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of vaccine shall be examined at ne-
cropsy under the direction of a quali-
fied pathologist, physician, or veteri-
narian having experience with diseases 
of monkeys, for evidence of ill health, 
particularly for (i) evidence of tuber-
culosis, (ii) presence of herpes-like le-
sions, including eruptions or plaques 
on or around the lips, in the buccal 
cavity or on the gums, and (iii) signs of 
conjunctivitis. If there are any such 
signs or other significant gross patho-
logical lesions, the tissue shall not be 
used in the manufacture of vaccine. 

(g) Filling procedures. Filling proce-
dures shall be such as will not affect 
adversely the safety, purity or potency 
of the product. 

(h) Containers and closures. All final 
containers and closures shall be made 
of material that will not hasten the de-
terioration of the product or otherwise 
render it less suitable for the intended 
use. All final containers and closures 
shall be clean and free of surface solids, 
leachable contaminants and other ma-
terials that will hasten the deteriora-
tion of the product or otherwise render 
it less suitable for the intended use. 
After filling, sealing shall be performed 
in a manner that will maintain the in-
tegrity of the product during the dat-
ing period. In addition, final containers 
and closures for products intended for 
use by injection shall be sterile and 
free from pyrogens. Except as other-
wise provided in the regulations of this 
subchapter, final containers for prod-
ucts intended for use by injection shall 
be colorless and sufficiently trans-
parent to permit visual examination of 
the contents under normal light. As 
soon as possible after filling final con-
tainers shall be labeled as prescribed in 
§ 610.60 et seq. of this chapter, except 
that final containers may be stored 
without such prescribed labeling pro-
vided they are stored in a sealed recep-
tacle labeled both inside and outside 
with at least the name of the product, 
the lot number, and the filling identi-
fication. 

[38 FR 32048, Nov. 20, 1973, as amended at 41 
FR 10428, Mar. 11, 1976; 49 FR 23833, June 8, 
1984; 55 FR 11013, Mar. 26, 1990; 68 FR 75119, 
Dec. 30, 2003; 70 FR 14982, Mar. 24, 2005] 

§ 600.12 Records. 

(a) Maintenance of records. Records 
shall be made, concurrently with the 
performance, of each step in the manu-
facture and distribution of products, in 
such a manner that at any time succes-
sive steps in the manufacture and dis-
tribution of any lot may be traced by 
an inspector. Such records shall be leg-
ible and indelible, shall identify the 
person immediately responsible, shall 
include dates of the various steps, and 
be as detailed as necessary for clear un-
derstanding of each step by one experi-
enced in the manufacture of products. 

(b) Records retention—(1) General. 
Records shall be retained for such in-
terval beyond the expiration date as is 
necessary for the individual product, to 
permit the return of any clinical report 
of unfavorable reactions. The retention 
period shall be no less than five years 
after the records of manufacture have 
been completed or six months after the 
latest expiration date for the indi-
vidual product, whichever represents a 
later date. 

(2) Records of recall. Complete records 
shall be maintained pertaining to the 
recall from distribution of any product 
upon notification by the Director, Cen-
ter for Biologics Evaluation and Re-
search or the Director, Center for Drug 
Evaluation and Research, to recall for 
failure to conform with the standards 
prescribed in the regulations of this 
subchapter, because of deterioration of 
the product or for any other factor by 
reason of which the distribution of the 
product would constitute a danger to 
health. 

(3) Suspension of requirement for reten-
tion. The Director, Center for Biologics 
Evaluation and Research or the Direc-
tor, Center for Drug Evaluation and 
Research, may authorize the suspen-
sion of the requirement to retain 
records of a specific manufacturing 
step upon a showing that such records 
no longer have significance for the pur-
poses for which they were made: Pro-
vided, That a summary of such records 
shall be retained. 

