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Governance

We uphold our management
approach to life and work
balance on such governance
issues as collaboration,
accountability and ethics in
our service.
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Integrity
Our mindset is consciously
embedded in due respect to
mutual honoring our clients.
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Sustainability

We formulate solutions with a
view to balanced values in
environment, economics, and
social dimension.
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Tributary

Our contribution are made to
downflow to broad and wide
beneficiaries
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Determination

It is our enhancing forces for
achievement.
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Affection

Our life long for love,
passion, and affection in our
works forms inspiration for

motivation to any innovation.

Love to successes leads
the way.
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A standard operating procedure (SOP) is an official document with detailed instructions that outline
how to perform a specific task.

Organizations use it to help their staff do consistent work.

An SOP is step-by-step instructions complied by an organization for workers to carry out routine operation.
SOPs aim to achieve efficiency, quality, output and uniformity of performance while reducing miscommunication
and failure to comply with regulations.

A standard operating procedure lets your team know exactly what to do, when to do it, and how to do it.

This isn't a high-level procedural document. The SOP addresses the nuts and bolts (sometimes literally)
of the job with specific steps that leave little to no room for interpretation or error.
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\ WHAT IS A STANDARD OPERATING PROCEDURE ?

SOPs can be used in any vertical. They are especially important for businesses with tasks
that are done over and over again.

In those cases, streamlining results in lower costs and higher output.
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WHAT ARE THE

BENEFITS OF AN SOPs
?




WHAT ARE THE - Avoid stupid mistakes - Do more with less

- Get ahead of the curve - Small changes, big impact
B E N EFITS - Deliver what you're supposed to deliver - Be prepared
- Get every one on the same page - Cover your ass
UF AN SUPS ? - Regulatory compliance for dummies - Make a name for yourself
E - leave nothing to chance - Happy team

- Give better training
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Left to their own devices, there is very little chance
that your crew will complete a task the same way you would.
Define the “right” way to do everything and

get every employee working like your best employee.

B -
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SOPs orient teams toward preventing problems
rather than reacting to them. They make sure nothing falls
between the cracks.
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Standard operating procedures are a natural quality management system
that ensures your team's work is up to par every time.
This helps you avoid delays and re-doing work.
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Miscommunication can happen in two ways:

- The person talking might use the wrong words.
- The person listening might misunderstand.

That means that simply providing a single, vetted source of information
could reduce errors by as much as half. That adds up to huge savings
in time and resources.

STANDARD OPERATING PROCEDURE : WHAT ARE THE BENEFITS OF AN SOPS ?
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Even in well-run facilities, something will go wromj/; Keep the blame
from falling on you by proving that you have SOPs — and that those SOPs
are followed. It also protects the whole company from fines and litigation.

Most importantly, giving your team all the information
they need in a detailed SOP prevents accidents
from happening in the first place. That leads us to our next point.
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It's easy to forget to mention details when assigning tasks on busy days.
That becomes a big deal when those details are health warnings,
safety measures or environmental hazards.

To ensure you remember every relevant detail every time,
SOPs are how you write them down once and easily attach them to assignments.

\ S\ o
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With standard operating procedures, you can start onboarding new employees to their
jobs in an orderly way. Since the SOPs are at their fingertips at all times,

new hires can work independently sooner,

freeing up experienced professionals to focus on their own workloads.

STANDARD OPERATING PROCEDURE : WHAT ARE THE BENEFITS OF AN SOPS ? 14



Right now, your employees are wasting time tracking down the same information
again and again. Instead, your team can direct that energy toward getting the job done.
By providing assignments with full, detailed instructions, standardization frees up resources.

-
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Having established a standard, you can test new methods and make improvements.

When all employees start to do the same work the same way, they are sure to think of ways

it could be better, and they will let you know. If you don't have this experiment mindset,

that can sound like complaining. Instead, if you have an easy way to act on their suggestions,
you can direct that energy toward something positive. Often, these small changes add up fast.

A TS
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S

‘ 4 ) department without standard operating procedures finds itself in big trouble the day key
employees quit or retire, or even go on vacation. The team is more flexible

[L 4.{ when everyone’s know how is in one place (commonly referred to as a
- “single source of truth.”) They can cross-train and adapt regardless of what changes.
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Regu!atry cmpllance for dummies

The most important instructions of all are the law. If regulations are misunderstood or
disobeyed, it could spell catastrophe for the entire company.
SOPs ensure every employee knows they need to comply and how to comply.

