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Initial Situation 

Do you also use Microsoft Excel® for GxP-regulated 

activities? Common examples include Excel® 

spreadsheets for managing production equipment, for  

recording and graphical representation of monitoring 

data, and for performing statistical analyses for quality 

assurance. 

Excel® spreadsheets used for these, or other quality-

related tasks must, in most cases, be individually 

validated according to GAMP®5 criteria.  

 

Services Provided by gempex 

Standard Operating Procedure (SOP) 

gempex provides a ready-to-use, streamlined 

procedure that can be implemented immediately, 

clearly and unambiguously described in an SOP with 

all necessary forms. 

The unique feature of this approach lies in the 

categorization of all practical forms of use (intended 

use) and levels of complexity of Excel® spreadsheets. 

In a clear matrix, the appropriate validation approach 

is assigned to each category, thereby keeping the 

effort to a minimum. 

Customizing the SOP to your company’s specific 

needs - including responsibilities and layout - as well 

as training your employees are, of course, part of our 

service. 

Implementation – Compliance Requirements 

gempex ultimately makes your Excel® spreadsheets 

GxP-compliant. To this end, gempex implements 

essential and proven security features for validation 

and to ensure data integrity, such as 

• Display of system information  

(e.g., Excel® version, operating system version) 

• Protection of non-editable content 

• Validation functions for input cells with  

warning and error messages 

• Audit Trail 

• … 

Validation 

gempex performs the validation of your Excel® 

spreadsheets in accordance with the SOP described 

above. The focus is on the creation and processing of 

an integrated validation protocol. This includes a 

specification section, a test section, and a report 

section. Traceability of specification and test items is 

ensured within the document. For macros, separate, 

documented code reviews are additionally performed. 

 
Fig.: Excel spreadsheet for evaluating laboratory data 

 

 

 

 

 

 

 

 

 

Advantages 

• Ready-to-use, easily communicable internally 

and externally and proven in regulatory audits 

• Simple determination of the required validation 

approach 

• Easy determination of the required validation 

approach  

• Frequently successfully used validated macros 

for compliance functionsS 

• Specification, review, and report in a single, 

clear document 

• Transparent pricing tailored to the complexity of 

the files 
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