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where the participation is balanced, 

where an appeals process is included, 

where the standard is not in conflict 

with any statute, regulation, or policy 

under which FDA operates, and where 

the standard is national or inter-

national in scope. 

(2) The term ‘‘symbols glossary’’ 

means a compiled listing of: 

(i) Each SDO-established symbol used 

in the labeling for the device; 

(ii) The title and designation number 

of the SDO-developed standard con-

taining the symbol; 

(iii) The title of the symbol and its 

reference number, if any, in the stand-

ard; and 

(iv) The meaning or explanatory text 

for the symbol as provided in the FDA 

recognition or, if FDA has not recog-

nized the standard or portion of the 

standard in which the symbol is lo-

cated or the symbol is not used accord-

ing to the specifications for use of the 

symbol set forth in FDA’s section 

514(c) recognition, the explanatory text 

as provided in the standard. 

[81 FR 38925, June 15, 2016] 

Subpart D—Reagent Red Blood 
Cells 

SOURCE: 52 FR 37450, Oct. 7, 1987, unless 

otherwise noted. 

§ 660.30 Reagent Red Blood Cells. 

(a) Proper name and definition. The 

proper name of the product shall be Re-

agent Red Blood Cells, which shall con-

sist of a preparation of human red 

blood cells used to detect or identify 

human blood-group antibodies. 

(b) Source. Reagent Red Blood Cells 
shall be prepared from human periph-
eral blood meeting the criteria of 
§§ 660.31 and 660.32 of this chapter, or 
from umbilical cord cells which shall 
be collected and prepared according to 
the manufacturer’s biologics license 
application. 

[52 FR 37450, Oct. 7, 1987, as amended at 64 FR 

56454, Oct. 20, 1999] 

§ 660.31 Eligibility of donor. 

Donors of peripheral blood for Rea-
gent Red Blood Cells must meet all the 

criteria for donor eligibility under 

§§ 630.10 and 630.15 of this chapter. 

[80 FR 29906, May 22, 2015] 

§ 660.32 Collection of source material. 

Blood for Reagent Red Blood Cells 

from donors of peripheral blood shall 

be collected as prescribed under § 640.4 

of this chapter, except that paragraphs 

(c), (d), (g), and (h) of § 640.4 shall not 

apply. 

§ 660.33 Testing of source material. 

Except as provided in this section, a 

sample of each blood incorporated into 

the Reagent Red Blood Cell product 

shall be individually tested, with no 

fewer than two donor sources of each 

antibody specificity employed, to con-

firm the identification of all blood 

group antigens specified in the labeling 

as present or absent. The manufacturer 

shall perform at least one of the re-

quired tests for each factor. The Rea-
gent Red Blood Cell product may be 
tested with a single donor source of 
antibody specificity if only one source 
of antibody is available, and the Direc-
tor, Center for Biologics Evaluation 
and Research, has approved the use of 
a single donor source of antiserum. 
Each of these tests shall be conducted 
and interpreted independently, and any 
discrepancy between the results of 
these two tests shall be resolved by 
testing with at least one additional 
antiserum before concluding that the 
antigen is present or absent. Where 
fewer than three donor sources of an 
antibody specificity are available, test 
discrepancies shall be resolved in ac-
cordance with the manufacturer’s bio-
logics license application. Group O Re-
agent Red Blood Cells used in the de-
tection or identification of unexpected 
antibodies shall include at least the 
following common antigens in each lot 
of the product: D, C, E, c̄, e, K, k̄, Fya, 
Fyb, Jka, Jkb, Lea, Leb, P1, M, N, S, and 
s̄. 

[52 FR 37450, Oct. 7, 1987, as amended at 55 FR 

11013, Mar. 26, 1990; 64 FR 56454, Oct. 20, 1999] 

§ 660.34 Processing. 

(a) Processing method. The processing 
method shall be one that has been 
shown to yield consistently a product 
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