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! This guidance has been prepared by the Office of Pharmaceutical Quality and the Office of Compliance in the Center for Drug
Evaluation and Research in cooperation with the Center for Biologics Evaluation and Research, the Center for Veterinary Medicine,
and the Office of Regulatory Affairs at the Food and Drug Administration.

2 See section 501 of the FD&C Act, as amended by the Food and Drug Administration Safety and Innovation Act (Public Law 112-
144, title VII, section 711).

3 For quality control unit, see 21 CFR 210.3.

4 Combination product manufacturers can apply this guidance to their quality agreements because they are subject to
requirements under 21 CFR part 211 and/or 21 CFR part 820 (see 21 CFR 4.3). In addition to facilitating compliance with
requirements under 21 CFR part 211, manufacturers can use quality agreements with contract facilities to demonstrate
compliance, in part, with 21 CFR 820.50 (purchasing controls) and with 21 CFR 820.80(b)(receiving acceptance activities) for
combination products.

5> A contract facility may also be an owner depending on its role (e.g., when the contract facility is using a subcontractor).

6 Section 501(a)(2)(B) of the FD&C Act; 21 CFR parts 210 and 211; and 21 CFR part 600.

7 Section 501 of the FD&C Act as amended by the Food and Drug Administration Safety and Innovation Act (Public

Law 112-144, Title VII, section 711).

8 Section 501(a)(2)(B) of the FD&C Act.

% Section 301(a) of the FD&C Act.

10 Section 301(k) of the FD&C Act.

1121 CFR 200.10(b) and 211.22(a).

12 1bid.

1321 CFR 211.22(d).

14 We update guidances periodically. To make sure you have the most recent version of a guidance, check the FDA Drugs guidance
Web page at http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/default.htm.

15 See, e.g., guidance for industry Cooperative Manufacturing Arrangements for Licensed Biologics.

% 1n ICH Q7, the term company is used rather than owner and is used to refer to an APl manufacturer.

71n ICH Q10, the term company is used rather than owner.

18 Section 501(a)(2)(B) of the FD&C Act; 21 CFR 211.22(a).

1921 CFR 210.2(b); 21 CFR 211.22(a).

2021 CFR 211.22(d).

21 See section 704 of the FD&C Act.

2221 CFR 211.22(a).

23 Section 501(a)(2)(B) of the FD&C Act; 21 CFR 211.22(a).

24 See section 301(a) of the FD&C Act.

% Refer to the guidance for industry Investigating Out-of Specification (O0S) Test Results for Pharmaceutical Production.

26 See, for example, §§ 211.22(a), 211.68, 211.180, 211.188, and 211.194(a).

Reference
Contract Manufacturing Arrangements for Drugs: Quality Agreements Guidance for Industry, Nov 2016 (Pharmaceutical Quality/
Manufacturing Standards (CGMP))



