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ABOUT CfPIE
Learn from the Leader

In a life sciences industry that has faced nearly $15 billion in fines and 
compliance-related settlements over the last several years, The Center 
for Professional Innovation & Education (CfPIE) is a better alternative 
for maintaining high standards, protecting industry reputations, 
and enhancing personal growth. Since 2001, we have embraced a 
singular goal—to provide the highest quality education to life science 
professionals. Today, as the global leader in quality life sciences 
training, we offer the largest range of course options for professional 
development in pharmaceutical, medical device, biotech, and skin/
cosmetics disciplines. We are dedicated to enriching that reputation by 
conveying content relevant to the needs of individuals and 
organizations facing intense scrutiny in those highly technical 
disciplines.

HOW TO REGISTER

COURSE FEE
$2150.00 PER PERSON 

EARLY BIRD DISCOUNT

The Center for Professional Innovation & Education, Inc. 
7 Great Valley Parkway

Suite 295
Malvern, Pennsylvania 19355

If you register at least thirty days in advance you will receive a 
$200 discount on the course.

ADDITIONAL DISCOUNTS
Contact us at 610-648-7550 or info@cfpie.com for 
information regarding partnership discounts or how your 
organization can become a partner with CfPIE.

CANCELLATION POLICY
All cancellations must be in writing and are subject to a 
$350.00 cancellation fee. If cancellations are made more than 
30 days prior to the course, a refund less the cancellation 
fee will be provided. If cancellations are made less than 30 
days prior to the course, a voucher good for attendance at an 
upcoming course will be provided. The voucher, which can be 
used by the registrant or anyone else within his/her company, 
will be valued at the registration fee minus the $350.00 
cancellation fee.

If a registered attendee does not cancel and fails to attend, 
neither a refund nor voucher will be issued. All course 
cancellations must be in writing and emailed sent to info@
cfpie.com. Registrants are responsible for contacting the hotel 
and canceling their room reservations.

CFPIE reserves the right to alter the venue, if necessary.

Substitution Policy - Classroom Courses

Substitutions are accepted at no penalty with written 
notification from the original registrant in advance of course. 
All substitution requests must be in writing and emailed to 
info@cfpie.com.

CfPIE also offers on-site courses for 10 or more 
attendees. Contact us at info@cfpie.com.

COURSE DESCRIPTION
This course presents a comprehensive overview of process 
writing that the binding regulations require.  There’s a tenet 
among regulatory bodies: “If you didn’t write it down, it didn’t 
happen,” and while the regulations tell companies what they 
need to do and document, they don’t tell them how.  
Determining how systems work and how processes occur and 
documenting them is up to companies to assess.  This course 
presents process writing within the “big picture” of controlled 
documentation and gives industry standards for delivering 
information.  Effectively prepared process documents keep 
companies on track and compliant.  Participants will learn 
how to write documents that ensure consistency in 
operations.  A workshop in process writing gives participants 
the opportunity to actually write about a process and then 
assess the results.   

The course also addresses problematic areas of the English 
language and affords participants the chance to voice their 
questions.  Participants will learn how to tighten and refine 
the language to produce clear and comprehensive documents

WRITING EFFECTIVE STANDARD 
OPERATING PROCEDURES AND 
OTHER PROCESS DOCUMENTS

COURSE DIRECTOR:  KAY MONROE

Please refer to our website for
upcoming course dates and times



Systems and Controls
• Introductions
• Document integrity and control
• Regulatory requirements and good business practices
• Determining which process documents to put in place
• Documents for overall systems and specific activities
• Process documents and their relationship to other 

documents
• Preventing overlaps, contradictions, and disconnects

Tense and Voice in Process Documents
• Identifying the audience
• Using verbs to control action
• Using the active voice
• Paring the passive
• Writing in the third person
• Using the imperative voice

Writing Effective Policies, Procedures, Instructions, and 
Methods

• Components of Standard Operating Procedures, 
instructions, and methods 

• Controlling sequence of actions
• Choosing the correct voice
• Using the present tense
• Writing about conditions
• Avoiding ambiguity and redundancy
• Using parallel structure
• Being consistent from document to document

Procedure Writing Workshop
• Writing a procedure
• Assessing the process
• Refining it on paper

SECOND DAYFIRST DAY
Manuals and Plans

• Know your audience
• Components of quality manuals 
• Components of Chemical Hygiene and other 

plans 
• Identifying responsibilities 
• Explaining systems and activities 
• Controlling voice 
• Writing section by section
• Controlling sentences

Refining Style
• Precision – making every word count
• Identifying false language rules
• Participants’ grammar concerns
• Language bugbears and how to avoid them
• Punctuating for clarity 
• Establishing a non-binding style guide

Reviewing and Revising
• Finalizing the document for review
• Peer review
• Formal review – author and reviewer roles
• Making sure the components are in place
• Refining the purpose and scope
• Assessing and improving the flow 
• Making comments on review documents

Remaining Compliant
• Periodic review cycles
• Building document histories
• Revisions and impact on other documents
• Setting reasonable timeframes from

planning to active document
• Training on procedural documents
• Remaining compliant

INSTRUCTOR CREDENTIALS
Kay Monroe is an industry consultant working for her own 
firm, Cayman Scientific Consulting, LLC, now based in 
Connecticut. She has extensive experience in R&D across 
multiple therapeutic areas and specializes in Project 
Management roles. Her career includes roles as a Global PM 
for the development of a drug for diabetic neuropathy and for 
a novel cardiovascular therapy, implementation of a Project 
Management Office for a combination drug/device firm, 
support of migration, validation and documentation for A RIM 
solution and Global VP of Operations for the US Division of a 
Danish company focused on CNS therapies. Kay has also 
consulted with different non-profits working in malaria drug 
development.

Kay currently works with a start-up company developing 
psychedelics for psychiatric and neurological disorders and 
supports them as Chief Operating Officer. She holds a BS in 
Animal Science from UC Davis and an MBA from Golden Gate 
University in San Francisco.

WHO SHOULD ATTEND
This two-day course is designed for those who write process 
documents required by the binding regulations.  Process 
documents, in sum, create a procedural infrastructure that 
delineates the company’s activities.  These documents include 
Standard Operating Procedures (SOPs); policies; work 
instructions; laboratory methods; emergency action, chemical 
hygiene, animal husbandry and other plans; and quality 
manuals.  This course is valuable for pharmaceutical, medical 
device, and biotech professionals in drug discovery, product 
development, quality assurance, clinical testing, information 
technology, and regulatory affairs.  It is also helpful for senior 
and middle management executives who want to familiarize 
themselves with the regulations that mandate procedures and 
the industry standards for writing them, putting them in place, 
and remaining compliant.




