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1INTRODUCTION

1.1 Introduction

AnthonyNolanisacharitywhichsavesthelives of people withblood cancerand otherblood
disorderswho needablood stemcelltransplant.

Moreinformationabouttheworkandhistory of Anthony Nolancanbe found onthewebsite
http://www.anthonynolan.org

Theservicesprovided by AnthonyNolanare setoutinmore detailinthisUser Guide.

Anthony Nolan complies with the WMDA International Standards for Unrelated Hematopoietic
StemCellDonorRegistrieswhichcanbefound onthe WMDAwebsite(https://wmda.info/). For
claritythesealsoapplytodonationsbyrelateddonors.

1.2 User Guide

ThisOperationsandPatient ServicesUser Guide setsoutthe procedurestobefollowedby
hospitalsinthe United Kingdomusing Anthony Nolan’s services.

ThisUser Guide andthe signedservicelevelagreementtogetherformthe contractbetween
Anthony Nolanandthe Transplant Centre.

This document may be amended by Anthony Nolan from time to time to take account of
changesinmedicalpractice, applicablelaws orregulations oroperational oradministrative
procedures. Exceptassetoutbelow,the Transplant Centre shallbe boundto complywith such
change(s)fromthe date of notificationprovided by Anthony Nolan.

AnthonyNolanwill give the Transplant Centre twenty (20) Business Days’ notice by emailof any
proposedmaterialchangetothisUserGuide andif the Transplant Centre doesnotobject within
such notice period, such change(s) shallbe deemed to be agreed by the parties.

1.3 ServicesProvided by Anthony Nolan
AnthonyNolan:

o recruitspotentialdonors of haematopoietic progenitorcellsto the AnthonyNolan
register

managesthe AnthonyNolanandNHS Stem CellRegistry

facilitates the procurementanddistribution of haematopoietic cellsand
lymphocytes

maintainsabankof Cord Blood Unitsandacordbloodinventory
providesinternational searchfacilities

liaiseswithTransplant Centres, International Establishmentsand Cord Blood Banks
provideslaboratory testingandhistocompatibility services

undertakesresearch

provides a Graftldentification Advisory Service (GIAS)

providesaCord Support Programme

provides cryopreservationservices of adult stemcellmaterials

o O

O OO0 OO0 O0O0Oo

10 ANTHONYNOLAN


http://www.anthonynolan.org/

o providesrelated donorsample procurementand procurement anddistribution of
haematopoietic progenitorcellsandlymphocytesfromrelateddonors. This
iscurrently only availableinternationally where Anthony Nolanhasanarrangementtodo
thiswiththerelevantinternationalregistry orarelevantinternationalhospital

o) provides patientinformationspecificto posttransplantrecoveryandlate effects

o  fundstherole of post-transplant clinical nurse specialists (CNS) and clinical
psychologistsin certaintransplant centresin the UK. This ensures access to
ongoingsupportaftertransplantandimprovesthe post-transplant experience

o) providesavolunteerpeersupportservice.Thisisatelephoneservice that
connectsonepatientwithone peervolunteerwhohashadatransplant

o) provides areturn-to-work programme with avocationalrehabilitationcompany
calledWorking Towards Wellbeing

o) providesfinancialgrantstopatientswhohave hadatransplant

o) organisesanannualtransplantnurse educationdaywhichis specificallyaimed
atenhancingandinforming post-transplant practice and encouragescollaboration
betweenUKTransplant Centres

o) providesamonthly e-newsletterto UK Transplant Centrestoupdate onpatient
servicesandprovides currentresearch/auditand educationevents.

1.4 Anthony Nolan’s Operations and Patient Services Division

The Operations and Patient Services Division of Anthony Nolan is made up of several sections,
includingDonor Servicesand Transplantation Services. Donor & TransplantationServices
coordinates the collection and delivery of blood samples and oversees the provision of
haematopoietic progenitorcellsandlymphocytes.

1.5 Search and Selection

Search and Selection Co-ordinators within the Anthony Nolan Search Team run computerised
searchesof UKandinternationaldonorregistriesand Cord Blood Banks toidentify suitable
unrelateddonorsand/or Cord Blood Units forapatient.

1.6 Verificationand Extended HLA Typing
The AnthonyNolanSearchand Selection Co-ordinatorsand Donor Liaisonteamarrangefor the
collection and shipment of blood or saliva samples for the verification and/or extended HLA

typing of UKdonors,internationaldonorsand Cord Blood Units selected by Transplant
Centres.

