


What we will cover

* The differences between SOPs and MOPs
* Importance, Benefits, and Limitations of SOPs

e The 8-Fold SOP Process

— Process Mapping

— Authoring

— Format & Language
— Editing

— Authorizing

— Training

— Implementing

— Revising & Archiving

* || part: An exercise on SOP making




— SOP vs.MOP

Definitions:

e Standard Operating Procedures: Detailed, written
instructions to achieve uniformity of the
performance of a specific function. (ICH GCP 1.55)

Manual of Operations:

* A handbook of instructions designed to guide the
research team to successfully carry out aspects of a
research study according to study protocol




SOP vs.MOP

* Founded in federal e Established in a grant,
regulations and protocol, and/or IRB
guidance, Good application
Clinical Practice  Study-specific
guidelines, and processes to gather
institutional policies data for one study’s
and guidance research aims

* General processes  Changes throughout
common to running all the life of the study
studies (updated with each

* Infrequent changes new Modification)







Importance of SOPs

* Manage compliance
obligations

* Incorporates regulations,
GCPs, and institutional
requirements

* Create operational efficiency

* Ensures processes have
been examined and
optimized

* Training staff

* Acts as a resource to keep
everyone on the same page

at all times




Benefits of SOPs

e (Creation of:

* Ensures the team knows
their regulatory obligations
and how to best meet them
using available resources

* Implementation of:

e Standardizes common
processes amongst all
studies

 Provides a level of formal
accountability for team
members

* Prevents noncompliance on
a systemic level




The 8-Fold SOP Process

* Process Mapping

* Authoring

* Format & Language
e Editing

* Authorizing

* Training

* Implementing

* Revising & Archiving



Step 1: Process Mapping

Start with the regulations, guidance, and institutional
policy:
* Regulations

— New Drug rules 2019

— OHRP: 45 CFR 46, and FDA: 21 CFR 50, 56, and 312

e Guidance
— ICH GCPs
— OHRP and FDA Guidance

* Institutional Policy




Step 1: Process Mapping

* Next, set up a meeting with everyone involved in
the process

* Think about your experience with the process

* Present regulatory background and your experience
at the meeting

— Talk with the group about their experiences with the
process

— Choose the best author for the process

— Set up a future meeting to finalize the SOP, with a draft
SOP to be circulated in advance by the author




Step 2: Authoring

* Who's the best person
to write what you do?

— The person who does it




Step 3: Format & Language

* Design a template format
that includes at least the
following elements:

— SOP title
— Purpose statement

— Policy statements,
definitions, etc.

— Steps to complete process
— Version # and effective date
— Author signature and date

— Authorizer signature and
date

— References
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Step 3: Format & Language

 When writing, be sure to:

Put tasks in correct order
Use titles, not names
Limit number of steps per
page

Include timelines for
completion of tasks

Reference associated forms
and templates
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Step 3: Format & Language
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Step 3: Format & Language

TS

ITHS Researck Resources
Protocol Devition Log




Step 4: Editing

e Who should edit the draft
SOP?

— The group who originally
met

* Process:

— Circulate the draft
pre-meeting

— Reach group consensus
about the draft changes

— Take good notes about
agreed upon changes

— Revise the draft

— Recirculate to the group and
ask for feedback by a firm
date




Step 4: Editing

* Process (con’t):

— After recirculating, ORI N

Check each box to confirm the following statements:

incorporate feedback to N ceeai
finalize SOP B e
0 SOP is in actve voice (not passive voice)
* If necessary, reconvene for B

. 4] mummnumwumnmmmmncmm
another meeting T p———

— Have another team member s ———
edit the SOP using a Quality e ————
Name of per Date:

Assurance Checklist




Step 5: Authorizing

e Since the Principal
Investigator is ultimately
responsible for the
conduct of the study,
he/she should be the
one who authorizes all
SOPs

— The author should sign
and date the original SOP,
and so should the PI




Step 6: Distributing

* PDF the signed original.

* Place the hard-copy signed
original in an SOP binder.

* Keep the electronic original in
a secure location.

 Choose a place to post PDF
SOP for reference:
— Internet / Intranet
— Server
— Email




Step 7: Training

* The most important step!
— If training doesn’t happen
effectively, the SOPs are useless
* Choose the best training
approach for the SOP:
— One-on-one

— Group




Step 7: Training

e Have the author train other
team members on the SOP

e Document team members’
training completion
— ITHS Study Team Training Log

A0 ITHS
i
TTHS Rese arch Resowrces
Srody Toam Tenining Log

=3

www.iths.org/forms




Step 8: Revising & Archiving

 What happens if a mistake is found, or if the
regulations or policies change?

— You must have a formal revision process that includes:

* A designated member of the study team to manage this
process

e A secured document management system
(create audit trails, use track changes)

* A policy on whether revisions are done on a rolling basis or
at established time points, or both




Step 8: Revising & Archiving

* When SOPs are updated,
the old versions need to
be archived for historical
reference.

— Keep all hard-copy signed
originals in the SOP binder

— Label superseded versions
as “Archived”
(stamp or handwritten)

— Remove superseded PDF
versions from circulation




