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O180
The role of the Registry in assisting Transplant Centres to
select and request Cord Blood Units for patients in need of
Umbilical Cord Blood Transplantation
I Evseeva1, L Roberts1, N Marsden2, K Benn2, K Aitchison1,
J Clay2, G Cook2, K Cullen2, R Foster2, E Francis1, C Green,
B James2, C Parrish2, A Watson1, A Akbarzad Yousefi1 and
M Gilleece2
1Anthony Nolan, London, UK and 2Leeds Teaching Hospitals
Trust, Leeds, UK

The Selection and provision of Cord Blood Units (CBU) for
patients in need of Umbilical Cord Blood Transplantation
(UCBT) is a complex process. Different quality parameters of
the product and wide-ranging rules and practices of world-
wide Cord Blood Banks (CBB) need to be considered to
accommodate desirable graft suitability and turnaround time.
The Registry Cord Advisory Service was piloted by Anthony
Nolan and Leeds Teaching Hospitals to find out if enhancing
cord searches by shortlisting best options and flagging quality
issues can save time and raise confidence in requesting CBUs.
Over 9 months (January–September 2016) the enhanced
search service was provided to 25 patients with haematolo-
gical malignancy to include for each patient: a comparison
table with suitability and quality parameters of ten shortlisted
CBUs, quality checklists for all CBU Reports and suitability/
quality check at work-up request stage. The Clinical Team
found the enhanced service piloted by the Registry to be
helpful in streamlining and optimising the process of cord
selection, giving additional confidence in requesting CBUs.
During the Pilot 36% of all cord searches resulted in cord work-
up—3 times higher than in 2015 The number of cord work-up
cancellations dropped to 18% compared to 65% in the
previous year, whilst 73% of CBUs requested for shipment
were initially shortlisted by the Registry, saving overall
selection time. Recently published national guidelines on cord
selection,(1) the reporting of encouraging results of UCBT(2,3)

increased experience of the clinical team in using cord and
additional support from the Registry over the piloted service
have contributed to increased confidence and supported
overall growth of cord usage by Leeds hospitals. This has
helped widen access to CBU transplantation which can offer a
much needed option for patients with less common HLA
phenotypes—due largely to the broad ethnic diversity in the
local catchment area. The number of CBUs infused has more
than doubled compared to 2015, reflecting ethnic diversity in
the region and 29% of all Leeds patients who have undergone
unrelated haematopoietic stem cell transplantation (HSCT) in
2016 received CBU grafts. By working closely with the clinical
teams, the Registry can play a significant role in supporting
smooth and efficient search, selection and provision of CBUs
by enhancing search reports with a shortlist of suitable CBUs
and flagging any potential quality issues and/or any CBB

specifics. This helps contribute to growth of confidence and
subsequently, growth of cord usage. By maximizing the quality
of the service being offered to transplant centres as cord
usage increases, the registry can support the TC to find the
best graft available for all patients in need of HSCT.
Disclosure of conflict of interest: None.
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O181
Utility of routine evaluation of the sterility for cellular
therapy product with or without extensive manipulations:
best practices
O Pedrini1, C Capelli1, E Gotti1, G Borleri1, F Delaini1, F Vailati1,
C Farina1, M Introna1 and J Golay1
1ASST Papa Giovanni, XXIII, Bergamo, Italy

