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1 Definitions, abbreviations

1.1 Definitions

The term “incorrect blood component transfused” (IBCT) refers to an incorrect transfusion that has
taken place (transfusion error); a more detailed explanation can be found under 5.1. “Near miss”
refers to an error in the transfusion process that was detected before the transfusion took place; a
more detailed explanation can be found under 5.2. In this document, the term “Rhesus D conversion”
refers to the deliberate transfusion of a packed red blood cell product with the phenotype RhD positive
to a recipient whose blood group is RhD negative. Rhesus D corresponds to RH1 in the ISBT
nomenclature of blood groups (for ease of readability, only Rhesus D is used in the rest of this
document).
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1.2 Abbreviations

Art. Article MPLO Medicinal Products Licensing Ordinance
ADU avoidable, delayed, under/overtransfusion (SR 812.212.1)
BG blood group pRBC packed red blood cells
BPr blood product para. paragraph
CT compatibility testing PC platelet concentrate
(01V\V} cytomegalovirus Tc platelets
e.g. for example re. regarding
FFP fresh frozen plasma RBTS regional blood transfusion service
Hb haemoglobin Rh rhesus
HSE handling and storage errors RhD rhesus D
HLA human leukocyte antigen RBRP right blood, right patient
if applic.  if applicable cf. see
i.e. in other words SRNM specific requirements not met
IVD in vitro diagnostic medical devices SVTM Swiss Transfusion Medicine Association
inc. including ST-SRC  Swiss Transfusion SRC
IBCT incorrect blood component transfused TPA Therapeutic Products Act (SR 812.21)
ISBT International Society of Blood Transfusion TPO Therapeutic Products Ordinance
LIS laboratory information system (SR 812.212.21)
let. letter T&S type and screen
WCT wrong component transfused

2 Introduction and objective

This information sheet summarises the main facts concerning the obligation to report serious
incidents and facts when using and providing labile blood products (including transfusion errors and
near misses).

3 Scope and legal basis

According to Art. 4 para. 1 let. a TPA, blood and blood products are also medicinal products. Art. 59
para. 3 TPA requires serious or previously unknown adverse effects and incidents, observations of
other serious or previously unknown facts and quality defects that are of significance for drug safety to
be reported to Swissmedic. Art. 63 of the Therapeutic Products Ordinance requires anyone who uses
or dispenses medicinal products professionally, or is entitled to do so, to report to Swissmedic
observations of serious or previously unknown facts which endanger drug safety. This Article also
covers transfusion errors. The explanatory report on the Therapeutic Products Ordinance published in
September 2018 states the following: “Observations of serious facts are incorporated for the first time
following the revision of Article 59 paragraph 3 TPA. This specifically addresses situations in which
erroneous use of a medicinal product was avoided but which favour errors in use and could lead to
substantial damage to health. [...]. Where blood products are concerned, transfusion errors that are
barely avoided must also be reported.” Here the Ordinance explicitly addresses near misses.
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4 Other valid documents

Document ID

Report form: Reporting serious incidents and facts (I-310.AA.01-A06)

Report form and information sheet: Quality defects in labile blood products (I-310.AA.01-A09; I-310.AA.01-A03)
Report form and information sheet: Transfusion reactions (I-310.AA.01-A05; I1-310.AA.01-A01)

Recommendations: Laboratory testing of patient samples in transfusion medicine, issued by the SVTM and ST-SRC
(currently valid version available at https://www.svtm-asmt.ch/de/transfusionsmedizin)

5 Reportable incidents

5.1 IBCT / transfusion error

Reasons why an incorrect blood product is transfused can occur at any point in the transfusion chain,
e.g. during the initial prescription, when blood samples are taken, in the immunohaematology
laboratory, when the product is dispensed or during the actual transfusion.

IBCT are always errors in the transfusion process, i.e. unintentional deviations from the foreseen
process and the current state of science and technology. Deliberate clinical decisions (e.g. deciding
which product to use in complex clinical situations, in emergencies) are consequently not considered
to be transfusion errors. Swissmedic bases its classification of IBCT on the British haemovigilance
system SHOT (Serious Hazards of Transfusion) (https://www.shotuk.org: SHOT Definitions 2024).

