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Type of products Type of studies Target qPCR or 
RT-qPCR Matrix

Gene therapy
(virus vector�
plasmid etc.)

Test article characterization
(concentration) No

Biodistribution
vDNA or vRNA or DNA 
(vector itself)

qPCR or RT-qPCR
(depending on vector)

Host tissue derived NA*

Virus shedding
�detection of shedding�

Urine, feces, blood, etc. 
derived NA

Virus shedding
�infectivity�

vmRNA (virus derived 
RNA) RT-qPCR Cell derived NA

Gene expression mRNA (host derived) RT-qPCR Host tissue derived NA

Nucleic acids 
therapeutics Gene expression mRNA (host derived) RT-qPCR Host tissue derived NA

Cell therapy

Test article characterization
(detection of undifferentiated 
iPS –derived cells)

mRNA
(Undifferentiated iPS -
derived cells)

RT-qPCR Cell derived NA

Biodistribution DNA (cell derived) qPCR Host tissue derived NA

Vaccine
Efficacy
(virus titer analysis of 
challenge study)

vDNA or vRNA
(virus itself)

qPCR or RT-qPCR
(depending on virus) Host tissue derived NA

��� ���������
��*�
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1. Nucleic acids extraction efficiency

2. Matrix

3. Threshold

4. Algorithm in relative quantification

5. Nucleic acids stability

6. View of our discussion group
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Problem: There is a lot of Variation in NA extraction efficiency from tissue (5-
100%)  even if the same method is used.
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Efficiency varies.
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Matrix DNA in standard curve
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