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Editing to Produce Audit-Ready Documentation 

Introduction 
While careful editing is a necessity for all professional communicators, the stakes are unusually 

high for those charged with editing documents in regulated industries.  Particular quality control 

strategies are required to ensure that documents are in compliance with the required regulations 

and standards.  Manufacturers of pharmaceuticals, medical devices, tissue and tissue products, as 

well as any laboratories that perform non-clinical testing on these products, face strict government 

regulations, and failure to comply with these regulations, and/or provide documentation of 

compliance can be costly.  This paper discusses strategies that will help those charged with editing 

in regulated industries prepare documentation that is “audit-ready.”  Applying these strategies will 

also help ensure that documentation for product submission is complete and compliant, and will 

help companies present a professional image during client on-site audits.  

In the United States, the pharmaceutical industry is highly regulated by the Food and Drug 

Administration (FDA).  Rita C. Tomlin (2008) notes that throughout the drug discovery and 

development process, “a multitude of documents are written, such as protocols to establish the 

research methods to be used during each study, statistical plans for how data from studies will be 

analyzed, and scientific reports to record the interpretations of the findings from each study” (290).  

These documents are compiled into a New Drug Application (NDA) and submitted to the FDA.  The 

FDA examines each NDA closely in order to ensure that appropriate regulations and standards have 

been met.  Errors or omissions in this documentation can be detrimental.  The FDA commissioned 

an independent report to evaluate the reasons why some new drugs are not approved for sale.  

“This report cites the poor quality of the dossier (NDAs) submitted to the FDA.  Specifically, the 

report identifies missing information, inadequate drug development design, and the lack of 

knowledge concerning federal regulations as the leading causes for rejection” (291). 

In addition to the extensive and accurate paperwork that must be submitted for product approval 

in regulated industries, manufacturers of regulated products, as well as any independent 

laboratories that perform testing on these products, may be audited by the FDA. This means that 

auditors can show up at the company, unannounced, at any time and for any reason to perform an 

inspection.  Valarie King-Bailey (2012) says it is certain that the auditors will ask for records, and “if 

it is not documented, it did not happen.”  Presenting poor documentation during an audit can have 

serious consequences.  Just as a poor NDA can lead to drug rejection, poor documentation 

presented during an audit is one problem that may lead to a Form FDA 483, or warning letter, being 

issued to the company.  As explained in a FAQ section on fda.gov, the FDA issues this form to notify 

company management of possible violations observed during these inspections.  The warning 

letters are also made public on the FDA website.  For severe violations, the FDA has the authority to 

shut companies down entirely, and arrest those responsible for the violations. 
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Audience Awareness:  Thinking Like the Auditor 
Professional communicators always need to understand their audiences, but if they work in a 

regulated industry, audience awareness can help determine the outcome of the audit.  The 

following strategies will help editors to think like the auditor, in order to proactively address any 

questions or concerns this particular audience may have with regard to documentation. 

Audit-Ready Strategies 

Create stand-alone documentation   
Documents such as reports and protocols should contain all of the required information and be able 

to stand on their own, with little to no verbal explanation necessary.  The writing should be clear 

and easy to understand.  Problems can arise if an auditor has questions about a document and the 

author is the only one who can properly explain it—especially if that person is offsite or has left the 

company.   If there are gaps in the narrative of a document, the auditor will most likely fill them in, 

and it may not be favorable.     

To address this issue, editors should perform an edit for completeness.  They should read the 

document thoroughly and look for any instances of unclear wording, missing information, use of 

acronyms without adequate explanation, lack of scientific rationale, and deviation from a protocol 

or procedure.  Even if editors are familiar with the situation or procedure being described, they 

should try to put themselves in the mindset of someone who knows nothing about the document.  

This will help to find inconsistencies, inaccuracies, and incomplete explanations.     

After problems and questions have been identified, editors should meet with the author(s) of the 

document in order to fill in the blanks.  If the authors are resistant, an editor can remind them that 

an auditor may have the same questions when reviewing the document at a future date, and it is 

best to create a complete document while the information is still fresh in their minds.  It is likely 

that authors would prefer to speak with an editor and answer their questions, rather than have to 

defend an incomplete document to FDA representatives later. 

Once all of the information has been filled in, editors should check to make sure that ideas are 

organized well and verify that all of the information is accurate.  While it is important that the 

information presented is complete, it must also be concise.  Editors should look for and eliminate 

any redundancies. 

Revise or remove questionable language  
Audit-ready documentation protects the company while still being honest and factual.  Editors 

should review documentation for any “red flags” that may draw unnecessary attention to errors or 

problem areas.  “Red flags” may include the following:  

 Language that may be embarrassing or inflammatory.   At one company, employees in a 

certain department had a cleaning log book that they officially named a “slave log.” A 

(client) auditor was very unimpressed upon viewing this, and the company lost some 
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credibility with that client.  If an editor had caught this, an embarrassing situation could 

have been prevented.   Casting blame is another example of poor language use.  Statements 

such as “The report was late because Quality Assurance (QA) was too slow in reviewing it,” 

or “Management was informed of this issue but did not take action” should be rephrased or 

removed.   

