Animal and Plant Health Inspection Service, USDA

Service upon request of the Adminis-
trator.

(Approved by the Office of Management and
Budget under control number 0579-0059)

[39 FR 16869, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991]

§114.6 Mixing biological products.

Each biological product, when in lig-
uid form, shall be mixed thoroughly in
a single container. During bottling op-
erations, the product shall be con-
stantly mixed sufficient to maintain
physical uniformity of the entire fill. A
serial number, with any other mark-
ings that may be necessary for ready
identification of the serial, shall be ap-
plied to identify it with the records of
preparation and labeling.

§114.7 Personnel at licensed establish-
ments.

(a) Each licensee shall designate a
person(s) to make all official contacts
with Animal and Plant Health Inspec-
tion Service on matters pertaining to
the preparation of biological products
under the Virus-Serum-Toxin Act. The
licensee shall file three copies of bio-
graphical summary with Animal and
Plant Health Inspection Service for
such designated person and for each
person responsible for any phase of
preparation of a biological product.

(b) AIll personnel employed in the
preparation of biological products at a
licensed establishment shall be com-
petent in good laboratory techniques
through education or training, or both,
so as to consistently prepare high qual-
ity products.

(c) All biological products prepared
at licensed establishments shall be pre-
pared and handled with due sanitary
precautions. Good sanitary measures
shall be practiced at all times by all
personnel involved in such preparation
and handling of biological products.

(1) The clothing worn by persons

while preparing biological products
shall be clean. AIll persons, imme-
diately before entering Ilaboratory

rooms of a licensed establishment,
shall change their outer clothing or ef-
fectively cover the same with gowns or
other satisfactory clean garments.

(2) Unsanitary practices such as, but
not limited to, eating, smoking, or ex-

§114.8

pectorating on the floors or otherwise
creating a nuisance in any room, com-
partment, or place in which biological
products are prepared, handled, or
stored at licensed establishments are
prohibited.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16869, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991]

§114.8 Outline of Production required.

An Outline of Production shall be on
file with Animal and Plant Health In-
spection Service for each licensed bio-
logical product or for each biological
product authorized to be imported into
the United States for Distribution and
Sale. Preparation of a biological prod-
uct in a licensed establishment shall be
in accordance with the Outline of Pro-
duction for such product filed with
Animal and Plant Health Inspection
Service as provided in this section, but
subject to changes as may be required
under §114.8(f).

(@) The Outline of Production shall
be prepared as prescribed in §114.9 and
submitted to Animal and Plant Health
Inspection Service for filing. When ob-
jectionable features, if any, are cor-
rected and no further exceptions are
taken by Animal and Plant Health In-
spection Service to an Outline of Pro-
duction for a biological product, such
Outline of Production shall be ap-
proved for filing.

(b) Each page shall be stamped as
filed on the date such action was taken
in the bottom right hand corner. Al-
though the filed outline may be re-
ferred to as an approved outline, ap-
proval for filing constitutes no en-
dorsement by Animal and Plant Health
Inspection Service of such biological
product or the methods and procedures
used to prepare such biological prod-
uct.

(c) The original and two copies shall
be retained by Animal and Plant
Health Inspection Service and the re-
maining copies returned.

(d) Each licensee shall review each
Outline of Production for accuracy and
sufficiency not less frequently than
once a year. Revisions necessary to
bring an Outline of Production into
compliance with the regulations shall
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§114.9
be submitted to Animal and Plant
Health Inspection Service.

(e) When a list of licensed products to
be continued in production at a li-
censed establishment is requested by
the Administrator in accordance with
§102.5(d) of this subchapter, the li-
censee shall supplement the list with
information for each product as fol-
lows:

(1) The Outline of Production cur-
rently being used shall be identified as
to the date when last revised and filed
with Animal and Plant Health Inspec-
tion Service and the date of the last re-
view made by the licensee.

(2) The Outline of Production to be
kept in the active file shall be des-
ignated. If more than one has been filed
for a product, only the Outline of Pro-
duction currently being used shall be
included.

(f) The Administrator may, upon the
basis of information not available to
him at the time the current Outline of
Production for a biological product was
filed, object to the methods or proce-
dures being used in the preparation of
such biological product and notify the
licensee to modify the filed Outline of
Production to eliminate such objec-
tions. If the licensee does not comply
with the notice, the Administrator
may, after affording opportunity for a
hearing to the licensee, suspend the
product license for the biological prod-
uct involved; in which case, the li-
censee shall not prepare such product
until subsequent notice of withdrawal
of the suspension is given to the li-
censee.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16869, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991]

§114.9 Outline of Production guide-
lines.

Each Outline of Production shall be
prepared in accordance with the appli-
cable directions provided in this sec-
tion.

(a) General requirements. (1) The origi-
nal and not more than four copies of
each Outline of Production or special
outline or revised pages of either shall
be prepared on heavy paper (8.5”x11") of
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a type receptive to permanent stamp
ink.

(2) The name of the biological prod-
uct (or component), the establishment
license number, and the date prepared
shall appear on a front cover page and
each page of the Outline of Production
or special outline. The name of the li-
censee (or foreign manufacturer) shall
appear on the front cover page.

(3) The pages shall be numbered in
the upper center. At least 1%z inch mar-
gin shall be left at the top of the first
page and a 2 inch margin at the bottom
of each page for the Animal and Plant
Health Inspection Service stamp.

(4) Amended pages shall be numbered
the same as those being superseded.
They shall bear the date prepared and
refer to the date on the pages being su-
perseded. If one replacement page su-
persedes more than one page, the new
page shall indicate same, but if several
replacement pages are added to super-
sede one page, the page number fol-
lowed by letters shall be used.

(5) The last page of the original and
one copy of either a new or a com-
pletely rewritten Outline of Production
and each page revised separately shall
be signed in the lower left corner by
the authorized representative of the li-
censee (or foreign producer). Stamped
or facsimile signatures are not accept-
able.

(6) A summary of changes shall ap-
pear on an attached page and refer to
each page, paragraph, or subparagraph
being changed.

(7) Transmittal forms shall be used
for the original and subsequent revi-
sions. Blank forms shall be available
upon request to Animal and Plant
Health Inspection Service.

(b) Special outline. An outline describ-
ing the preparation of a component of
a biological product or an operation
performed in the preparation of a bio-
logical product may be required if such
special outline could be referred to in
Outlines of Production to eliminate
repetition. Each special outline shall
be identified by number and shall not
be used until accepted and filed by Ani-
mal and Plant Health Inspection Serv-
ice.

(c) Outline of Production for anti-
serum, antitoxin, and normal serum
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