The Joint Accreditation Committee ISBT-EBMT (JACIE) requires
that sterility tests be performed on unmanipulated or
minimally manipulated cell products used in hematopoietic
stem cell transplantation (HSCT). Similarly, extensively manipu-
lated cell therapy products (PTC) undergo sterility tests to
demonstrate sterility before release. Our Cell Therapy Unit has
introduced sterility testing for both haematopoietic stem cells
and PTC since 2007. Our test relies on a conservative 14 days
culture, using a validated BactAlert system, bioMérieux
(aerobic and anaerobic), in order to allow detection also of
both fast and slow growing organisms. We review here the
results obtained in the last 10 years of activity. 1603 apheretic
products for autologous or allogeneic use, processed in our
Unit, were tested in the Hospital Microbiology Laboratory and
22 were found to be positive (1.4%). In contrast 67 bone
marrow (BM) explants were tested of which 12 resulted
positive (17.9%). Most common contaminations were from
coagulase negative Staphylococci and Propionibacterium spp.
About 2/3 of the latter contaminations were detected after
more than 7 days of culture, showing that the standard 7 days
procedure would have missed these contaminations. In a total
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of 21 cases, the contaminated stem cells were infused to
patients, in 13 cases they were fresh BM products, in 8 others
apheretic products, either fresh or cryopreserved. There was
no evidence that the infected product affected engraftment,
presumably thanks to the antibiotic prophylaxis of the
patients. However in some cases fever, or in 2 cases bacterial
sepsis, a few days after stem cell infusion may have been
related to the stem cell microbial contamination. This is under
further investigation. We noticed that with time, contamina-
tion rate of apheretic and BM products decreased, likely due to
clinicians’ and nurses’ awareness of contamination causes and
changes in best practices. As far as extensively manipulated
cellular products are concerned, our Cell Factory has
generated since 2008 286 PTC in GMP conditions for
therapeutic use or for validation purposes, within approved
clinical protocols. In vitro expansion procedures lasted
between 11 and 28 days and in all cases gentamycin was
included in the culture medium. All 286 PTC were sterile upon
freezing at the end of expansion according to 14-days
BactAlert tests performed in an external GMP-approved
laboratory. In 3 cases of mesenchymal stromal cell (MSC)
production for autologous use, the starting bone marrow
explant was contaminated (with P. acnes or coagulase
negative Staphylococci), but the cell products at the end of
expansion were sterile, presumably thanks to initial washing of
the starting material and the presence of the antibiotic in the
culture. These PTC were released in all cases since products
respected all release criteria, including sterility. Conclusion:
Performing sterility tests in the context of HSCT may improve
practices and result in lower contamination rates and better
quality of the cellular product. Patient care has to consider
microbiology results as soon as possible, in order to prevent or
treat possible sepsis resulting from infusion of contaminated
stem cell products. Finally, we recommend the use of
gentamycin as an antibiotic in the culture medium for PTC
expansion, in order to guarantee the sterility of the final
product.
Disclosure of conflict of interest: None.
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Implementing the validation process of the 6th edition of
JACIE standards in the Clinical Unit and Bone Marrow
Collection Facility
M Magri1 and A Rambaldi2
1Hematology and Bone Marrow Transplant Unit, Azienda Socio
Sanitaria Papa Giovanni XXIII, Bergamo and 2Hematology and
Bone Marrow Transplant Unit, Azienda Socio Sanitaria Papa
Giovanni, XXIII, Bergamo, University of Milan, Italy

With the changes made to the 6th edition of the FACT-JACIE
International Standards for Hematopoietic Cellular Therapy
Product Collection, Processing, and Administration the Joint
Accreditation Committee ISBT-EBMT (JACIE) delineated more
specific requirements for validation studies in response to
common deficiencies found during inspections. In addition, the
qualification of critical reagents, supplies, equipments and
facilities used for the Bone Marrow (BM) collection procedure
is now required. With the aim to renew the JACIE Accreditation,
our Program has defined a new validation process for both
Clinical Unit and BM Collection Facility. In the absence of specific
procedures to validate process in the clinical setting we used the
Guidelines designed for Italian Blood Banks by Centro Nazionale
Sangue (CNS) and the Annexe 15 of the EU GMPs to plan an
annual validation strategy for our Clinical Unit and BM collection
facility. Results We started drafting the procedure with specific
templates for validation, qualification and change control
management processes. Then we selected processes to validate
based on their potential impact on the quality of service/
product. The critical relevance of the processes analysed was
defined by their impact on patient life or product integrity.
Moreover, particular attention was spent to distinguish pro-
cesses that could be validated acting on the assumption that

