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(c) Equipment employed in the steri-
lization of materials used in blood col-
lection or for disposition of contami-
nated products shall be designed, main-
tained and utilized to ensure the de-
struction of contaminating microorga-
nisms. The effectiveness of the steri-
lization procedure shall be no less than 
that achieved by an attained tempera-
ture of 121.5 °C (251 °F) maintained for 
20 minutes by saturated steam or by an 
attained temperature of 170 °C (338 °F) 
maintained for 2 hours with dry heat. 

[40 FR 53532, Nov. 18, 1975; 40 FR 55849, Dec. 
2, 1975, as amended at 45 FR 9261, Feb. 12, 
1980; 57 FR 11263, Apr. 2, 1992; 57 FR 12862, 
Apr. 13, 1992] 

§ 606.65 Supplies and reagents. 
All supplies and reagents used in the 

collection, processing, compatibility 
testing, storage and distribution of 
blood and blood components shall be 
stored in a safe, sanitary and orderly 
manner. 

(a) All surfaces coming in contact 
with blood and blood components in-
tended for transfusion shall be sterile, 
pyrogen-free, and shall not interact 
with the product in such a manner as 
to have an adverse effect upon the safe-
ty, purity, potency or effectiveness of 
the product. All final containers and 
closures for blood and blood compo-
nents not intended for transfusion 
shall be clean and free of surface solids 
and other contaminants. 

(b) Each blood collecting container 
and its satellite container(s), if any, 
shall be examined visually for damage 
or evidence of contamination prior to 
its use and immediately after filling. 
Such examination shall include inspec-
tion for breakage of seals, when indi-
cated, and abnormal discoloration. 
Where any defect is observed, the con-
tainer shall not be used, or, if detected 
after filling, shall be properly dis-
carded. 

(c) Representative samples of each 
lot of the following reagents or solu-
tions shall be tested on a regularly 
scheduled basis by methods described 
in the Standard Operating Procedures 
Manual to determine their capacity to 
perform as required: 

Reagent or solution Frequency of testing 

Anti-human globulin ............... Each day of use. 

Reagent or solution Frequency of testing 

Blood grouping reagents ....... Do. 
Lectins ................................... Do. 
Antibody screening and re-

verse grouping cells.
Do. 

Hepatitis test reagents ........... Each run. 
Syphilis serology reagents .... Do. 
Enzymes ................................ Each day of use. 

(d) Supplies and reagents that do not 
bear an expiration date shall be stored 
in such a manner that the oldest is 
used first. 

(e) Supplies and reagents shall be 
used in a manner consistent with in-
structions provided by the manufac-
turer. 

(f) Items that are required to be ster-
ile and come into contact with blood 
should be disposable whenever possible. 

[40 FR 53532, Nov. 18, 1975, as amended at 59 
FR 23636, May 6, 1994] 

Subpart E [Reserved] 

Subpart F—Production and 
Process Controls 

§ 606.100 Standard operating proce-
dures. 

(a) In all instances, except clinical 
investigations, standard operating pro-
cedures shall comply with published 
additional standards in part 640 of this 
chapter for the products being proc-
essed; except that, references in part 
640 relating to licenses, licensed estab-
lishments and submission of material 
or data to or approval by the Director, 
Center for Biologics Evaluation and 
Research, are not applicable to estab-
lishments not subject to licensure 
under section 351 of the Public Health 
Service Act. 

(b) Written standard operating proce-
dures shall be maintained and shall in-
clude all steps to be followed in the 
collection, processing, compatibility 
testing, storage, and distribution of 
blood and blood components for trans-
fusion and further manufacturing pur-
poses. Such procedures shall be avail-
able to the personnel for use in the 
areas where the procedures are per-
formed. The written standard oper-
ating procedures shall include, but are 
not limited to, descriptions of the fol-
lowing, when applicable: 
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