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8.1.2.7. Store the aliquots at  Assign an expiry date  

 Place the aliquots in a 

box and label with the primer name, lot, and expiry.  

8.1.3. Prepare and Aliquot the Probe 

8.1.3.1. The HPLC purified probe is ordered as a dried pellet from IDT. 

 

 

 

8.1.3.2. Spin the primer tubes at  in the microcentrifuge 

before opening it to make sure all the lyophilized probe is at the 

bottom of the tube.  

8.1.3.3. Check the amount of probe synthesized in the tube, in nanomoles, 

and add  TE buffer 

 

  

8.1.3.4. Vortex  to dissolve the lyophilized pellet. 

8.1.3.5. Spin the probe tubes  in the microcentrifuge 

8.1.3.6. Aliquot  of probe into 1.5 mL tubes.  

8.1.3.7. Store the aliquots  Assign an expiry date  

 Place the aliquots in a 

box and label with the probe name, lot, and expiry.  

8.1.4. Preparation of Carrier Poly A RNA Dilution Buffer  (In a Negative 

BSC: BSC-1138-01/BSC-1138-02) 

8.1.4.1. Add  nuclease free water to the  lyophilizate pellet of 

Carrier Poly A RNA. 

8.1.4.2. Vortex . 

8.1.4.3. Spin the tubes  in the microcentrifuge. 

8.1.4.4. Aliquot  Carrier Poly A RNA Dilution buffer into 1.5 mL 

tubes and store the aliquots  Assign an expiry date of 

 

8.1.5. Preparation of  Plasmid Standard (In a Positive BSC) 
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8.1.5.1. Clean the tube of standard linearized plasmid  by wiping 

with an IPA wipe.  

8.1.5.2. Aliquot  into 1.5 mL tubes and store  

Place the aliquots in a box and label with the name, lot, and expiry. 

NOTE: Record the following steps on FRM-0736. Assign     

FRM-0736 an ARN number per SOP-0210. 

8.2. Preparation of working stock solutions (BSC-1138-01). 

NOTE: working stocks will be diluted at time of use and then discarded.  

8.2.1. Thaw the stock primer, probe, dilution buffers and qPCR kit reagents on 

Aluminum Bead Bath (the basket of aluminum bead is stored at 4o C before 

using) . 

8.2.2. Dilute  Stock Primers  to the  

working concentration. 

8.2.2.1. In a new 1.5 mL tube, dilute  Stock Primer into  

 of nuclease-free water. 

8.2.2.2. Mix by pipetting up and down at least 10 times with half the total 

volume.  

8.2.3. Dilute  Stock Probe to the  working concentration 

8.2.3.1. In a new 1.5 mL tube, dilute  stock probe into  

nuclease-free water. 

8.2.3.2. Mix by pipetting up and down at least 10 times with half the total 

volume.  

8.2.4. Preparation of Carrier Poly A RNA Dilution buffers 

8.2.4.1. Diluent 1 Preparation:  Carrier Poly A RNA. 

8.2.4.1.1. In a new 1.5 mL tube, dilute  of stock  

Carrier Poly A RNA into  nuclease-free water 

(Table 1).  

8.2.4.1.2. Mix by pipetting up and down at least 10 times with half 

the total volume. 
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NOTE: Target 1 detects the residual DNA in the samples.  

The standard curve of Target 2 will generate a blank graph in the report 

because Target 2 is Internal Positive Control (IPC).  

8.8.5. Save the PDF report to the SDMS folder. 

8.8.6. Open the PDF report from the SDMS folder and print it out.   

8.8.7. Using the excel version of FRM-0795 “SOP-1020 Residual DNA Calculation 

Sheet”, calculate the standard curve and sample concentrations. All excel 

formulas may be found on Attachment 1.  

8.8.8. The copies/µL of each point of the standard curve and each sample dilution 

are calculated using the following equation: inputting the CT, slope, and 

y-intercept of the standard curve.

8.8.9. The copies/µL of each sample dilution is then multiplied by the 

corresponding dilution factor to determine the neat copies/µL.  

8.8.10. The % (g/L DNA)/(g/L RNA) (%w/w) of the sample is then calculated using 

the following equations: 

NOTE: The Plasmid MW can be found within the Validation Report of the 

test construct.  

8.8.11. The % (g/L DNA)/(g/L RNA) (%w/w) of the sample dilutions in which the CT 

was within the CT range of the standard curve are then averaged to 

determine the %w/w of the sample. 

8.8.12. Save the calculation sheet FRM-0795, print the calculation sheet with and 

without formulas showing, and attach to the APW. 

8.9. System and Sample Suitability Criteria     

8.9.1. R2 must be  

8.9.2. The slope of the standard curve must be between , inclusive. 

8.9.3. Amplification must be observed in at least 2 of 3 replicates for  standard. 
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8.9.4. The Average CT value observed in NTC must be above the average CT of 

the lowest point of standard curve. 

8.9.5. IPC must be amplified in NTC wells. 

8.9.6. The %RSD of each sample dilution’s software calculated concentration 

(copies/µL) for all standards and samples within the quantitative range of 

the standard curve must have a %RSD of  If the average CT value of 

a sample is higher than the average CT of the lowest standard  of the 

standard curve, the %RSD criteria does not apply.  

8.9.7. If all system and sample suitability criteria are met, the sample is valid. If 

the criteria are not met the assay is invalid. Proceed with the invalid assay 

procedure, SOP-0409.  

8.10. Results Reporting 

8.10.1. Have FRM-0736 reviewed per SOP-0082 and report results. The reviewer 

must review the formulas of the attached calculation sheet to ensure correct 

calculations.   