Typingiscarried out eitheratthe AnthonyNolanlaboratoriesoratthelaboratorynominated by
theTransplant Centre.
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1.7 Donor Provision and Donor Follow-Up Teams

The Anthony Nolan Donor Provision Team is responsible for the work-up of each Anthony
Nolan donorand NHSBT donor selected for transplant. The Welsh Blood Service manages
thework-up of WBMDRdonorsand DKMSUKmanages thework-up of DKMS UK donors.
Anthony Nolan also liaises with International Establishments to arrange the work-up of
international donors and liaises with international Cord Blood Banks tofacilitate theimport of
CordBlood UnitsforUKtransplants. Working alongsidethe Anthony Nolanmedicalteam, the
physicalandemotionalwellbeingof UKdonorsis

managed priortoandduringdonationbythe DonorProvisionteamand post donationbythe
Anthony Nolan Donor Follow-Up team.

1.8 Patient ServicesTeam

ThePatient Servicesteam providesinformationand supportto UK patientsandfamiliesbefore,
duringandaftertransplant. The Patient Servicesteamalso engageswith health professionals to
help facilitate long-term quality of life and wellbeing for all transplant patients.

The patient servicesare providedinseveralways:

o) Informationbooklets,leaflets,web pages, blogs, filmsandpodcasts.

o) Enquiry service,answering concerns by telephone and email.

o) Financialgrants. Thefinancialimpactofatransplantcanbedevastating, fromloss of
income and costs of travellingtohospital, totheimpact of side effects. AnthonyNolan
gives out smallindividual grants which go some way to alleviating that pressure.

o Patientsand FamiliesForum,anonlinediscussionboardwhere people shareandlearn
fromeachother’'severyday experience of transplant.

o) Post-Transplant Clinical Nurse Specialists (CNS), dedicated to patient wellbeing after
transplant. Anthony Nolan specialistnurses provide emotionaland practicalsupport
andcansetupclinics(includinglate effectsclinics).

o] Education Days for patients and their families, featuring talks and workshops by health
professionals coveringissues suchthe psychologicalimpactof atransplant,research,
exercise,dietandfinances.

1.9 AN Connect

Anthony Nolan utilizes an online portal called AN Connect that can be used by Transplant Centres
to make Operational requests.

All Transplant Centre staff needing to submit typing, search, verification typing, extended typing,
orworkup requests can be assigned a secure login to the portal. Training and support will be
giventouseit.
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2 PROCEDUREFORREQUESTINGHLATESTING OF
PATIENTORRELATIVE

2.1 Procedure foraTransplant Centrerequesting HLA Testing at the Anthony Nolan
Laboratories

If the Transplant Centre requires HLA testing for a patient, the Transplant Centre must sendthe
patient’sblood sample, buccal swab orsalivasample to Anthony Nolanwiththeappropriate
completedHistocompatibility TestingRequestDOC2857 form.

ForTransplant Centres who are using AN Connect the forms can be generated and
submitted via the portal.

2.2 ProcedureforaTransplant Centrerequesting HLA Testing at the Anthony Nolan
Laboratories - for a Donor who is related to the Patient

AnthonyNolanalso providestestingservicesfordonorswho arerelatedtothe patient.If the
Transplant Centreis proposing a transplant using a Related Donor, such as a sibling, the
Transplant Centre mayrequestthat AnthonyNolancarries outHLA testing by sending the
relative’s blood sample, buccal swab or saliva sample to the Anthony Nolan Laboratories
withthe appropriate completed Histocompatibility TestingRequestDOC2857 form.

ForTransplant Centres who are using AN Connect the forms can be generated and
submitted via the portal.

2.3 HLATyping of Blood Samples

AnthonyNolanwillperformHLAtypingonthe patientanddonorsamples. HLAantibody
screening and/or cross-matching can be performed when clinically indicated. Blood samples
usedforverificationtyping of patientsmustnotbe obtained onthe same dayasthe

primary/original samples.

AnthonyNolanwillalso perform ABO andRhD groupingandIDMtestingincluding: HbsAg, HIV,
Hepatitis C and Cytomegalovirus (CMV).