.\ /4
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Managers who are efficient and effective lead departments that can grow without growing pains.
Good companies entrust them with better opportunities. You are in a strong position
for moving up the ladder when your daily operations are known and reliable.

STANDARD OPERATING PROCEDURE : WHAT ARE THE BENEFITS OF AN SOPS ?



SOPs set your team members up for success.
- Expectations: They understand exactly what they are expected to do.
- Support: They know where to find the resources they need.
- Acknowledgment: You hear and act on their requests and recommendations
for improvement.
- Independence: You have no need to micromanage.
- Impact: They see their work moving the department forward

rather than being wasted.

\‘ . p— - e R

STANDARD OPERATING PROCEDURE : WHAT ARE THE BENEFITS OF AN SOPS ? 20




COMMON TYPES
OF SOPs



COMMON TYPES

OF SOPS

1. Step-by-step procedure

2. Hierarchical standard operating procedure
3. Flowchart standard operating procedure

4. Management standard operating procedure

22



A step-by-step SOP is the simplest method. As its name implies, it works like an easy-to-follow checklist
of step instructions, describing every action an employee will need to take to complete the task at hand.

-
STEP-BY-STEP PROCEDURE
i
\ / » &
1. Load the washing 2. Add the proper 3. Select the appropiate
machine amount of detergent wash cycle and press start

=~

STANDARD OPERATING PROCEDURE : COMMON TYPES OF SOPS
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A hierarchical SOP is a better choice for complex procedures that need more structure and additional information.
It provides further details within each step. While a step-by-step SOP may list steps 1, 2, and 3, etc.,

this would also include hierarchical steps 1a and 1b; 2a and 2b, then 3a and 3b. It can also come in the form of

a checklist or bullet point list.

-
HIERACHICAL SOP
1. Load the washing machine
\ / a) select clothes you want to wash from the bucket
b) check pocket and remove any found items before loading
i

2. Add detergent

a) pick-up the detergent from the bottom-right shelve
b) dose the detergent based on the size of the load and dirtiness of the garments

3. Start the washer

A a) select the water temperature
b) select the wash cycle

STANDARD OPERATING PROCEDURE : COMMON TYPES OF SOPS



| 3. FLOWCHART STANDARD OPERATING PROCEDURE

Flowcharts are images that explain what path to follow depending on the situation. These processes
are not linear — the outcome of one step will determine the course of action for following steps.

P
FLOWCHART SOP

Select wash cycle
and start the washer

Load the washer Add detergent

Still dirty? Hang it to dry

STANDARD OPERATING PROCEDURE : COMMON TYPES OF SOPS
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In a nutshell, a management SOP is an SOP for writing SOPs. That probably sounds weird — let's clarify this.

For organizations with a large number of SOPs, it's best to have a document that explains how to write

and manage new standard operating procedures. This document is known as the management SOP.

|t serves as a template that outlines how SOPs should be structured. Its job is to ensure that new procedures
are consistent with older SOPs.

A management SOP will cover topics like presentation and layout, and how to review,
approve, maintain, and carry out new SOPs.

When to use a management SOP: These are most helpful to large companies.
This is especially true if there are many procedures to document and multiple staff who write the SOPs.

STANDARD OPERATING PROCEDURE : COMMON TYPES OF SOPS
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| SOPs STRUCTURE

Title Page - Procedure’s name
- SOP 1D number
- Date created or updated
- Department or team users
- Names and signatures of SOP creators

- Change or updated Information

- Document summary indexes

- Why SOP was created, processes coverage and aimed output
- Names of people who accountable and their responsibilities
- Qutlined work lists to be completed

- Requlation guideline to your SOP

- Unique vocabulary

- Signature approval of SOP

STANDARD OPERATING PROCEDURE : SOPS STRUCTURE
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1. Decide on the scope of your SOP
S ool

2. Collect neccessary information

‘ 3. Choose an SOP type
@g 4. Write the first draft% nepeat until neady

accadsionally reuicu
@ 6. Publish and implement the SOP ——= 7« wedaze

g the document
1. Staff training

STANDARD OPERATING PROCEDURE : STEP FOR CREATING SOPS

b. Distribute and review the draft

2 eW
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| STEP FOR CREATING SOPs
D . - how important the topic
1. Decide on the scope of your SOP - intended audience of SOP

- business process complexity

- existing workflows
2. Collect neccessary information - bestpractices
- workplace limitations

@ 3. Choose an SOP type - suitable SOP type
: : - writing actual SOP
@ 4. Write the first draft (Microsoft word / Lucid chart)

