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For ransfusion services. reportable events may also include the distribution of
products in which specifications were not met, which may affect the safety. purity. or
potency of a product, such as:
® Incorrect product or unit issued for a specific patient (unless the transfusion
service notified the hospital staff that the product ordered was unavailable and
that the transfusion service was providing a substitute):
_ Special processing or testing requested. such as leukoreduced. irradiated.
CMV (cytomegalovirus) negative, but product didn’t meet specification
- Unit issued that was designated for different patient
- Incorrect product type issued. such as Platelets instead of Fresh Frozen
Plasma
®  Product with the improper ABO or Rh type was selected for a patient.
®  Wrong filter was issued for use in transfusion or a filter was not issued when
required.
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For transfission services. reportable events may also include the distribution of a
‘product in which:

- Antibody screen or identification testing was not performed or was
incomplete on recipient prior to distribution of product. when required by
your SOP;

- Product was not tested for an antigen. which corresponds to the patient’s
antibody. when required by your SOP.

o Shipping or storage events:
- Product was shipped or stored at incorrect temperature;
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DO NOT REPORT:

Labeling indicated a shortencd expiration date.

Any of the following information missing from or incorrectly stated on the
label (provided the product is otherwise acceptable): collection date (provided
the expiration date is correct). or facility identification.

Unlicensed product labeled with a license number.
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For ansfusion services, non-reportable events may also include:

Inappropriate administration practices by the hospital staff in transfusing the
patient:

- Hospital staff transfused the wrong patient:

- Hospital staff transfused the patient with the wrong product or unit:

- Hospital staff transfused the patient without using the appropriate filter.
Allogeneic product was distributed when an autologous product was available.
Product was distributed using emergency protocol. provided it was labeled
appropriately.
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For transfusion services, reportable events may also include:

e Patient samples were mislabeled or collected from the wrong patient, if you
used the sample to crossmatch a product that you distributed. This includes
samples collected by transfusion service personnel and personnel outside of
the blood establishment.

o Mistyped or misinterpreted patient samples if the sample was used in
crossmatching a product that you distributed.

e Immediate spin crossmatch performed when a patient’s history or testing
requires an indirect antiglobulin test.
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E. Labeling

Labeling events include those that occur during the labeling process, which you did not

discover until after you have distributed the product. Labeling events include incorrect,
missing or misleading information on any labeling pertaining to the product, including:

the product label:

tie tags:

the circular of information;

the labeling accompanying the product that identifies the patient for whom it
has been crossmatched (transfusion record).
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Under 21 CFR 606.171(b). you must submit a report when there is an event (a deviation
or unexpected or unforeseeable event) during labeling that may affect the safety. purity.

or potency of a product you distributed. Examples of reportable events associated with
labeling may include:

o Labeling indicated an incorrect ABO or Rh type. antigen type. antibody.
anticoagulant, volume or weight.
o Information is missing — ABO or Rh. expiration date. volume, weight. platelet
count (for platelet products).
o Labeling indicated testing was performed. but the product was not tested.
@ Product was tested but labeling showed testing information that is not
consistent with the test results.
o Labeling indicated an incorrectly extended expiration date. even if the product
‘was transfused within the correct dating period.
o Autologous labeling is missing or showed incorrect identifying information,
such as the patient’s name, social security number. or date of birth.
o Labeling indicated product as crossmatch compatible when the product was
cither not crossmatched or found incompatible.
® Labeling indicated incorrect recipient name or identification number.
® Labeling indicated an incorrect donor or unit number or donor or unit number
is missing. This includes:
- Two units crossmatched for the same patient. but unit identification is
switched:
- Unit numbers of split or aliquot products labeled with an incorrect part
identifier.
o Labeling indicated an incorrect product name or product name is missing. for
example:
- Plasma labeled as Platelets:
- Irradiated Red Blood Cells labeled as Red Blood Cells:
- RedBlood Cells labeled as Red Blood Cells Leukocytes Reduced. but
product was not leukoreduced.
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- No documentation that product was shipped or stored at appropriate
temperature;

- Temperature of a shipment was not recorded upon receipt, and product
was redistributed:

- Shipment exceeded time allowed for shipping:

- Product was shipped in an unvalidated container.

Autologous product distributed as an allogeneic product. but the product did

not meet all allogeneic requirements.

Product was distributed that did not meet all specifications for distribution.

Product was distributed that was processed using an instrument or reagent in

which QC was unacceptable.

Product was distributed that was processed using an instrument or reagent in

‘which QC was not documented or not performed. Examples of reportable
events include:

- No documentation that weekly QC was performed, even if daily QC tasks
were performed:

- No documentation of QC trip scales, unless product was weighed prior to
distribution and was acceptable.
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