2.4 HLATyping Reports

AnthonyNolanshallissueanHLAtypingreportandsendthistotheTransplant Centre byemail.
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3 THESEARCHPROCESS

3.1 Search of the Anthony Nolan and NHS Stem Cell Register at the Request of a
Transplant Centre

Onreceipt of asearchrequest (viaform DOC 1685 orvia AN Connect)from a Transplant Centre,
Anthony Nolan shall search the Anthony Nolan and NHS Stem Cell Register foreach UK
patient. Anthony Nolan shall also search the Anthony Nolan Cord Blood Bank and the NHS
CordBlood Bank foreach WKpatient if instructed by the Transplant Centre. Anthony Nolan will
perform amismatch searchif required.

3.2 Worldwide DonorSearch - WMDA Search & Match Service

AnthonyNolanshallalwaysuse the WMDASearch &Match Servicetoperformaworldwide
searchforasuitable donoronbehalf of aTransplantCentre.

3.3 SearchforaCordBlood Unit(s) at the Request of a Transplant Centre

Anthony Nolan shall also perform a worldwide Cord Blood Unit(s) search on WMDA Search &
Matchif the Transplant Centre specifically requires this. The Transplant Centre must provide
detailsof theweight of eachpatientforwhoma Cord Blood Unit(s)searchisrequested.

3.4 SearchReportprovidedtoaTransplant Centre

Anthony Nolan will prepare a search report consisting of the Anthony Nolan and NHS Stem
CellRegisterdonor listings, details of any Anthony Nolan or NHS Cord Blood Unit(s)(if these
have beenrequestedbytheTransplant Centre),aWMDA Search & Matchsummaryanda
coveringletterrecommendinganappropriate course of action.

AnthonyNolanwillsend thissearchreporttothe Transplant Centre by secure email within
approximately two business days of thereceipt of the searchrequest.

3.5 SearchofInternational Registries atthe Request of aTransplant Centre: Request for Ruter
Information - UK Patients

If the initial WMDA Search & Match search produces details of possible matching international
donorsaboutwhichthe Transplant Centre wouldlike furtherinformation, theTransplant Centre must,
by email(oraspartofthefirstsearchrequest),request Anthony Nolanto obtain such additional
informationfromtherelevantInternational Establishment.Such additional information shallinclude,
forexample, age, genderand Donor ID of the proposedinternational donor.

3.6 Results of Search of International Registries

AnthonyNolanwillsendthe Transplant Centre, by secure email,if agreed, aninitialreporton
International Donorswithinthree business daysofreceiptof therequest.

The turnaroundtimesofinternationalregistries vary so someresults maynotbe availablewhen

Anthony Nolansendsoutthisinitialinternational searchreport. Anthony Nolanwill forward these
otherresultstotheTransplant Centre promptly afterreceivingthem.
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3.7 Request for Further Details of Cord Blood Unit(s)

Ifthe Transplant Centre wishestoreceive furtherinformationabouta specific Cord BloodUnit
listed onthe WMDA Search & Matchworldwide searchresults, the Transplant Centre may, by
email, instruct Anthony Nolan to request a Cord Blood Unit report from the relevant
International Registry orinternational Cord Blood Bank.

Therelevant Cord Blood Bankshallthenberequiredto provide the Cord Blood Unitreports.
3.8 Repeating Searches

For patients without optimal donor or cord blood options on the initial search, we can run a
repeat search to identify any new donors or cord blood units that have become available.
Repeat searches can be requested by the Transplant Centre at any point, by contacting your
Search & Selection Coordinator.

Please be aware that it can take time to see a shift in available options. The global adult donor
panel (circa 39.5 million as of September2022) has grown by an average of 200,000 donors
(circa1%) per month overthe last 3years. The global cord blood unit inventory (circa 800,000
as of September2022)has grownby anaverage of 2,100 units (less than 0.5%) permonth over
thelast 3years.

3.9 Cancellation of Search

Tocancelasearch,theTransplant Centre shallemail Anthony Nolanwith details of, andthe
reasonfor, the cancellation.

3.10 AllCommunications between Anthony Nolan and the Transplant Centre

Incompliance withHTAand WMDA requirements and standards and to ensure traceabilityand
accuracy of information, all communications relating to the services provided by Anthony
Nolan concerning the patients, donors and Cord Blood Units must only be channeled through
Anthony Nolan.

Forchangesinstaffing, the Transplant Centre must notify Anthony Nolanimmediately ofthe
departure of any seniormember of staff, including, but notlimitedto, the Transplant Director,
whose absence mayadversely affecttherunning of the programme, and adviseof their
replacement, whetherinterim orpermanent.