STANDARD OPERATING PROCEDURE : STEP FOR CREATING SOPS
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| STEP FOR CREATING SOPs

- review the procedures for they align
b. Distribute and review the draft !t organization objectives

and current workflows

- testing phase and feedback

Q b. Publish and implement the SOP - tracking effectiveness

- more adjustments (if necessary)

1. Staff training - ensure SOP compliance

- work relevancy

STANDARD OPERATING PROCEDURE : STEP FOR CREATING SOPS
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STANDARD OPERATING PROCEDURE (SOP)

TITLE: SOP CREATION, IMPLEMENTATION AND REVISION

DO NOT USE THIS SOP IN PRINTED FORM WITHOUT FIRST CHECKING IT IS THE

LATEST VERSION

Epworth

Document ID: SOP-AD-01

Version No: 20

Date Authorised: Date of Approval

Effective Date: 26 Mar 2020

Review Date: 26 Mar 2023

Applicable All
Epworth Site/'s:

Author: Helen Christensen
Research Quality Coordinator

Approved by:

Prof Nik Zeps
Group Director Research and Development

Signature: _"J‘/L

Feb 26,2020

SOP-AD-01 | Version: 2.0
Based on Templote SOP v2.3 230ct2019

Page 1af 5

Uncontrolled when downloaded or printed. Please ensure you are working from the current version.

STANDARD OPERATING PROCEDURE : STANDARD OPERATING PROCEDURE EXAMPLES
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STANDARD OPERATING PROCEDURE (SOP)

TITLE: SOP CREATION, IMPLEMENTATION AND REVISION EpWDl'th

. PURPOSE:

The purpose of this SOP is to document the procedure for the creation and implementation of new
clinical research SOPs and review of existing SOPs at Epworth.

. SCOPE:

This SOP applies to any individual delegated the task of writing, reviewing, approving or distributing
a clinical research SOP on behalf of Epworth. This applies in all instances when a need is identified to
either create a new S0P or modify an existing one.

. APPLICABILITY:

This SOP applies to the designated SOP Author and relevant clinical research staff at Epworth.
Authors of SOPs should have experience of the area covered by the SOP and be authorised to create
or modify these.

. GLOSSARY OF TERMS:

Please refer to the Epworth SOP Glossary of Terms (see Related Documents).

. PROCEDURE:

All Epworth SOPs should be written with reference to the Epworth Writing Style Guide available on
the Epworth intranet’.

5.1 Initiating the creation of a new SOP or revision of an existing SOP

All Epworth employees engaged in clinical research are encouraged to:
* Identify the need for a new SOP or modification of an existing SOP.

» Notify their manager and/or the Research Quality Coordinator (RCQ) via the SOP feedback form
(see Related Documents).

5.2 The Research Quality Coordinator will:

s Assign a SOP Author (can be the RQC).

s  Assess and verify the identified need and, if appropriate, assign a Document ID number to the
new SOP or a new version number to a modified SOP.

e Ensure that Template-01 (see Related Documents) is used for all new SOPs.

¢  Maintain a Document Register of approved 50Ps that includes as a minimum the Document |D,
version number, approval date, effective date and review before date,

¢ Maintain a central folder containing all approved S0Ps and superseded SOPs,

| sop-ap-01 | version: 2.0 [ Bl Page 20l 5
| Based on Template SOP v2.3 230ct2019
| Uncontrolled when downloaded ar printed. Please ensure you are working from the current version.
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STANDARD OPERATING PROCEDURE (SOP) .

TITLE: SOP CREATION, IMPLEMENTATION AND REVISION

Epworth

5.3 Preparation of a new SOP or revision of an existing SOP

The SOP author will:

For a new SOP, prepare a draft in accordance with the standard SOP Template which includes
the following sections:

b=

Q

o]

0

o

Use sub-section numbering (e.g. 6.1, 6.2, 6.3 etc.) as required to keep the document clear and

Purpose — briefly describe relevant background and the reason a SOP exists.
Scope = define which areas of work or staff the SOP applies to.

Applicability — to whom the SOP applies.

Procedure — details of the procedure in a clear and concise style.

Related documents and references = may include templates for use with the SOP.

easy to follow.

For a modified SOP, edit the current version of the SOP — making appropriate alterations to the

version number and date in the footer.

Distribute the draft new or modified SOP to the RQC, or other designated individuals, for review

and comment,

Incorporate relevant comments and arrange for further review, if required.

