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shall be inoculated in evenly distributed 
amounts over the surface of no less than 10 
plates of at least two agar media. No less 
than 1.0 ml. of sample shall be inoculated 
into each of four tubes containing 10 ml. of 
a semisolid broth medium. The media shall 
be such as have been shown to be capable of 
detecting known Mycoplasma and each test 
shall include control cultures of at least two 
known strains of Mycoplasma, one of which 
must be M. pneumoniae. One half of the 
plates and two tubes of broth shall be incu-
bated aerobically at 36 °C ±1 °C and the re-
maining plates and tubes shall be incubated 
anaerobically at 36 °C ±1 °C in an environ-
ment of 5–10 percent CO2 in N2. Aerobic incu-
bation shall be for a period of no less than 14 
days and the broth in the two tubes shall be 
tested after 3 days and 14 days, at which 
times 0.5 ml. of broth from each of the two 
tubes shall be combined and subinoculated 
on to no less than 4 additional plates and in-
cubated aerobically. Anaerobic incubation 
shall be for no less than 14 days and the 
broth in the two tubes shall be tested after 3 
days and 14 days, at which times 0.5 ml. of 
broth from each of the two tubes shall be 
combined and subinoculated onto no less 
than four additional plates and incubated 
anaerobically. All inoculated plates shall be 
incubated for no less than 14 days, at which 
time observation for growth of Mycoplasma 
shall be made at a magnification of no less 
than 300×. If the Dienes Methylene Blue- 
Azure dye or an equivalent staining proce-
dure is used, no less than a one square cm. 
plug of the agar shall be excised from the in-
oculated area and examined for the presence 
of Mycoplasma. The presence of the Myco-
plasma shall be determined by comparison of 
the growth obtained from the test samples 
with that of the control cultures, with re-
spect to typical colonial and microscopic 
morphology. The virus pool is satisfactory 
for vaccine manufacture if none of the tests 
on the samples show evidence of the presence 
of Mycoplasma. 

[38 FR 32056, Nov. 20, 1973, as amended at 63 
FR 16685, Apr. 6, 1998] 

Subpart E—Testing Requirements 
for Communicable Disease 
Agents 

§ 610.40 Test requirements. 
(a) Human blood and blood components. 

Except as specified in paragraphs (c) 
and (d) of this section, you, an estab-
lishment that collects blood or blood 
components, must test each donation 
of human blood or blood component in-
tended for use in preparing a product, 
including donations intended as a com-
ponent of, or used to prepare, a medical 

device, for evidence of infection due to 
the following communicable disease 
agents: 

(1) Human immunodeficiency virus, 
type 1; 

(2) Human immunodeficiency virus, 
type 2; 

(3) Hepatitis B virus; 
(4) Hepatitis C virus; 
(5) Human T-lymphotropic virus, 

type I; and 
(6) Human T-lymphotropic virus, 

type II. 
(b) Testing using one or more approved 

screening tests. To test for evidence of 
infection due to communicable disease 
agents designated in paragraph (a) of 
this section, you must use screening 
tests that the Food and Drug Adminis-
tration (FDA) has approved for such 
use, in accordance with the manufac-
turer’s instructions. You must perform 
one or more such tests as necessary to 
reduce adequately and appropriately 
the risk of transmission of commu-
nicable disease. 

(c) Exceptions to testing for allogeneic 
transfusion or further manufacturing 
use—(1) Dedicated donations. (i) You 
must test donations of human blood 
and blood components from a donor 
whose donations are dedicated to and 
used solely by a single identified re-
cipient under paragraphs (a), (b), and 
(e) of this section; except that, if the 
donor makes multiple donations for a 
single identified recipient, you may 
perform such testing only on the first 
donation in each 30-day period. If an 
untested dedicated donation is made 
available for any use other than trans-
fusion to the single, identified recipi-
ent, then this exemption from the test-
ing required under this section no 
longer applies. 