8.10.2. Report the result (% w/w). If the value is less than the LOQ %w/w then 

report <(LOQ %w/w). 

8.10.3. Refer to the specification of the test sample to determine if the %w/w is 

within specification. If the residual plasmid %w/w is out of specification, 

refer to the OOS procedure, SOP-0033.  

8.10.4. Have FRM-0736 reviewed per SOP-0082 and report results. The reviewer 

must review the formulas of the attached calculation sheet to ensure correct 

calculations.   

9.0 ATTACHMENTS 

9.1. Attachment 1: SOP-1020 Residual DNA Calculation – Formula Sheet 

(Electronically attached in Veeva) 

9.2. Attachment 2: BSC Placement 
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ATTACHMENT 2: BSC Placement
(Page 1 of 1)
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VC00021     1 EA AU08
rDNA-Mod-FWD
OLIGO STANDARD - DNA 1/EA
2934.99.0096/US/

VC00021     1 EA AU08
rDNA-Mod-REV
OLIGO STANDARD - DNA 1/EA
2934.99.0096/US/

VC00021     1 EA AU08
rDNA-Pfi-FWD
OLIGO STANDARD - DNA 1/EA
2934.99.0096/US/

BILL TO:
TGA

Biotherapeutics Section
Tindal Lane
1 Tindal Lane, (via Richmond Ave)
Fairbairn ACT 2609
AUSTRALIA

ORIGINAL TAX INVOICE

Contact:  

Distributed by Merck Life Science Pty Ltd from 1 Botero Place, Truganina,VIC 3029
ORDER ENQUIRIES: 1800 800 097 - customersupport.anz@merckgroup.com

ACCOUNT & REMITTANCE ENQUIRIES: AccountsReceivable.anz@merckgroup.com

REMIT PAYMENT TO: Merck Life Science Pty Ltd

BANK DETAILS:          BANK:  BSB:           ACCOUNT NO: 

Sales Order No.: 3032299303

INVOICE INFORMATION

 INVOICE NUMBER: 561305594
 PURCHASE ORDER NO: CC

 SOLD TO CUSTOMER: 49610645
 SHIPPING DATE:
 INVOICE DATE: 24.10.2023
 TERMS/DUE DATE: CREDIT CARD 

___________________________________________________________________________________________________________________

Material Qty/UOM Shipped From Delivery No  Unit Price  Extended
Description Route  Per/Unit  Price
HTS Code/Country of Origin/Batch

Page 1/3

ABN 66 051 627 831
Merck Life Science Pty Ltd
GF, Building 1, 885 Mountain Hwy

BAYSWATER VIC 3153
AUSTRALIA

Telephone 1800 800 097
Web:www.sigma-aldrich.com

SHIP TO:
TGA LABORATORIES

Biotherapeutics Section
Tindal Lane
1 TINDAL LANE
CANBERRA AIRPORT ACT 2609
AUSTRALIA

SOLD TO:
THERAPEUTIC GOODS ADMINISTRATION
ACCOUNTS PAYABLE
ATTN: 
PO BOX 100
WODEN ACT 2606
AUSTRALIA
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VC00021     1 EA AU08         
rDNA-Pfi-REV
OLIGO STANDARD - DNA                      1/EA
2934.99.0096/US/

VC00021     1 EA AU08         
rDNA-Mod-RM
OLIGO STANDARD - DNA                      1/EA
2934.99.0096/US/

VC00021     1 EA AU08         
rDNA-Pfi-RM
OLIGO STANDARD - DNA                      1/EA
2934.99.0096/US/

VC00023     1 EA AU08        
rDNA-Mod-Prb
Oligo: Probe                      1/EA
2934.99.0096/US/

Sub Total                   AUD
Trans/Handling/Fee           AUD
Trans/Handling Adj          AUD
Total GST                    AUD

Amount Charged to Credit Card Number: XXXXXXXXXXX        

"To ensure proper postings of your payments, please indicate invoice numbers on your payment advice & mail it to the remittance address

indicated.  Thank You."

ORIGINAL TAX INVOICE

INVOICE INFORMATION

 INVOICE NUMBER: 561305594
 PURCHASE ORDER NO: CC

 SOLD TO CUSTOMER: 49610645
 SHIPPING DATE:
 INVOICE DATE: 24.10.2023
 TERMS/DUE DATE: CREDIT CARD 

___________________________________________________________________________________________________________________

Material Qty/UOM Shipped From Delivery No  Unit Price  Extended
Description Route  Per/Unit  Price
HTS Code/Country of Origin/Batch
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The Products and/or services purchased hereunder are subject to Merck Life Science Pty Ltd Terms and Conditions of same available at

https://www.sigmaaldrich.com/AU/en/life-science/legal/terms-and-conditions

Merck Pty Ltd and Sigma-Aldrich Pty Ltd have merged to form Merck Life Science Pty Ltd, please arrange invoice payment to Merck Life

Science Pty Ltd's bank account listed on this invoice

ORIGINAL TAX INVOICE

INVOICE INFORMATION

 INVOICE NUMBER: 561305594
 PURCHASE ORDER NO: CC

 SOLD TO CUSTOMER: 49610645
 SHIPPING DATE:
 INVOICE DATE: 24.10.2023
 TERMS/DUE DATE: CREDIT CARD 

___________________________________________________________________________________________________________________

Material Qty/UOM Shipped From Delivery No  Unit Price  Extended
Description Route  Per/Unit  Price
HTS Code/Country of Origin/Batch

Page 3/3

                               FCA

Total Amount Due:          0.00 

Currency: AUD
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