The obligation to report IBCT exists irrespective of whether or in what form a transfusion reaction
occurs. If a transfusion reaction is triggered, this must be reported in_addition (e.g. an acute
haemolytic transfusion reaction after an incorrect ABO transfusion; anti-D allo-immunisation after an
error in selecting the RhD phenotype of a pRBC product) (report form: Transfusion reaction).

511 Subcategories of IBCT with examples

Swissmedic assigns IBCT to the subcategories on the basis of the description of the incident; this
does not have to be done by the reporter. The list explains which incidents are considered to be
reportable.

Definition: mix-ups at the patient or product-type level

» Transfusion of an incorrect ABO/RhD blood group (incorrect ABO transfusion, error in selecting the RhD
phenotype)

»  Transfusion of pRBC that are only ABO-compatible by chance (e.g. patient or sample mix-up, BG
compatible by chance)

»  Order for the wrong patient (which was then transfused; e.g. prescribing mix-up)

*  Wrong type of product (e.g. PC instead of FFP; also: mix-up between adults and neonates)
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Specific requirements not met

Definition: transfusion of a product that is not optimal

Product selection:

* Allo-antibodies not considered

»  Error in selecting / considering the extended red blood cell phenotype (e.g. haemoglobinopathies)
* Blood product not irradiated or washed despite indication

*  CMV negativity not considered

*  HLA compatibility not considered (platelet concentrate)

*  Blood warmer not used (e.g. for cold antibodies)

Laboratory aspects:
*  Product released in spite of incomplete / inadequate diagnosis (e.g. expired T&S; transfusion with only
one valid ABO blood group determination)

HSE

Handling and storage errors

Definition: error in handling / storing blood products

» Transfusion of an incorrectly stored blood product (e.g. cold chain interrupted for too long, platelet
concentrate stored cold)

* Incorrect thawing

* Use of: incorrect giving set, unsuitable Infusomat

+ Damaged product bag (pay attention to possible quality defects)

»  Shelf life exceeded

RBRP

Right blood, right patient

Definition: relevant error in the transfusion chain with a high risk of endangering the patient

»  Error in identification or prescribing, correct product transfused

* Relevant labelling error

*  Missing prescription or signatures

*  Missing patient identification when this is required (e.g. ID bracelet)

Note: The risk potential of a deviation depends, among other things, on the locally established processes;
please report incidents which your assessment shows to have put the patient in great danger.
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Definition: error relating to the time at which a transfusion is given or the transfused quantity of a
blood product

Avoidable
* Unnecessary transfusion (usually the indication is incorrect) e.g.
o due to incorrect laboratory results
o internal instructions ignored
o avoidable use of “untested pRBC” O RhD neg
Note: If a mix-up has occurred, i.e. the transfusion should have been given to another patient, this is recorded
as a mix-up 2 IBCT-WCT.

Delayed

» Transfusion given too late in an acute situation

* Relevant delay in supply (communication problem, delivered to wrong place)

*  pRBC O RhD neg not available (shortage)

* Immunohaematological testing not performed (e.g. forgotten) — with a relevant delay for the patient
Note: The relevance of a delay must be evaluated in the given situation. Please report incidents in which the
patient was harmed, was exposed to relevant risk or in which substantial changes to their management were
necessary (e.g. an operation had to be postponed, the patient had to return the following day).

Over/undertransfusion
»  Error in the quantity of product transfused, e.g.
o incorrect prescription (units mixed up, transferred manually)
o malfunction of a pump (review the need to make a materiovigilance report)

5.1.2 Severity of an IBCT

IBCT are divided into the subcategories described under 5.1.1 and evaluated with respect to the
underlying error mechanisms. IBCT are not classified further according to severity. Any
consequences of a transfusion error which constitute a transfusion reaction are recorded in the report
of the transfusion reaction.

5.2 Near misses

Near misses are deviations at any place in the transfusion chain and can potentially result in a
transfusion error or a transfusion reaction in the recipient. However, by definition, they are identified
prior to transfusion. They are relevant not only in terms of patient safety; they can also tie up
substantial resources (e.g. if several blood samples have to be taken or transfusion appointments are
postponed). All degrees of severity of near misses are explained here for the sake of completeness.
All near misses should be processed as part of internal quality assurance measures, but only near
misses that are at least serious must be reported to Swissmedic (grade 2 and 3, see 5.2.2).