 Verbiage that is incriminating or implicating.  Regulatory editors should watch out for 

phases such as the following:  “Updated procedure to follow our current practice,” which an 

auditor may translate as, “We were not following our standard operating procedures 

(SOPs), so we just changed it.” Another incriminating phrase is, “We updated this procedure 

because of an internal or external audit observation.”  Such phrasing reflects poorly on the 

company by drawing attention to errors that have since been corrected.  Even if a procedure 

was changed due to the reasons stated above, this can be rephrased as, “We identified 

improvements to the system.”  While still accurate, this puts the company in a more positive 

light. 

 Subjective language.  Regulatory writing must be objective.  Editors should look for any 

statements that are not well supported by the data.  Such statements must be revised, or 

additional data must be included to support them.  Objective language also means avoiding 

the use of personal pronouns such as “I” and “we.”  The focus should be on the work that 

was performed rather than on the individuals who completed it.  Additionally, terms such as 

“feel or “believe” are inappropriate.  In order to be objective, sentences such as “We feel the 

results are valid” should be rephrased as “The controls were within required ranges and all 

acceptance criteria were met; therefore, the results are valid.”    

 Confidentiality issues.  Editors in regulated industries must be familiar with the 

company’s policies on confidentiality and look for any instances in documentation where 

confidentiality is breached.  It is particularly important to make sure that client information 

is used appropriately and treated confidentially. 

Perform a “regulatory edit” 
It is always important to perform copyediting and structural editing on any document that may be 

viewed during an audit.   In addition, editors in regulated industries should perform a regulatory 

edit.  Editors should read and become familiar with any regulations and standards that their 

organization must comply with.  When reviewing documents such as protocols or SOPs, editors 

should pay close attention to the references section, which usually includes a list of regulations 

and/or standards that the document must comply with.  A quick online search can help determine 

whether the regulations and standards referenced are current.  Editors should also check to make 

sure any internal documents listed in the references are current.   

In addition to checking whether references are current, editors should review these documents in 

order to make sure the document which has included the reference is actually in compliance with it.  

If a standard has been revised with significant changes, it is not acceptable to simply update the 

reference without also updating the rest of the document in order to comply with the changes.  

Often, an automated document control system can be used to help assess and manage these 

changes. 
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Use templates 
Editors in regulated industries can set up templates in order to automate formatting guidelines for 

documents such as SOPs, protocols, and reports.  Mark R. Bright (2005) states that “Templates set a 

document’s style and layout based on predetermined settings established by the organization, 

eliminating many but not all of the style inconsistencies that may occur when different writers 

create documents for an organization” (42).  This will help ensure that the same format is being 

used consistently throughout the company, and avoid questions about why documents look 

different in each department.  It also presents a professional image and can help to save time when 

creating documents. 

Create a house style guide 
A house style guide addresses the unique style conventions of a specific organization.   Bright 

advises using house style guides in conjunction with templates to help streamline the 

documentation process, promote consistency, and ensure that a coherent message is presented 

throughout the organization.  He also notes that style guides are “beneficial as repositories to 

ensure that different templates do not establish conflicting styles” (42). A house style guide also 

helps to ensure that terms are used consistently throughout the company, which will help prevent 

confusion.  

Define responsibilities for reviewers 
Documents in a regulated industry are often reviewed and approved by multiple people, including 

management and QA representatives.  If responsibilities for each reviewer are not defined, it may 

mean that everyone thinks someone else will catch errors, leading to reviews that are not as 

thorough as they should be.  For each type of document reviewed by multiple people, editors can 

help determine and define the responsibilities for each type of reviewer.  For example, when 

approving a completed equipment qualification, management may only be responsible for 

reviewing the final report, while QA must review the report and any raw data included with it.  

Defining responsibilities will produce better documents because it allows everyone involved to 

focus on their particular area of responsibility.    

Help to train others   
Regulatory editors should look for opportunities to help others improve their writing and editing 

skills, and impress upon them the importance of writing everything as if the FDA will read it.  If the 

company is willing, editors could offer training classes in order to provide a refresher course on 

basic English skills, including grammar and punctuation.  They may also offer training on more 

advanced topics such as how to write effective procedures and formal correspondence.  These 

classes can also help employees understand that the documentation they work with will not just be 

archived and forgotten.  The records last forever.  They and the employees responsible for them can 

be subpoenaed at any time—even after they leave the company.     
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Conclusion 
Good editing practices can serve as a form of quality control in regulated industries.  Proper review 

and editing add value by helping to ensure that any errors or problems in a document are corrected 

before an FDA representative or other auditor sees it.  Having high-quality documentation reflects 

well on any company by presenting a professional image; but for companies in regulated industries, 

having excellent documentation can help prevent problems such as FDA warning letters or other 

audit observations.   
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