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Table 4. Quality Target Product Profile (QTPP) for Generic Acetriptan Tablets, 20 mg

QTPP Elements

Target

Justification

Dosage form

Tablet

Pharmaceutical equivalence
requirement: same dosage form

Dosage design

Immediate release tablet
without a score or coating

Immediate release design needed
to meet label claims

Pharmaceutical equivalence

Route of administration Oral requirement: same route of
administration
Pharmaceutical equivalence
Dosage strength 20 mg ) a

requirement: same strength

Pharmacokinetics

Immediate release enabling
Tax i 2.5 hours or less;
Bioequivalent to RLD

Bioequivalence requirement

Needed to ensure rapid onset and
efficacy

Stability

At least 24-month shelf-life at
room temperature

Equivalent to or better than RLD
shelf-life

Drug product
quality attributes

Physical Attributes

Identification

Assay

Content Uniformity

Dissolution

Degradation Products

Residual Solvents

‘Water Content

Microbial Limits

Pharmacentical equivalence requirement: Must meet the same
compendial or other applicable (quality) standards (i.e., identity,

assay. purity, and quality).

Container closure system

Container closure system
qualified as suitable for this
drug product

Needed fo achieve the target
shelf-life and to ensure tablet
integrity during shipping

Administration/Concurrence with labeling

Similar food effect as RLD

RLD labeling indicates that a high
fat meal increases the AUC and
Copax by 8-12%. The product can
be taken without regard to food.

Alternative methods of administration

None

None are listed in the RLD label.

Note to Reader: The quality target product profile (QTPP) is “a prospective summary of the
quality characteristics of a drug product that ideally will be achieved to ensure the desired
quality, taking into account safety and efficacy of the drug product.” "' The QTPP is an essential
element of a ObD approach and forms the basis of design of the generic product. For ANDASs,
the target should be defined early in development based on the properties of the drug substance
(DS), characterization of the RLD product and consideration of the RLD label and intended
patient population. The QTPP includes all product attributes that are needed to ensure
equivalent safety and efficacy to the RLD. This example is for a simple IR tablet; other products
would include additional attributes in the QTPP. By beginning with the end in mind, the result of
development is a robust formulation and manufacturing process with a control strategy that
ensures the performance of the drug product.
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