(ii) Each donation must be labeled as 
required under § 606.121 of this chapter 
and with a label entitled ‘‘INTENDED 
RECIPIENT INFORMATION LABEL’’ 
containing the name and identifying 
information of the recipient. Each do-
nation must also have the following 
label, as appropriate: 

Donor Testing Status Label 

Tests negative Label as required under § 606.121 
Tested negative within 

the last 30 days 
‘‘DONOR TESTED WITHIN THE 

LAST 30 DAYS’’ 
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(2) Source Plasma. You are not re-
quired to test donations of Source 
Plasma for evidence of infection due to 
the communicable disease agents listed 
in paragraphs (a)(5) and (a)(6) of this 
section. 

(3) Medical device. (i) You are not re-
quired to test donations of human 
blood or blood components intended 
solely as a component of, or used to 
prepare, a medical device for evidence 
of infection due to the communicable 
disease agents listed in paragraphs 
(a)(5) and (a)(6) of this section unless 
the final device contains viable leu-
kocytes. 

(ii) Donations of human blood and 
blood components intended solely as a 
component of, or used to prepare, a 
medical device must be labeled ‘‘Cau-
tion: For Further Manufacturing Use 
as a Component of, or to Prepare, a 
Medical Device.’’ 

(4) Samples. You are not required to 
test samples of blood, blood compo-
nents, plasma, or sera if used or dis-
tributed for clinical laboratory testing 
or research purposes and not intended 
for administration to humans or in the 
manufacture of a product. 

(d) Autologous donations. You, an es-
tablishment that collects human blood 
or blood components from autologous 
donors, or you, an establishment that 
is a consignee of a collecting establish-
ment, are not required to test dona-
tions of human blood or blood compo-
nents from autologous donors for evi-
dence of infection due to commu-
nicable disease agents listed in para-
graph (a) of this section or by a sero-
logical test for syphilis under para-
graph (i) of this section, except: 

(1) If you allow any autologous dona-
tion to be used for allogeneic trans-
fusion, you must assure that all 
autologous donations are tested under 
this section. 

(2) If you ship autologous donations 
to another establishment that allows 
autologous donations to be used for 
allogeneic transfusion, you must as-
sure that all autologous donations 
shipped to that establishment are test-
ed under this section. 

(3) If you ship autologous donations 
to another establishment that does not 
allow autologous donations to be used 
for allogeneic transfusion, you must 

assure that, at a minimum, the first 
donation in each 30-day period is tested 
under this section. 

(4) Each autologous donation must be 
labeled as required under § 606.121 of 
this chapter and with the following 
label, as appropriate: 

Donor Testing Status Label 

Untested ‘‘DONOR UNTESTED’’ 
Tests negative Label as required under § 606.121 
Reactive on current col-

lection/reactive in the 
last 30 days 

‘‘BIOHAZARD’’ legend in 
§ 610.40(h)(2)(ii)(B) 

Tested negative within 
the last 30 days 

‘‘DONOR TESTED WITHIN THE 
LAST 30 DAYS’’ 

(e) Further testing. You must further 
test each donation, including 
autologous donations, found to be reac-
tive by a screening test performed 
under paragraphs (a) and (b) of this sec-
tion, whenever a supplemental (addi-
tional, more specific) test has been ap-
proved for such use by FDA, except: 

(1) For autologous donations, you 
must further test under this paragraph, 
at a minimum, the first reactive dona-
tion in each 30-day period; or 

(2) If you have a record for that donor 
of a positive result on a supplemental 
(additional, more specific) test ap-
proved for such use by FDA, you do not 
have to further test an autologous do-
nation. 

(f) Testing responsibility. Required 
testing under this section, must be per-
formed by a laboratory registered in 
accordance with part 607 of this chap-
ter and either certified to perform such 
testing on human specimens under the 
Clinical Laboratory Improvement 
Amendments of 1988 (42 U.S.C. 263a) 
under 42 CFR part 493 or has met equiv-
alent requirements as determined by 
the Health Care Financing Administra-
tion in accordance with those provi-
sions. 

