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e ICH Quality Implementation Working
Group ( Q-IWG ) IC& V) Q8, Q9 KT Q10
DQ&A

o Step4 Quality Implementation Working
Group on Q8, Q9 and Q10 Questions &
Answers (Current version dated June 10,
2009) 2.2 Real Time Release Testing
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Q&A-2.2-2

Q:Does real time release testing mean
elimination of end product testing?

A: Real time release testing does not necessarily
eliminate all end product testing. For example,
an applicant may propose RTR testing for
some attributes only or not all. == -
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Q&A-2.2-3

Q:lIs a product specification still necessary in the
case of RTR testing?

A:Yes, product specifications [see ICH Q6A and
Q68B] still need to be established and met,
when tested.
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Q&A-2.2-4

Q:When using RTR testing, is there a need for
stability test methods?

A:Even where RTR testing is applied, a stability
monitoring protocol that uses stability
indicating methods is required for all products
regardless of the means of release testing.
[see ICH Q1A and ICH Q5C].
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Q&A-2.2-7
Q: If RTR testing results fail or trending toward

failure, can end-product testing be used to
release the batch?

A: No, = = "The batch release decision needs to
comply with the content of the marketing
authorisation and GMP compliance.
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Q&A-2.2-7

Q: If RTR testing results fail or trending toward
failure, can end-product testing be used to
release the batch?



RTREXERDAE S

Q&A-2.2-7

A: No, in principle the RTR testing results should
be routinely used for the batch release
decisions and not be substituted by end-
product testing. Any failure should be
investigated and trending should be followed
up appropriately. However, batch release
decisions will need to be made based on the
results of the investigations. = = -
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