes” and, concluding a Master in “Regulation and Evaluation of
Medicines and Health Products” in September 2021;

* 6 years of experience within Quality Assurance in the pharmaceutical industry;
* Experience with injectables and solid oral medicines.
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