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to red blood cell loss if the following 
conditions are met: 

(i) The responsible physician exam-
ines the donor at the time of the cur-
rent donation and determines and doc-
uments that the donor is in good 
health and the donor’s health permits 
the plasmapheresis; 

(ii) The donor’s plasma possesses a 
property, such as an antibody, antigen, 
or protein deficiency that is transitory, 
of a highly unusual or infrequent speci-
ficity, or of an unusually high titer; 

(iii) The special characteristics of the 
donor’s plasma and the need for plas-
mapheresis of the donor under 
§ 630.20(b) are documented at your es-
tablishment; and 

(iv) The extracorporeal volume of the 
apheresis device is less than 100 milli-
liters. 

(8) Malaria. Freedom from risk of ma-
laria is not required for a donor of 
Source Plasma. 

(9) You must comply with other re-
quirements for collection of plasma in 
part 640 of this chapter and this part 
including restrictions on frequency of 
collection as specified in §§ 640.32 and 
640.65 of this chapter. 

§ 630.20 Exceptions for certain ineli-
gible donors. 

After assessing donor eligibility 
under §§ 630.10 and 630.15, an establish-
ment may collect blood and blood com-
ponents from a donor who is deter-
mined to be not eligible to donate 
under any provision of § 630.10(e) and (f) 
or § 630.15(a) if one of the following sets 
of conditions are met: 

(a) The donation is for autologous 
use only as prescribed by the donor’s 
physician, the donor has a hemoglobin 
level no less than 11.0 grams of hemo-
globin per deciliter of blood or a hem-
atocrit value no less than 33 percent, 
and the responsible physician deter-
mines and documents that the donor’s 
health permits the collection proce-
dure; or 

(b) The donation is collected under a 
Source Plasma collection program 
which has received prior written ap-
proval from the Director, Center for 
Biologics Evaluation and Research, to 
collect plasma for further manufac-
turing use into in vitro products for 
which there are no alternative sources, 

the donor meets the criteria in 
§ 630.10(f)(1) through (6), and the respon-
sible physician determines and docu-
ments for each donation that the do-
nor’s health permits the collection pro-
cedure, and the collection takes place 
under the medical oversight specified 
in the approved plasmapheresis pro-
gram. 

(c) The donation is restricted for use 
solely by a specific transfusion recipi-
ent based on documented exceptional 
medical need, and the responsible phy-
sician determines and documents that 
the donor’s health permits the collec-
tion procedure, and that the donation 
presents no undue medical risk to the 
transfusion recipient. 

§ 630.25 Exceptions from certain donor 
eligibility requirements for infre-
quent plasma donors. 

For an infrequent plasma donor who 
is not participating in an immuniza-
tion program, establishments are not 
required to: 

(a) Perform a medical history and 
physical examination of the donor 
under § 630.15(b)(1); 

(b) Perform a test for total protein 
under § 630.15(b)(4); 

(c) Determine the total plasma or 
serum protein and immunoglobulin 
composition under § 640.65(b)(1)(i) of 
this chapter; or 

(d) Review the data and records as re-
quired in § 640.65(b)(2)(i) of this chapter. 

§ 630.30 Donation suitability require-
ments. 

(a) When is a donation suitable? A do-
nation is suitable when: 

(1) The donor is not currently de-
ferred from donation as determined by 
review of the records of deferred donors 
required under § 606.160(e) of this chap-
ter; 

(2) The results in accordance with 
§§ 630.10 through 630.25 indicate that the 
donor is in good health and procedures 
were followed to ensure that the dona-
tion would not adversely affect the 
health of the donor; 

(3) The results in accordance with 
§ 630.10(e) indicate that the donor is 
free from risk factors for, or evidence 
of, relevant transfusion-transmitted in-
fections and other factors that make 
the donor ineligible to donate; 
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