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can be readily determined to facilitate 
its recall, if necessary. 

(b) Distribution records shall contain 
information to readily facilitate the 
identification of the name and address 
of the consignee, the date and quantity 
delivered, the lot number of the unit(s), 
the date of expiration or the date of 
collection, whichever is applicable, or 
for crossmatched blood and blood com-
ponents, the name of the recipient. 

(c) Receipt records shall contain the 
name and address of the collecting fa-
cility, date received, donor or lot num-
ber assigned by the collecting facility 
and the date of expiration or the date 
of collection, whichever is applicable. 

§ 606.170 Adverse reaction file. 
(a) Records shall be maintained of 

any reports of complaints of adverse 
reactions regarding each unit of blood 
or blood product arising as a result of 
blood collection or transfusion. A thor-
ough investigation of each reported ad-
verse reaction shall be made. A written 
report of the investigation of adverse 
reactions, including conclusions and 
followup, shall be prepared and main-
tained as part of the record for that lot 
or unit of final product by the col-
lecting or transfusing facility. When it 
is determined that the product was at 
fault in causing a transfusion reaction, 
copies of all such written reports shall 
be forwarded to and maintained by the 
manufacturer or collecting facility. 

(b) When a complication of blood col-
lection or transfusion is confirmed to 
be fatal, the Director, Office of Compli-
ance and Biologics Quality, Center for 
Biologics Evaluation and Research, 
shall be notified by telephone, fac-
simile, express mail, or electronically 
transmitted mail as soon as possible; a 
written report of the investigation 
shall be submitted to the Director, Of-
fice of Compliance and Biologics Qual-
ity, Center for Biologics Evaluation 
and Research, within 7 days after the 
fatality by the collecting facility in 
the event of a donor reaction, or by the 
facility that performed the compat-
ibility tests in the event of a trans-
fusion reaction. 

[40 FR 53532, Nov. 18, 1975, as amended at 49 
FR 23833, June 8, 1984; 50 FR 35471, Aug. 30, 
1985; 55 FR 11014, Mar. 26, 1990; 64 FR 45371, 
Aug. 19, 1999; 67 FR 9586, Mar. 4, 2002] 

EFFECTIVE DATE NOTE: At 77 FR 18, Jan. 3, 
2012, § 606.170 was amended by revising para-
graph (b), effective July 2, 2012. For the con-
venience of the user, the revised text is set 
forth as follows: 

§ 606.170 Adverse reaction file. 

* * * * * 

(b) When a complication of blood collection 
or transfusion is confirmed to be fatal, the 
Director, Office of Compliance and Biologics 
Quality, CBER, must be notified by tele-
phone, facsimile, express mail, or electroni-
cally transmitted mail as soon as possible. A 
written report of the investigation must be 
submitted to the Director, Office of Compli-
ance and Biologics Quality, CBER, by mail, 
facsimile, or electronically transmitted mail 
(for mailing addresses, see § 600.2 of this 
chapter), within 7 days after the fatality by 
the collecting facility in the event of a donor 
reaction, or by the facility that performed 
the compatibility tests in the event of a 
transfusion reaction. 

§ 606.171 Reporting of product devi-
ations by licensed manufacturers, 
unlicensed registered blood estab-
lishments, and transfusion services. 

(a) Who must report under this section? 
You, a licensed manufacturer of blood 
and blood components, including 
Source Plasma; an unlicensed reg-
istered blood establishment; or a trans-
fusion service 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 distribu-
tion 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 ad-
verse events concerning the affected 
product. 

(b) What do I report under this section? 
You must report any event, and infor-
mation relevant to the event, associ-
ated with the manufacturing, to in-
clude testing, processing, packing, la-
beling, or storage, or with the holding 
or distribution, of both licensed and 
unlicensed blood or blood components, 
including Source Plasma, if that event 
meets all the following criteria: 

(1) Either: 
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