When finalised remove the ‘DRAFT” watermark from the document and provide to the RQC for

arranging final authorisation by the Group Director of Research and Development (GDRD).

5.4 Approval and Authorisation of the SOP

Prior to the release of the SOP it will be reviewed and approved by the GDRD.

SOPs will be signed electronically using Adobe Sign. An audit report generated by Adobe Sign will
be filed and maintained centrally with each SOP approved for audit purposes.

5.5 Assigning 'Effective’ and ‘Review Before’ dates to the SOP

The S0P effective date shall usually be one calendar month from the date of authorisation.
However, the lapsed time between SOP authorisation and the effective date may be reduced in
special circumstances (e.g. urgent situations where procedures must be implementad
immediately)

All relevant staff shall be trained in or notified of the new/updated SOP between the
authorisation and the effective date. Documentation of training must be kept for all individuals
as per SOP-OA-01 (see Related Documents)

S0P-AD-01 Version: 2.0 Page 3o0f5
Bosed on Template S0P w2 3 230c203
Uncontrofled when downloaded or printed, Please ensure you are working from the current version.

STANDARD OPERATING PROCEDURE : STANDARD OPERATING PROCEDURE EXAMPLES
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STANDARD OPERATING PROCEDURE (SOP)

TITLE: SOP CREATION, IMPLEMENTATION AND REVISION Epworth

* The S0P Author shall record the 'Effective Date' on page 1 of the SOP

# The S0P ‘Review’ date shall be three years from the SOP's assigned ‘Effective’ Date. However,
earlier review dates may be implemented where necessary (e.g. changes to legislation)

¢ The SOP Author shall record the 'Review' date on page 1 of the SOP.
5.6 Distribution of the new or revised SOP

+ Approved SOPs will be distributed electronically as a PDF document by the RQC. SOPs will be
made available electronically or in hard copy format upon request,

* Al relevant Epworth clinical research staff will be notified of this new SOP by the RQC.

*  Anassessment of any training requirements shall be made by the RQC and included in the
training curriculum for the various roles at Epworth.

5.7 Superseded S0Ps

e The RQC will notify all known personnel invelved in clinical research at Epworth of superseded
S0Ps.

5.8 SOP waivers

& S0Ps are mandatory for all staff involved in the activity or process to which the SOP relates.

* |f a SOP cannot be adhered to, then prospective approval is required from the RQC and/or GDRD

for a waiver using FORM-02 (see Related Documents).

* The original waiver will be maintained in the project files and a copy held by the RQC.
* |f a waiver is required on multiple occasions, the SOP must be reviewed.

The superseded master SOP shall be clearly marked as superseded and be securely stored as a
record of the previously used SOP by the RQC.

5.9 Work Instruction creation and implementation

Work instructions (WIs) are documents that underpin S0Ps and set-out in more detail what should
be done.

*  Work Instructions should be prepared in accordance with TEMPLATE-02 (see Related
Documents).

¢ Departmental work instructions should be sent to the RQC for review prior to approval and
implementation.

| soP-aD-01 Version: 2.0 ! Papedof 5
[ Based on Template S0P v2.3 230ct2019
| Uncontrolled when downloaded or printed. Please ensure you are working from the current version.
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TITLE: SOP CREATION, IMPLEMENTATION AND REVISION
Epworth
* A final approved copy of the work instruction should be provided to the RQC for information and 8. VERSION CONTROL
compliance monitoring. :
Document History
6. REFERENCES:
Version Summary of Changes
1. Epworth Writing Style Guide : J |
https://intranet.epworth.org.au/BusinessServices/brand/SitePages/Brand%20resources.aspx 1.0 N/A First issue
7. RELATED DOCUMENTS: 20 Section 5.4: Updated to reflect electronic signature approval process.
73 Ratated Fociis i Teiilote Inclusion of Section 5.8: SOP waiver process.
Inclusion of Section 5.9: Work instruction creation and implementation.
*  SOP-AD-01-FORM-01 SOP Feedback Form . . . .
Minor formatting and inclusion of new templates and Epworth reference guide.
* SOP-AD-01-FORM-02 SOP Waiver Request
&  SOP-AD-01-TEMPLATE-01 SOP Standard Template 5 o T——r Page5of5
*  SOP-AD-01-TEMPLATE-02 Work Instruction Template | Based on Template SOP v2.3 230ct2019

| Uncontrolled when downloaded or printed. Please ensure you are working from the current version,

7.2 Related SOPs

s 50P-0QA-01 Documentation of Qualifications and Training Records

s SOP-Glassary-of-Terms
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