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Example: Lots Attempted
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LotC § LotF i Lot I* ; release/distribution
LotD i i Lot]* i

Lots Attempted: 10

[0/ Yoo iy

Product Quality Complaint Rate
o The number of product quality complaints
received for the product divided by the total

number of lots of the product released in the same
timeframe.

- Product Quality Complaint

« A complaint involving any possible, including actual, failure of
a drug product to meet any of its specifications designed to
ensure that any drug products conform to appropriate
standards of identity strength, quality, and purity
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Invalidated Out-of-Specification (005) Rate

¢ The number of OOS test results for the finished product

invalidated by the establishment divided by the total number
of 00S test results divided by the total number
of tests performed by the establishment in the same
timeframe.

- Invalidated 00S

» Any out-of-specification result that was invalidated
- Total lot release and stability tests

* Lotrelease tests
- All finished product tests, all real time release tests, and all in-
process tests that act as a surrogate for finished product lot release

« Stability tests

FDA 2o Sarmrar e e

wevew il gov

Lot Acceptance Rate

* 1-x(x = the number of specification-related
rejected lots in a timeframe divided by the number
of lots attempted by the same establishment in the
same timeframe).

— Specification-Related Rejected Lot
» Alot that was rejected because it failed to meet at least one
specification
— Lot Attempted
» Alot intended for commercial use for which the manufacturer
has issued a lot number and charged API (for finished drug
manufacturers) or primary starting materials (for API
manufacturers)

Example: Lots of Product Released, Number of
Attempted Lots Pending Disposition, Number of
Specification-Related Rejected Lots

w
a
&
w
]
s
&l Lot avi i i
i H *
Lot BV= LotE V: Lot Gvf Lot H V? *Lot tested for
Lot M Lot FA: H i release/distribution
Lot Dy i i Lot]*wi

Lots Released for Distribution or for the Next Stage of Manufacturing: 8

Number of Specification-Related Rejected Lots: 1
Number of Attempted Lots Pending Disposition for >30 days: 1

FAA s samomingis
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Invalidated Out-of-Specification (OOS]VRatVef .

e The number of OOS test results for the finished
product invalidated by the establishment divided by
the total number of OOS test results divided by the
total number of tests performed by the
establishment in the same timeframe.

- Out-of-Specification (00S) Result

« All test results that fall outside the specifications or acceptance
criteria established in drug applications, drug master file, official
compendia, or by the manufacturer. For the purpose of this
guidance, this includes: (1) finished product and stability test
results only and, (2) all finished product and stability test results
that initially appear as 00S, even if invalidated by a subsequent
laboratory investigation.

EDAA U8 Food i Drug Adminieraton
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Annual Product Review (APR) or -
Product Quality Review (PQR) on Time Rate

e The number of APRs or PQRs completed within 30
days of annual due date at the establishment
divided by the number of products produced at the
establishment.

- If the associated APRs or PQRs were completed within
30 days
- The number of APRs or PQRs required for the product
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