(g) Release or shipment prior to testing. 
Human blood or blood components that 
are required to be tested for evidence 
of infection due to communicable dis-
ease agents designated in paragraphs 
(a) and (i) of this section may be re-
leased or shipped prior to completion 
of testing in the following cir-
cumstances provided that you label the 
blood or blood components under 
§ 606.121(h) of this chapter, you com-
plete the tests for evidence of infection 
due to communicable disease agents as 
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soon as possible after release or ship-
ment, and that you provide the results 
promptly to the consignee: 

(1) Only in appropriately documented 
medical emergency situations; or 

(2) For further manufacturing use as 
approved in writing by FDA. 

(h) Restrictions on shipment or use—(1) 
Reactive screening test. You must not 
ship or use human blood or blood com-
ponents that have a reactive screening 
test for evidence of infection due to a 
communicable disease agent(s) des-
ignated in paragraphs (a) and (i) of this 
section or that are collected from a 
donor with a previous record of a reac-
tive screening test for evidence of in-
fection due to a communicable disease 
agent(s) designated in paragraphs (a) 
and (i) of this section, except as pro-
vided in paragraphs (h)(2)(i) through 
(h)(2)(vii) of this section. 

(2) Exceptions. (i) You may ship or use 
blood or blood components intended for 
autologous use, including reactive do-
nations, as described in paragraph (d) 
of this section. 

(ii) You must not ship or use human 
blood or blood components that have a 
reactive screening test for evidence of 
infection due to a communicable dis-
ease agent(s) designated in paragraph 
(a) of this section or that are collected 
from a donor deferred under § 610.41(a) 
unless you meet the following condi-
tions: 

(A) Except for autologous donations, 
you must obtain from FDA written ap-
proval for the shipment or use; 

(B) You must appropriately label 
such blood or blood components as re-
quired under § 606.121, or § 640.70 of this 
chapter, and with the ‘‘BIOHAZARD’’ 
legend; 

(C) Except for autologous donations, 
you must label such human blood and 
blood components as reactive for the 

appropriate screening test for evidence 
of infection due to the identified com-
municable disease agent(s); 

(D) If the blood or blood components 
are intended for further manufacturing 
use into injectable products, you must 
include a statement on the container 
label indicating the exempted use spe-
cifically approved by FDA. 

(E) Each blood or blood component 
with a reactive screening test and in-
tended solely as a component of, or 
used to prepare a medical device, must 
be labeled with the following label, as 
appropriate: 

Type of Medical Device Label 

A medical device other 
than an in vitro diag-
nostic reagent 

‘‘Caution: For Further Manufac-
turing Use as a Component of a 
Medical Device For Which There 
Are No Alternative Sources’’ 

An in vitro diagnostic 
reagent 

‘‘Caution: For Further Manufac-
turing Into In Vitro Diagnostic Re-
agents For Which There Are No 
Alternative Sources’’ 

(iii) The restrictions on shipment or 
use do not apply to samples of blood, 
blood components, plasma, or sera if 
used or distributed for clinical labora-
tory testing or research purposes, and 
not intended for administration in hu-
mans or in the manufacture of a prod-
uct. 

(iv) You may use human blood or 
blood components from a donor with a 
previous record of a reactive screening 
test(s) for evidence of infection due to 
a communicable disease agent(s) des-
ignated in paragraph (a) of this section, 
if: 

(A) At the time of donation, the 
donor is shown or was previously 
shown to be suitable by a requalifica-
tion method or process found accept-
able for such purposes by FDA under 
§ 610.41(b); and 

(B) tests performed under paragraphs 
(a) and (b) of this section are nonreac-
tive. 

(v) Anti-HBc reactive donations, oth-
erwise nonreactive when tested as re-
quired under this section, may be used 
for further manufacturing into plasma 
derivatives without prior FDA ap-
proval or a ‘‘BIOHAZARD’’ legend as 
required under paragraphs (h)(2)(ii)(A) 
and (h)(2)(ii)(B) of this section. 

(vi) You may use human blood or 
blood components, excluding Source 
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Plasma, that test reactive by a screen-
ing test for syphilis as required under 
paragraph (i) of this section if, con-
sistent with § 640.5 of this chapter, the 
donation is further tested by an ade-
quate and appropriate test which dem-
onstrates that the reactive screening 
test is a biological false positive. You 
must label the blood or blood compo-
nents with both test results. 

