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1.0 Purpose 

 
This SOP describes how to measure internal and external dimensions using the Mitutoyo 
Calipers. 

 
2.0 Scope 

 
This instrument is portable and can be used by Process Analytics personnel to perform 
dimensional testing on vials and closure components. 

 
3.0 Authority and Responsibility 

 
3.1 The Director, Process Analytics has the authority to define this procedure. 

 
3.2 Process Analytics is responsible for training laboratory personnel and documenting this 

training to Biopharmaceutical Quality Assurance (BQA). 
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3.3 Process Analytics personnel are responsible for the performance of the procedure. 
 

3.4 Process Analytics is responsible for reviewing the data and documentation of the results of 
this procedure. 

 
3.5 Biopharmaceutical Quality Assurance (BQA) is responsible for quality oversight of this 

procedure. 
 
4.0 Setup 

 
4.1 Attach the power cable to the Digimatic Mini-processor and the data cable between the 

calipers and the input connector of the processor (see Attachment I for a diagram). 
 

4.2 Turn both the calipers and the processor on. The calipers can read in either inches or 
millimeters. The in/mm button on the front of the calipers will toggle between the two 
systems. 

 
4.3 Press CL on the processor to clear any data that was in the memory from the last 

measurements. 
 

4.4 Zero the calipers. 
 

4.4.1 Put calipers in the zero position (push the roller as far left as possible) and press 
the ZERO button. 

 
4.4.2 To zero the low pressure calipers, place the adjustable roller so that the mark is in 

between the hatch marks and press the ZERO button. 
 

4.5 To set the high and low limits (obtained from the specification form), press the TOL. LIMIT 
key on the processor. 

 
4.5.1 Set the calipers to the high limit measurement and press DATA. 

 
4.5.2 Next, set the calipers to the lower limit measurement and press DATA. 

 
4.5.3 Press TOL. LIMIT again and the processor will print out the high and low limits and 

the tolerance. The mini-processor will remember the limits as long as the power is 
on. 

 
5.0 Measurement 

 
5.1 When measuring an object, apply pressure to the roller in the positive direction. When 

measuring the outside diameter of an object, apply pressure to the roller in the negative 
direction. 

 
5.2 When a stable reading is received, press the DATA button on the processor or on the data 

cable, after each sample measurement. 
 

5.3 When finished collecting all of the measurements desired, press the STAT key to print out 
the statistics of that group of measurements. 

 
5.4 Press the FEED key twice and tear the paper off the printer. 
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5.5 The printout contains the number of samples taken, maximum value, minimum value, 
range, mean, standard deviation, number that are out of range, percentage that are out of 
range, process capacity index, and a histogram. 

 
5.6 In the space provided, enter name of operator and date/time that the operation was 

performed. On the line under Part Number, enter the name of the material being measured 
and the BDP lot number (i.e., 10 mL vials, ). Attach the printout to the Raw 
Material Test Request (Form 22002-01). 

 
5.7 When a sampled is mismeasured, i.e., the DATA button was pushed before the caliper was 

set, cross out the result, initial and date, and immediately re-measure the sample. 
 

5.8 If the mismeasured result is below specification cross out the MIN result in the statistics 
section and review the data for the true MIN value. Circle the new value for MIN on the 
statistics printout. If the mismeasured result is above specification cross out the MAX result 
in the statistics section and review the data for the true MAX value. Circle the new value for 
MAX on the statistics printout. 

 
Note: If 200 components were to be measured and there were 3 mismeasurements, the 
samples taken in the statistics section will be 203. 

 
6.0 Preventative Maintenance 

 
6.1 If the calipers will not turn on, replace the battery by removing the battery panel on the front 

of the calipers and replace with a SR44 battery. 
 
7.0 References and Related Documents 

 
7.1 Digimatic Caliper Manual. 

 
7.2 Digimatic Mini-Processor Manual. 

 
8.0 Attachments 

 
8.1 Attachment 1 Digimatic Caliper/ “DIGIMATIC” 

 
8.2 Attachment 2 User’s Manual - Pages 15-18 
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Attachment 1 
Digimatic Caliper/”DIGIMATIC” 
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Attachment 2 
User’s Manual – Pages 15-18 
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Attachment 2 (Continued) 
User’s Manual – Pages 15-18 
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Attachment 2 (Continued) 
User’s Manual – Pages 15-18 
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Attachment 2 (Continued) 
User’s Manual – Pages 15-18 

 
 
 


