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STANDARDS OUTLOOK   BY THEA DUNMIRE

Missing in Action
New standards beg question, ‘Where have all the documents gone?’

THERE WAS a hit song in the 1960s titled 

“Where Have All the Flowers Gone?”1 

Originally written in 1955 by Pete Seeger 

and Joe Hickerson, the song was a catchy 

tune sung around campfires at summer 

camp and also became a political ballad. 

Many of those reviewing the current 

draft of the revisions to ISO 9001—Qual-

ity management systems—Require-

ments, and ISO 14001—Environmental 

management systems—Requirements, 

are asking, “Where have all the docu-

ments gone?”

This question has been prompted 

by the fact that the words “document,” 

“procedure” and “record” have all but dis-

appeared from the draft international stan-

dard (DIS) for ISO 9001 and ISO 14001.

Does this mean documented proce-

dures and records are no longer re-

quired?

Not exactly.

What has replaced those words is a 

new term—“documented information.” 

The use of this new term is one of many 

changes to International Organization for 

Standardization (ISO) management system 

standards (MSS) imposed by Annex SL, 

an addition to the ISO directives that 

mandates the use of a common high-level 

structure and terminology.   

This new term is defined as “informa-

tion required to be controlled and main-

tained by an organization and the medium 

on which it is contained.”2 It should be 

noted that the draft of the revised version 

of ISO 9000—Quality management 

systems—Fundamentals and vocabulary 

further defines the word “information” 

as “meaningful data” and “data” as “facts 

about an object,” with an “object” being 

further defined as anything “perceivable or 

conceivable.”

It is interesting to compare the defini-

tion of document that was included in 

the prior versions of ISO 14001 and ISO 

9001 as “information and its supporting 

medium” to the definition of the new term 

being used in the DIS of both standards—

“documented information.”

What changed?
A new concept has been added. “Docu-

mented information” is now, by definition, 

limited to just the information that is 

“required to be controlled and maintained 

by an organization.” As a result, other 

information, even if important, arguably is 

not documented information and, there-

fore, does not need to be controlled.  

This raises the question of who deter-

mines what information is required to be 

maintained. Is it the organization? Is it the 

certifying body? Is it a regulator or other 

interested party?  

Examples of the impact of this change 

in terminology in the draft standards 

include:

• Instead of requiring the organization to 

“ensure that its environmental policy 

is documented” in clause 4.2 of ISO 

14001:2004, clause 5.2 of the ISO/DIS 

14001:2015 states “the environmental 

policy shall be available as documented 

information.”

• Currently, clause 4.2.1 of ISO 9001:2008 

contains an explicit documentation 

requirement that includes the docu-

ments needed by the organization “to 

ensure the effective planning, operation 

and control of its processes.” This has 

been replaced with, “The organization 

shall maintain documented informa-

tion to the extent necessary to support 

the operation of processes and retain 

documented information to the extent 

necessary to have confidence that the 

processes are being carried out as 

planned,” as stated in clause 4.4.

In both of these examples, the docu-
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mentation requirements have become 

more ambiguous.

Similar changes have been made 

throughout ISO/DIS 9001:2015 and ISO/

DIS 14001:2015. Requirements for proce-

dures and records are gone, and require-

ments to maintain and retain documented 

information have been added.

To help organizations understand the 

new concepts and to make the transi-

tion to the new standards, an explana-

tion is provided in an annex to ISO/DIS 

14001:2015 that the phrase “maintain docu-

mented information” is intended to refer 

to documents, which include procedures, 

and the phrase “retain documented infor-

mation” is intended to refer to records.  

This means requirements for document-

ed procedures and records are not truly 

gone. They are now stated as follows:

• Maintain documented information 

means having documented procedures.

• Retain documented information means 

keeping records.

In developing new documentation for 

their management systems and revising 

their existing documentation, organiza-

tions must be mindful of the impact of 

these changes.  

Implementing the changes
So what does this mean for users of these 

standards?

First, rather than simply relying on the 

ISO standards to clearly and explicitly 

state what must be documented, organi-

zations must make their own determina-

tion concerning what documented infor-

mation is required. This may provide new 

flexibility to some organizations. They 

may be able to rely on other types of pro-

cess controls in place of documentation, 

such as automated control systems. 

Because the documentation require-

ments set out in the standards are more 

ambiguous, however, documentation 

determinations may need to be justified. 

Because different organizations may have 

different interpretations of what consti-

tutes documented information, accredita-

tion and certification bodies may find it 

more difficult to maintain consistency in 

their interpretation of the ISO 9001 and 

ISO 14001 requirements. Certification 

bodies may end up developing their own 

policies regarding the need for manage-

ment system documentation.  

Second, organizations will still be re-

quired to determine whether information 

needs to be maintained or retained; that is, 

whether it must be controlled as a docu-

ment or record. Although explicit provi-

sions for document control and record 

control have been eliminated from ISO/

DIS 9001:2015 and ISO/DIS 14001:2015, the 

requirements previously associated with 

these clauses simply have been lumped 

together in a new Clause 7.5.3—Control 

of documented information. 

It will now be up to organizations to de-

termine which of the subclauses in clause 

7.5.3 apply to what documented informa-

tion and which do not.

Finally, to the extent organizations 

increasingly rely on computerized data 

rather than paper documentation, addi-

tional requirements for process validation, 

data integrity, confidentiality and infor-

mation availability must be addressed. 

Satisfying these requirements will present 

new and often complex challenges for 

many organizations.

So, the documentation requirements of 

the ISO standards have not gone away—

they have become more difficult to assess.

 

Long time passing 
Those familiar with the lyrics of the song 

“Where Have All the Flowers Gone?” are 

aware that the answer to this question in 

the song is, “Long time passing.”

There are those who view the elimina-

tion of explicit documentation require-

ments from ISO standards as a good 

thing—a move to update the ISO standards 

to make them modern. In their view, leav-

ing the determination of which information 

must be maintained as documented infor-

mation undefined is an improvement. 

They envision a world in which infor-

mation is primarily electronic data, and 

process control is increasingly dominated 

by automated computer systems; a world 

where the line between a process and a 

procedure is blurred, and the distinction 

between data and records is nonexistent. 

No more procedures in three-ring note-

books. No more paper records in filing 

cabinets.

Others are not so sure. They mourn 

the loss of clarity and certainty associ-

ated with explicit requirements in the ISO 

standards for documented procedures and 

records. They are uncertain that leaving it 

to organizations to determine what must 

be documented and recorded, and what 

does not, is an improvement. 

They are concerned about a world in 

which information has no physicality and 

computers are in control of processes. 

They are concerned that just as computers 

can retain vast amounts of data, the same 

data can be deleted with a few keystrokes. 

They value the permanence of paper.

Only time will tell which view is right. QP
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