5.21 Examples

Typical examples of near misses include mix-ups at any place in the transfusion chain (e.g. blood
sample taken from the wrong patient, wrong labelling, sample mix-ups, patient mix-ups when
prescribing). In this context the term WBIT (wrong blood in tube) is used to refer to a blood sample
on which label and patient do not match and which was not detected on receipt in the laboratory (the
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mix-up is not discovered until after the sample has been received by the laboratory, e.g. because of
deviations from the known blood group). Errors of this kind are associated with a major risk of an
ABO/RhD-incompatible blood product being transfused. Other examples are ordering / dispensing
products for the wrong patient or wrong type of product. Unnecessary orders (e.g. due to incorrect
laboratory results) also count as near misses.

WBIT (wrong blood in tube) * Label and contents do not match

Incorrect orders *  For the wrong patient
*  Wrong type of product
* Unnecessary (e.g. due to incorrect laboratory results)

Product * For the wrong patient
selection/dispensing »  Wrong product specification, e.g. antibodies not considered
*  Blood product labelled incorrectly

Error in * Incorrect transfusion recommendation (e.g. release after T&S if CT is
immunohaematological indicated; allo-antibodies not considered)
results * Incorrect information about test results, such as allo-antibodies

(If an error relating to an IVD is suspected, please review the need for a
materiovigilance report, see 5.4.)

Storage *  Product entered in the LIS with wrong blood group information
* Expired product dispensed

Other »  Error in manually transferring laboratory results (e.g. wrong ABO blood
group transferred)
» Findings relevant for transfusion medicine not passed on (e.g. allo-
antibodies not communicated)
«  Errorin laboratory information system

5.2.2 Severity of near misses

Near misses are evaluated according to their hazard potential, and these often involve a mix-up or
the existence of the potential for use by mistake. In situations in which unnecessary transfusions
may be caused by other errors (e.g. falsely low haemoglobin), incidents should be classified as
serious if they have at least resulted in a blood product being ordered (errors detected before an order
is placed or determination errors with no clear intention to transfuse are classified as non-serious). If
immunohaematological findings have been released, errors should be classified as at least serious if
they contain incorrect findings or transfusion recommendations which endanger the patient. Grade 2
near misses typically lead to IBCT of the SRNM, ADU or HSE type, grade 3 near misses to IBCT-
WCT. The hazard potential of the incident must be evaluated specifically for that event; the examples
given here are intended to illustrate the principle of classification.
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Grade 2 Potential for use by mistake exists / * Another patient's date of birth
serious hazard potential * Relabelling/subsequent labelling of blood
samples

(typical consequence: IBCT-SRNM,

IBCT-HSE, IBCT-ADU) * A blood product ordered on the basis of

incorrect laboratory results
»  Communication error concerning allo-
antibodies, irradiation

Grade 3 Use by mistake occurred / « WBIT
» Discrepant BG determinations
« ABO BG stated wrongly in the LIS
(typical consequence: IBCT-WCT) «  Order for the wrong patient
* Relevant error in immunohaematological results
(e.g. incorrect transfusion recommendations)

very serious hazard potential

*Grade 1 near misses do not have to be reported to Swissmedic

5.3 Other serious incidents

5.31 RhD-positive blood transfused to an RhD-negative recipient

RhD (RH1) negative blood is a limited resource and is regularly affected by shortages — particularly of
blood group O.

The transfusion medicine recommendations in force in Switzerland — “Laboratory testing of patient
samples in transfusion medicine” (Laboratory testing of patient samples in transfusion medicine) —
therefore permit RhD-positive pRBC to be transfused to RhD-negative recipients in certain situations
(the specific regulations currently in force can be found in the current version of the document).

If the recommendations are followed, there is no process error in the transfusion chain in these
circumstances. This incident is nonetheless considered to be serious for the affected patient and must
be reported. The report contains information about the incident, the quantity of RBC transfused and
their blood group (ABO RhD) and information about whether RhD allo-immunisation occurred. The
incident and any relevant accompanying circumstances, e.g. Rhesus D conversion in the context of a
mass transfusion, should be described briefly.

