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? Vaccination Mandate : The Public Health Imperative and Individual Rights,
Kerin M. Malone and Alan R. Hinman
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! Mandatory Vaccinations: Precedent and Current Laws. Jared P. Cole and
Kathleen S. Swendiman, Congressional Research Service, 21 May 2014
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. §10.115 Good guidance practices.

(@) What are good guidance practices? Good guidance practices (GGP's) are FDA's
policies and procedures for developing, issuing, and using guidance documents.

(b) What is a guidance document? (1) Guidance documents are documents prepared
for FDA staff, applicants/sponsors, and the public that describe the agency's interpretation of or
policy on a regulatory issue. (2) Guidance documents include, but are not limited to, documents
that relate to: The design, production, labeling, promotion, manufacturing, and testing of
regulated products; the processing, content, and evaluation or approval of submissions; and
inspection and enforcement policies.

(¢) What are FDA's procedures for developing and issuing guidance documents? (1)
FDA's procedures for the development and issuance of Level 1 guidance documents are as
follows:

(i) Before FDA prepares a draft of a Level 1 guidance document, FDA can seek or
accept early input from individuals or groups outside the agency. For example, FDA can do this
by participating in or holding public meetings and workshops.(ii) After FDA prepares a draft of a
Level 1 guidance document, FDA will:

(A) Publish a notice in the Federal Register announcing that the draft guidance
document is available;

(B) Post the draft guidance document on the Internet and make it available in hard
copy; and

(Q) Invite your comment on the draft guidance document. Paragraph (h) of this section
tells you how to submit your comments

22Guidance for Industry, General Principles for the Development of Vaccines

to Protect Against Global Infectious Diseases Guidance for Industry, U.S. Department
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