(vii) You may use Source Plasma 
from a donor who tests reactive by a 
screening test for syphilis as required 
under § 610.40(i) of this chapter, if the 
donor meets the requirements of 
§ 640.65(b)(2) of this chapter. 

(i) Syphilis testing. In addition to the 
testing otherwise required under this 
section, you must test by a serological 
test for syphilis under §§ 640.5(a), 640.14, 
640.23(a), 640.33(a), 640.53(a), and 
640.65(b)(2) of this chapter. 

[66 FR 31162, June 11, 2001] 

EFFECTIVE DATE NOTE: At 77 FR 18, Jan. 3, 
2012, § 610.40 was amended by revising para-
graphs (h)(2)(ii)(B) and (i), effective July 2, 
2012. For the convenience of the user, the re-
vised text is set forth as follows: 

§ 610.40 Test requirements. 

* * * * * 

(h) * * * 
(2) * * * 
(ii) * * * 
(B) You must appropriately label such 

blood or blood components as required under 
§ 606.121 of this chapter, and with the ‘‘BIO-
HAZARD’’ legend; 

* * * * * 

(i) Syphilis testing. In addition to the test-
ing otherwise required under this section, 
you must test by a serological test for syphi-
lis under §§ 640.5(a), 640.14, 640.23(a), 640.33(a), 
640.53(a), and 640.65(b)(1) and (b)(2) of this 
chapter. 

§ 610.41 Donor deferral. 
(a) You, an establishment that col-

lects human blood or blood compo-
nents, must defer donors testing reac-
tive by a screening test for evidence of 
infection due to a communicable dis-
ease agent(s) listed in § 610.40(a) or re-
active for a serological test for syphilis 
under § 610.40(i), from future donations 
of human blood and blood components, 
except: 

(1) You are not required to defer a 
donor who tests reactive for anti-HBc 
or anti-HTLV, types I or II, on only one 
occasion. When a supplemental (addi-
tional, more specific) test for anti-HBc 
or anti-HTLV, types I and II, has been 
approved for use under § 610.40(e) by 
FDA, such a donor must be deferred; 

(2) A deferred donor who tests reac-
tive for evidence of infection due to a 
communicable disease agent(s) listed 
in § 610.40(a) may serve as a donor for 
blood or blood components shipped or 
used under § 610.40(h)(2)(ii); 

(3) A deferred donor who showed evi-
dence of infection due to hepatitis B 
surface antigen (HBsAg) when pre-
viously tested under § 610.40(a), (b), and 
(e) subsequently may donate Source 
Plasma for use in the preparation of 
Hepatitis B Immune Globulin (Human) 
provided the current donation tests 
nonreactive for HBsAg and the donor is 
otherwise determined to be suitable; 

(4) A deferred donor, who otherwise is 
determined to be suitable for donation 
and tests reactive for anti-HBc or for 
evidence of infection due to HTLV, 
types I and II, may serve as a donor of 
Source Plasma; 

(5) A deferred donor who tests reac-
tive for a communicable disease 
agent(s) described under § 610.40(a) or 
reactive with a serological test for 
syphilis under § 610.40(i), may serve as 
an autologous donor under § 610.40(d). 

(b) A deferred donor subsequently 
may be found to be suitable as a donor 
of blood or blood components by a re-
qualification method or process found 
acceptable for such purposes by FDA. 
Such a donor is considered no longer 
deferred. 

(c) You must comply with the re-
quirements under §§ 610.46 and 610.47 
when a donor tests reactive by a 
screening test for HIV or HCV required 
under § 610.40(a) and (b), or when you 
are aware of other reliable test results 
or information indicating evidence of 
HIV or HCV infection. 

[66 FR 31164, June 11, 2001, as amended at 72 
FR 48798, Aug. 24, 2007] 

§ 610.42 Restrictions on use for further 
manufacture of medical devices. 

(a) In addition to labeling require-
ments in subchapter H of this chapter, 
when a medical device contains human 
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