each part of a process has to be qualified, in particular personnel
(education), equipment, supplies, reagents and facilities, while
patients cannot be qualified by definition. In this way we
defined also processes that cannot be validated because they
involve patients. At the end of process selection we planned the
annual validation program and we prepared the first validation
protocol for packaging and transport of BM harvests product
from operating theatre to the BM collection facility. This protocol
considered: process description and analysis; process risk
assessment to correctly identify the critical parameters and their
impact on product (quality/safety), on patient/donor’s health,
safety of employees, environmental protection; definition of
expected results; identification of elements to be qualified;
calculation of the number of tests for validation according to
expected results; analysis of results. It is generally considered
acceptable that a minimum of 3 consecutive tests under routine
conditions could constitute a validation of the process. This
number should be multiplied for the number of critical variables
of the process (for example bags of different volume or different
outer containers). Conclusion Validation process is now part of
the quality management system in the clinical setting and
clinicians have to comply with it. It is important to clearly
understand the difference between qualification and validation
and to pay attention to what needs to be validated or qualified
in our daily routine activity. Experience of other parts of the
program such as processing and peripheral blood collection
facilities is of key importance and it must be shared for the
improvement of the whole program.
Disclosure of conflict of interest: None.
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Risk assessment of chemotherapy infusion process by
using failure mode and effects analysis (FMEA)
M Magri1 and A Rambaldi2
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The new edition of ISO 9001:2015 explicitly expects organizations
to identify and address risks affecting product/service compliance
and to address opportunities for improvement based on risk
analysis. Furthermore, the new ISO no longer has a specific
paragraph dedicated to preventive action, but rather rolls up this
activity into the broader (and more useful) concept of risk-based
activities. In addition the 6th ed. of the FACT-JACIE Standards
delineates more specific requirements for validation studies for
which risk assessment process is a crucial element to correctly
identify the critical parameters and their impact on product
(quality/safety), on patient/donor’s health, safety of employees
and environmental protection. Materials and Methods A multi-
disciplinary safety team conducted an FMEA to identify potential
errors in the chemotherapy administration. An FMEA is a
proactive risk assessment tool used to identify potential
vulnerabilities in complex, high-risk processes and to generate
remedial actions before the processes result in adverse events. It
is based on the analysis of single activity of a process, the
identification of possible failures for which a Risk Priority Number
(RPN) is assigned. RPN is a numerical ranking of the risk of each
potential failure, made up of the arithmetic product of 3
elements: severity of the effect (1–5 score), likelihood of
occurrence of the cause (1–5 score), and likelihood of detection
of the cause (1–5 score). Results We started drafting the
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validation protocol of the process following our procedures. We
analysed the process by dividing it into 3 areas—chemotherapy
prescription, preparation and administration. Each area has been
further detailed in single activities and to the potential failures
detected were assigned an RPN (see Figure 1). Potential failures
are not only important for preparing a mitigation plan with
specific countermeasures but they represent part of the critical
variables of the process to be considered in the calculation of the
number of tests for validation activities. We focused our attention
on prescription and administration, because preparation is
centralized in the Pharmacy Department. Potential errors with
the highest RPNs identified were patient identification (RPN 24),
programming the i.v. infusion pump (RPN 18) and poor use of
personal protective equipment (RPN 12). In our experience the
only effective countermeasure implemented was the introduc-
tion of patient bracelets carrying the specific barcode which
allow the unequivocal identification of each patient at bedside.
For the other two critical areas the mitigation plan was focused
on personnel training and education. Conclusion Thanks to the
introduction of bracelets the risk of a misidentification of patients
receiving chemotherapy decreased significantly. Nonetheless, the
RPN has a number of limitations (i.e. it is subjective, not objective)
and who use it should be aware of it and take measures to be
sure product and process risks are properly characterized and
addressed.
Disclosure of conflict of interest: None.
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O184
Defining competency to empower the Quality Professional
in Healthcare
R Repaczki-Jones1, AK Hrnicek2, A Heissenbuttel3, H Fernandez1,
S Devine2 and K Walters4
1Moffitt Cancer Center; 2The James Cancer Hospital; 3Seattle
Cancer Care Alliance and 4MD Anderson

A harmonized core competency and functional expectations
framework for the Quality Professional in Healthcare. Intro-
duction and background: In Blood and Marrow Transplant