5.3.2 Handling / storage errors with discarded blood products

If they are not detected, errors in the handling and/or storage of blood products can put patients at
risk. More often than not, they lead to the blood product being destroyed which, from the standpoint of
scarcity of resources and the ethical responsibility to the donors, should be prevented at all costs.
Accordingly, these errors must be reported. Incidents in which blood products expire during storage
without process errors occurring do not have to be reported.
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*  Order cancelled after delivery
o Modified requirement, inadequate communication between user and transfusion laboratory
o Patient-related reasons, inadequate examination before the BP is received (e.g. consent not obtained
from patient, no access, febrile)

» Acute situations with unclear need for transfusion and inadequate on-site storage (no validated transport
box, no refrigerator)

» Delivery/transport error
o Delivery to the wrong place
o Transport under the wrong conditions (e.g. PC refrigerated)
o Delivery at the wrong time (not possible to return the product)

» Storage error in the blood store
o Refrigerator defective, temperature monitoring defective
o Incorrect storage conditions

* Handling errors, e.g. when piercing the BP

Note: Defective/poor quality blood products (which have been stored/handled correctly) do not have to be reported in this
context; it may be necessary to report a quality defect and/or to submit a materiovigilance report (cf. 5.4).

The report includes information about the type and number of blood products discarded and a brief
description of the incident. Please state in particular whether the incident occurred in an acute
situation.

5.4 Other reporting obligations

Poor quality blood products can lead to transfusion errors. Please report serious quality defects in
blood products using the report form “Reporting quality defects in labile blood products” (1-310.AA.01-
AQ09). The corresponding information sheet (1310.AA01-A03d) provides more details (both available
on the Haemovigilance homepage at Forms / Classification (swissmedic.ch)).

Serious incidents involving medical devices and in vitro diagnostic medical devices must be reported
in the context of materiovigilance (further information can be found on the Swissmedic website:
Medical devices: Reporting incidents & FSCAs (Users (swissmedic.ch)). A report to Haemovigilance
is only necessary if a transfusion error or a near miss that is at least serious has occurred (examples:
an VD defect results in a falsely negative antibody screen, as a result a patient is given incompatible
pRBC (“IBCT-SRNM”); a transfusion pump is defective, a child is given a much too large transfusion
volume (“IBCT-ADU”)).

6 Reporting routes

6.1 Report form

The report must be submitted to the Inspection Management and Blood Surveillance Unit at
Swissmedic using the form “Reporting serious incidents and facts” (I-310.AA.01-A06) (available at:
www.swissmedic.ch / Human medicines / Market surveillance / Haemovigilance / Forms /
Classification; Forms / Classification (swissmedic.ch)). Please anonymise patient information in the
report.
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The report form states which additional information must be provided for each type of incident.
Information about, among other things, the source of the error, its detection, immediate and
preventive measures is required for IBCT and near misses.

The form can be sent either by e-mail or by post (see contact information). The web transfer service
of the Federal Administration is available to send large documents/attachments — please contact us
directly if you would like to use it.

6.2 Reporting timelines

Transfusion errors must be reported to Swissmedic within 15 days as observations of serious facts.
All other reportable incidents must be reported within 60 days (cf. Art. 63 para. 3 TPO).

Once Swissmedic has received the report you will be sent a confirmation of receipt and a reference
number. Swissmedic will request further information about the incident if necessary.

6.3 Contact information

Swissmedic, Swiss Agency for Therapeutic Products

Inspectorates and Licences Division

Inspection Management and Blood Surveillance Unit

Hallerstrasse 7

3012 Bern

Telephone: +41 58 414 08 00

E-mail: haemovigilance@swissmedic.ch or haemovigilance.swissmedic@hin.ch

The e-mail address @hin.ch is part of the network operated by the provider “HIN” Health Info Net AG. HIN users can send e-
mails to this address using the data encryption offered by HIN (“HIN-secured”). Please contact us directly if you have any
questions relating to the security of data transmissions.

7 Changes to the previous version

¢ None, new document
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