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In august 1997, a new regulation from FDA was 
introduced, 21 CFR part 11 entitled “electronic records; 

Electronic signatures”

21 CFR Part 11 provides criteria under which FDA 
will consider electronic records to be equivalent to 

paper records , and electronic signatures equivalent 
to traditional handwritten signatures 



Tradition recorder plus Audit-Trail

The Way Achieve

“electronic records; Electronic signatures”

SCADA  Central Control System 

SCADA---Supervisor Control And Data Acquisition

Christ Data logger plus Audit-Trail



21 CFR Part 11

What is 21 CFR Part 11 
21 CFR Part 11 regulates the scales like process data how they 
have to be treated if they are archived electronical or will be 
documented.  

Thereby following have to be specially noted:

Data security

Data integrity 

Audit-Trail

Password protection etc. 

On the content of Part 11 will not be entertained here, since these 

guiding principles can easily be kept on application, and this would be 

in this extent too much and too profounding. 



What falls under 21 CFR Part 11

-safety relevant (SR) risk analysis according Gamp 5

-Parameter with immediate influence on the product :

-matters relating to quality (QR)  Predicate rules 21 CFR 211 
Subpart D

- all parameters with indirect influence on the product quality.

21 CFR Part 11



CHRIST Using Siemens PCX77

Christ Christ 
Aqu@View Data 
Logger Integrate with 
PC477,577Touch PC 



Christ Aqu@View DataLogger



Christ Aqu@View DataLogger



Siemens Audit Trail

-- Tracking When? Who ? What?
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Thank you for your attention
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