(BMT) programs there continues to exist the need to
demonstrate consistent value in the form of superior out-
comes and lower cost for not only patients, but payors and
accrediting organizations. In fact, the entire landscape of
healthcare is being shaped by the value proposition as we see
governmental regulations drive this change with past and
recent legislation, such as the Medicare Access and CHIP
Reauthorization Act of 2015 [MACRA], Transforming Clinical
Practice Initiative [TCPi], among others. BMT programs across
the United States, Canada, Australia, and Europe, frequently
employ a quality professional, or at a minimum, staff charged
with securing and maintaining JACIE or FACT accreditation.
Although many BMT programs employ such staff, there is no
standard definition of the education, training, and core
competencies needed to successfully perform the role of a
quality professional.
Aims: to provide awareness of the lack of standardization in
the role of quality professionals; to provoke an international
dialog on defining competency of a quality professional; and
to develop quality professionals in a clinical setting based on
the experience within the transplant and cellular therapy
clinical community. A key driver of quality management within
BMT programs is The Foundation for the Accreditation of
Cellular Therapy (FACT) and the Joint Accreditation Committee
for ISCT and EBMT (JACIE). The standards continue to evolve to
promote an on-going commitment to robust quality programs
and consistent clinical practice. As a result, FACT accreditation
has been a driver of the clinical quality role within BMT.
Additional aims: To provide a framework for training and
professional growth of quality professional that reflects the
evolving healthcare landscape and the payer and consumer
driven need for demonstrable value and consistent outcomes.
Through research and benchmarking, provide information on
educational requirements and core competencies for the
quality professional in the clinical setting based on the BMT
findings
Disclosure of conflict of interest: None.
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Do we need to address cross-cultural issues in EBMT?
S Michiels1, P Crombez1, P Huynh1, T-T Nguyen1,
A Salaroli1, J Boulanovitch2, O Abdellouahhab2, S Szczepanska2

and D Bron1
1Department of Hematology—HSC Transplantation Unit, Institut
Jules Bordet, ULB, Brussels, Belgium and 2Intercultural Mediation
service—CHU Saint Pierre & Institut Jules Bordet, ULB, Brussels,
Belgium

European hospitals face some difficulties in providing health
care to Migrants and Ethnic Minorities (MEM) in the following
areas: communication, cultural differences, inadequate provi-
sion to meet the health care needs, lack of documentation and
research on this issue and lack of adequate information for
patients. Beyond the communication, culture affects all aspects
of the cancer or transplant experience. The patient’s sense of
suffering, the treatment and resulting behaviors are both
filtered through the grand narratives provided by different
cultures as well as personal experiences and personalities.
Excellent supportive care should involve awareness of the
various ways in which language, culture, immigration and
ethnicity affect therapeutic itinerary. Locally, Cultural Compe-
tence (CC) and use of Intercultural Mediators (IM) are ways to
respond to these challenges and ensure equal quality of care.
Population and methods: In order to evaluate the intercultural
sensitivity of our Health Care Providers (HCP) and their own
perception of their ability to provide culturally competent care
we prospectively interviewed 3 IM and 21 HCP in the
department of Hematology (5 physicians, 13 nurses, 1
physiotherapist, 1 psychologist, 1 dietician). Each questionnaire
counted 15 questions regarding the difficulty they may face in
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the care of MEM, the resources they have to deal with these,
and their knowledge of CC concept. Results: A majority (76%)
of HCP had difficulties in the care of MEM, mostly due to
communication problems (including understanding of the
diagnosis) but also due to the non-respect of schedule/rules
of visits or adherence to treatment. Facing this, majority of HCP
feel deprived of resources: IM are too often hard to join or
unreachable (50%), information/training on cross-cultural can-
cer care issues is missing (80%), and very few material is
translated in patient’s language (75%). In addition, psychologist
declares that due to the language barrier non-French/Dutch
speaking patients don’t benefit from the systematic psycholo-
gical screening. All IM feel that they role is often disinvested and
reduced to translation. On the other hand HCP are not always
aware of the need to ensure an efficient intercultural
communication using IM services. In this context half of HCP
believe MEM have suboptimal care and 90% of them think that
non-French/Dutch speaking patients don’t receive information

in their own language. Despite these facts 78% of HCP feel
sufficiently culturally competent to take care of MEM, probably
guided by their mission to give equal quality of care to all
patients. Discussion: Although their objective is to ensure the
best quality of care, HCP face difficulties to take care of MEM.
Language barrier, unavailability of support and lack of training
in CC suggest that MEM are not optimally taken in charge.
These observations confirm the need to develop an institutional
culture of integrating cultural competent care in daily practice.
Internationally, expert professional associations should play a
key role in research and education of their own professionals.
Therefore we suggest that EBMT should further focus on cross-
cultural cancer expertise allowing exchanges in the field,
including by workshops and oral presentations. Recent influx
of migrants in Europe forces us to endorse our responsibility to
answer this unmet need, certainly in the context of complex
care of patients with hematopoietic malignancies.
Disclosure of conflict of interest: None.
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