(c) Records of sterilization of equipment 
and supplies. Records relating to the 
mode of sterilization, date, duration, 
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temperature and other conditions re-
lating to each sterilization of equip-
ment and supplies used in the proc-
essing of products shall be made by 
means of automatic recording devices 
or by means of a system of recording 
which gives equivalent assurance of the 
accuracy and reliability of the record. 
Such records shall be maintained in a 
manner that permits an identification 
of the product with the particular man-
ufacturing process to which the steri-
lization relates. 

(d) Animal necropsy records. A ne-
cropsy record shall be kept on each 
animal from which a biological product 
has been obtained and which dies or is 
sacrificed while being so used. 

(e) Records in case of divided manufac-
turing responsibility. If two or more es-
tablishments participate in the manu-
facture of a product, the records of 
each such establishment must show 
plainly the degree of its responsibility. 
In addition, each participating manu-
facturer shall furnish to the manufac-
turer who prepares the product in final 
form for sale, barter or exchange, a 
copy of all records relating to the man-
ufacturing operations performed by 
such participating manufacturer inso-
far as they concern the safety, purity 
and potency of the lots of the product 
involved, and the manufacturer who 
prepares the product in final form shall 
retain a complete record of all the 
manufacturing operations relating to 
the product. 

[38 FR 32048, Nov. 20, 1973, as amended at 49 
FR 23833, June 8, 1984; 55 FR 11013, Mar. 26, 
1990; 70 FR 14982, Mar. 24, 2005] 

§ 600.13 Retention samples. 
Manufacturers shall retain for a pe-

riod of at least 6 months after the expi-
ration date, unless a different time pe-
riod is specified in additional stand-
ards, a quantity of representative ma-
terial of each lot of each product, suffi-
cient for examination and testing for 
safety and potency, except Whole 
Blood, Cryoprecipitated AHF, Plate-
lets, Red Blood Cells, Plasma, and 
Source Plasma and Allergenic Products 
prepared to a physician’s prescription. 
Samples so retained shall be selected 
at random from either final container 
material, or from bulk and final con-
tainers, provided they include at least 

one final container as a final package, 
or package-equivalent of such filling of 
each lot of the product as intended for 
distribution. Such sample material 
shall be stored at temperatures and 
under conditions which will maintain 
the identity and integrity of the prod-
uct. Samples retained as required in 
this section shall be in addition to 
samples of specific products required to 
be submitted to the Center for Bio-
logics Evaluation and Research or the 
Center for Drug Evaluation and Re-
search (see mailing addresses in § 600.2). 
Exceptions may be authorized by the 
Director, Center for Biologics Evalua-
tion and Research or the Director, Cen-
ter for Drug Evaluation and Research, 
when the lot yields relatively few final 
containers and when such lots are pre-
pared by the same method in large 
number and in close succession. 

[41 FR 10428, Mar. 11, 1976, as amended at 49 
FR 23833, June 8, 1984; 50 FR 4133, Jan. 29, 
1985; 55 FR 11013, Mar. 26, 1990; 70 FR 14982, 
Mar. 24, 2005] 

§ 600.14 Reporting of biological prod-
uct deviations by licensed manufac-
turers. 

(a) Who must report under this section? 
(1) You, the manufacturer who holds 
the biological product license and who 
had control over the product when the 
deviation occurred, must report under 
this section. If you arrange for another 
person to perform a manufacturing, 
holding, or distribution step, while the 
product is in your control, that step is 
performed under your control. You 
must establish, maintain, and follow a 
procedure for receiving information 
from that person on all deviations, 
complaints, and adverse events con-
cerning the affected product. 

(2) Exceptions: 
(i) Persons who manufacture only in 

vitro diagnostic products that are not 
subject to licensing under section 351 of 
the Public Health Service Act do not 
report biological product deviations for 
those products under this section but 
must report in accordance with part 
803 of this chapter; 

(ii) Persons who manufacture blood 
and blood components, including li-
censed manufacturers, unlicensed reg-
istered blood establishments, and 
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