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This guide explains what the tool produces, how to use the output, and what to watch for. The actual output
(draft/report) is generated on the tool page.
Background

Drafts a quality agreement structure between a pharma company and a manufacturer or supplier — a
responsibilities matrix (QC, release, deviations, changes, complaints, recall, audits), specifications, documentation
and communication. Use this to define quality roles with partners. A quality agreement is a GMP expectation; have
QA and legal review. Pair it with the Third-Party Manufacturing Agreement.

Purpose of this tool & output
Define quality roles with partners

How the output is used

Use the draft to define who is responsible for each quality activity between you and a manufacturing or testing
partner, then have QA and a lawyer review it.

Who receives it

You and the manufacturing or testing partner — both sign; a copy for each party. It is usually annexed to the main
supply/manufacturing contract.

Fees & charges

Stamp duty per your state if executed as a standalone deed; often signed as an annexure with no separate fee.
Who should vet it

QA to allocate every GMP responsibility correctly, and a lawyer for the liability and audit-rights clauses.
Important cautions

Al-generated structure; a quality agreement is a GMP expectation, have QA and legal review.

Companion documents

e Loan Licence Agreement

Third-Party Manufacturing Agreement

Distribution / Stockist Agreement

NDA Builder

Testing / Service Agreement

Pharma Compliance Calendar

This is Al-assisted guidance. Verify with a qualified professional before any binding decision. Fees, authorities and



processes vary by state and change over time — confirm with your state authority.
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