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1. General comments

Stakeholder number

General comment (if any)

This Q&A guidance is considered very

useful as it clarifies many issues which
have been under discussion for a long

time.

In particular, it is appreciated for
clarification about:

- The microbiological risks due to
biofilm

- The need of loop and storage tank
sterilization with steam and their
sanitization

- The use of ozone

- The constant monitoring of the
microbial contamination of water

We hope these clarifications will be
promptly acknowledged by users and by
inspectors.

Outcome (if applicable)
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2. Specific comments on text

Line number(s) of Stakeholder number Comment and rationale; proposed changes Outcome

the relevant text

Lines 74-75 Comment: /

Proposed change (if any):

The addition of examples of materials of
construct would be useful

Lines 253-254 Comment:

It would be useful to give some
recommendations about the frequency of the
“detailed inspection checks” or to better define
the criteria to be adopted for these checks in
the maintenance plan.
Proposed change (if any): /

Line 262 Comment: /

Proposed change (if any):

“They are ubiquitous” as unnecessary.
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Line number(s) of Stakeholder number
the relevant text

Line 334

Line 347 or line
367

Lines 390- 391

Comment and rationale; proposed changes Outcome

Comment:

It seems more appropriate to refer to the
presence of a quality risk management
system.

Proposed change (if any):/

Comment:

It would be useful to give a recommendation about
the temperature of hot water.
Proposed change (if any):/

Comment:

The use of rapid microbiological test methods
would not exclude other tests which can be
used in real time.

Proposed change (if any):/
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