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§ 606.3

(5) An assay method or other analyt-
ical method, unless it serves no regula-
tory or compliance purpose and it is
shown to fall within the exemption es-
tablished in § 20.61 of this chapter,

(6) All correspondence and written
summaries of oral discussions relating
to the biological product file, in ac-
cordance with the prov151ons of Part
20 of this chapter.

(7) All records showing the manufac-
turer’s testing of a particular lot, after

deletion of data or information that -
would show the volume of the drug .
produced, manufacturing procedures

"and controls, yield from raw materials,
costs, or other material falling Wlthln
§ 20.81 of this chapter.

(8) All records showing the testmg of
and action on a particular lot by the
Food and Drug Administration. ,

(f) The following data and informa-
tion in a hiological product file are not
available for public disclosure unless
they have been previously disclosed to
the public as defined in § 20.81 of this
chapter or they relate to a product or
ingredient that has been -abandoned
and they no longer represent a trade
secret or confidential commercial or fi-
nancial information as defined in
§ 20.61 of this chapter: :

(1) Manufacturing methods or proc- :

esses, including guality control proce-
dures. '

(2) Production, sales, distribution,
and similar data and .information,
except that any compilation of such
data and information aggregated and
prepared in a way that does not reveal
data or.information which is not avail-
able for public disclosure under this
provision is available for public disclo-
‘sure.

(3) Quantitative or semiquantitative
formulas.

(g) For purposes of this regulation,
safety and effectiveness data include
all studies and tests of a biological
product on animals and humans and
all studies and tests on the drug for

identity, stability, purity, potency, and

biocavailability.

[39 FR 44656, Dec. 24, 1974, as amended at
42 FR 15876, Mar. 22, 1977]

Title 21—Food and Drugs

'PART 606—CURRENT GOOD MANU-

FACTURING PRACTICES FOR
BLOOD AND BLOOD COMPO-
NENTS

Subpart A—General Provislohs

" Sec,

606.3 Definitions.

Subpart B—Organization and Personnsl

606.20 Personnel,

Subpart C—Plant and Facilities

606.40 Facilities.

Subpart b—Equipment

Equipmeﬁ t.
Supplies and reagents.

606.60
606.65

Subpart E—[Reserved]

Subpart F-—Prédu_dion and Process Controls

-606.100 Standard operating procedureé.

606.110 Plateletpheresis, leukapheresis and
plasmapheresis. .

Subpart G~—Finished Product Control
606.120 Labeling.

Subpart H—Laboratory Controls

606.140 Laboratory controls.
606.151 Compatibility testipg

Subpart {—Records and Reporl's

606.160 Records.

606.165 Distribution and receipt proce-
" dures and records.

606.170 Adverse reaction file. |

AvTrHORITY: Secs. 201, 501, 502, 510, 701, 52
Stat., 1040-1042 as amended, 1049-1051 as
amended by 76 Stat. 780, 1055-1056 =as
amended, 76 Stat. 794 as amended, and sec,
301 of Pub. L. 87-781 (21 U.S.C. 321, 351,

* 352, 360 and note, 371), the Public Health

Service Act (secs. 351 and 361, 58 Stat. 702
and 703 as amended (42 U.S.C. 262 and
264)), and the Administrative Procedure Act

" (secs. 4 and 10, 60 Stat. 238 and 243, as
. amended (5 U.S.C. 553, 702, 703, 704)).

Sovrce: 40 FR 53532, Nov. 18, 1975 unless .
otherwise noted.

Subpart A—General Provisions

§ 606.3 Definitions.
As used in this part:
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§ 606.140

sion shall not apply to Source Plasma
(Human).

(10) Quantity of source matena.l
and the kind and quantity of antlco-
agulant.

(11) Additives and cryoprotectlve
agents added to the product that may
still be present. .

(12) Results of all tests performed
when necessary for safe and effectlve
use. :

(13) The statement:
Manufacturmg Use Only"
plicable.

“Cautlon. For
where ap-

(14) The 1mmumz1ng antxgen used or.

the antibody.present for products for
further manufacturmg, When a,pphca-
ble.

[40 FR 53532, Nov. 18, 1975, as aménded at
43 FR 2147, Jan. 13, 19781

ErrecrIive DATE NozE: At 43 FR 2147, Jan.
13, 19878, in §606.120, paragraphs (b)(2)
through (b)13) were redesignated as para-
graphs (b)(3) through (b)14), and a new

pa.ragrs.ph (bX2) was added, effective May

15,1978,
Subpart H-’—-.Lclborufory. Controls

§ 606.140 Laboratory controls.

Laboratory control procedures shall
" include:

~ (a) The estabhshment of smentlflcal-
ly sound- and appropriate specifica-
tions, standards and test procedures to
assure that blood and blood compo-
" .nents are safe, pure, potent and effec-
tive.

(o Adequate provisions for monitor-
ing the reliability, accuracy, precision
and performance of laboratory test
procedures and instruments. . :

(c) Adequate identification and han-
dling of all test samples so that they

. are accurately related to the specific

unit of product being tested, or to its
donor, or to the specific recipient;
where applicable.

§ 606.151 Compatibility testing.

Standard operating procedures for
compatibility testing shall include the
following:

(a) A method of collecting and 1den-
tifying the blood samples of recipients
to ensure positive identification.

. maintained,

" Title ﬂl—qud and Drugs

(b) The use of fresh recipient serum
samples less than 48 hours old for all
pretransfusion testing.

(¢) The testing of the donor’s cells
with the recipient’s serum (major -
crossmatch) by a method that will
demonstrate agglutinating, coating
and hemolytic antibodies, which shall
include the antiglobulin method.

(d) A provision that, if the unit of .

donor’s blood has not been screened
by a method that will demonstrate ag-
glutinating, coating and hemolytic
antibodies, the recipient’s cells shall
be tested with  the donor's serum
(minor crossmatch) by a method that

‘will so demoustrate,

(e) Procedures to expedite transfu-
sions in life-threatening emergencies.
Records of all such incidents shall be
imcluding complete docu-
mentation justifying the emergency
action, which shall be signed by the
physician requesting the procedure.

Subpart I—Records and Reports

§ 606.160 Records. |
(a)1l) Records shall be maintained

" concurrently with the performance of .

each significant step in the collection,
processing, compatibility testing, stor-

" age and distribution of each unit of

blood and blood components so that
all steps can be clearly traced. All rec-

-ords shall be legible and indelible, and

shall identify "the person performing
the work, include dates of the various
entries, show test results as well as the
interpretation of the results, show the
expiration date assigned to specific
products, and be as detailed as neces-
sary to provide a complete history of
the work performed. =~ )

(2) Appropriate records shall be
available from which to determine lot
numbers of supplics and reagents used
for specific lots or umts of the final
product.

(b) Records shall be maintained that
include, but are not limited to, the fol-
lowing when applicable:

(1) Donor records:
© (1) Donor selection, including medl-
cal interview and examination and
where applicable, informed consent.