3.11 Communication

Communicationsregardingsearchreportsshallbe by encrypted mailmessage orothersecure
means (including AN Connect where relevant).

3.12 Patients for Whom a Search Is Requested

Eachpatient forwhom a searchisrequested mustbe recommended by a physicianforastem
celltransplantand must satisfy Anthony Nolan’srequirementsregardingdiagnosis,ageandany
otherfactorswhichAnthony Nolanmay, initsdiscretion, considerrelevant.

When considering the diagnosis of apatient, Anthony Nolanwilluse therecommendationsset
outinthelatestBSBMTCTindicationstable.

http://bsbmtct.org/indications-table/

Iftheindicationforwhichthe Transplant Centreisrequestingadonorisnotastandard
indication, Anthony Nolan may request further clinicalinformation such as multi- disciplinary
team(MDT)outcome fromthe Transplant Centre.
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The Transplant Centre’s physicians may exercise theirdiscretionabout whethera patientis of a
suitable age fora stem cell transplant, provided that such physicians follow the relevant
nationalandinternational standardsandethicallyapprovedprotocols.

The Transplant Centre mustreferany unusualrequestto Anthony Nolanand must providea brief
clinical history of the patient with a copy of any supporting information, e.g., relevant
publications orconsensus expert opinions.

TheTransplant Centre may specify whetheritrequires PBSC orbone marrow derived stemcells, ora
CordBlood Unit(s).

3.13 Procedure for a Transplant Centre requesting a Search fora Donor and/or Cord Blood
Unit(s) if the HLA Typing of the Patient is performed at the Anthony Nolan Laboratories.

Once Anthony Nolan provides an HLA typing report for a patient, itis then the responsibility of
theTransplant CentretoinformAnthonyNolanif asearchforadonorand/or Cord Blood Unit(s)
isrequired. Thereis no need for the Transplant Centre to complete any other searchrequest
form.

3.14 Procedure for a Transplant Centre requesting a Search for a Donor and/or Cord Blood
Unit(s), if the HLA Typing of the Patient is not performed at the Anthony Nolan Laoasnes

If the HLA typing of a patient is carried out at a laboratory other than the Anthony Nolan
laboratories, the Transplant Centre must complete a SearchRequest DOC1685 formand send
itviasecure email,tothe Transplant Centre’s specific Anthony Nolanemailaddress.
ForTransplant Centres who are using AN Connect the forms can be generated and
submitted via the portal.

Ifthereisinsufficientinformationprovided ontheform, Anthony NolanwillasktheTransplant
Centreto provide furtherdetails.

TheTransplant Centre mustsend AnthonyNolanthe HLAtypingreport, asdescribedbelow, for
eachpatientforwhomitrequestsasearch.

3.15 Information to be contained in an Email Search Request from a Transplant Centre not yet
using AN Connect

Allthefollowinginformationmustbe containedinanelectronic searchrequestfromaTransplant
Centre:

Patient’'sname

Patient’sgender

Patient’sdateofbirth

Patient’s ethnicity (if available)

Diagnosisand current status of patient

HLAtypingof Patient(minimumHLA-A, -Band-DRBI)
Transplant Centre’s PatientID

Invoice address

O OO0 0O O0OO0OO0OOo

Ifa CordBloodUnit(s)searchisrequired, therequestmustalso state the patient’sweight.
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3.16 Checking of Data on Search Requests

AnthonyNolanwillcheckallsearchrequestsreceived eithervia form or AN Connecttoensure
thatappropriate andadequatedatais given before the searchis initiated. If any informationis
illegible or missing, Anthony Nolan will ask the Transplant Centre to resubmit the request
including this information.

3.7 HLA Typing Report (which must accompany a Search request by a Transplant Centre
if the HLA Typing of the Patient is not performed at the Anthony Nolan Laboratories)

If the HLA typing of the patientis not carried out at the Anthony Nolan laboratories, the
Transplant Centre must send Anthony Nolan a HLA Typing Report for the patient,witheach
searchrequest. The HLATypingReportmustbe performedbyanaccreditedlaboratoryandit
isrecommendedthatthe HLAtypingisperformedtohighresolution
levelforHLA-A,B,C,DRBTand DQBI1.Thislevel of typingacceleratesthe searchprocess.

Low resolution HLA typing slows down the search procedure by identifying donors who,on
subsequentanalysis, may prove tobe mismatches. ManyinternationalregistriesrequireHLA
typing of patientstosecondfieldlevelbefore theinternationalregistry will provide a donor. High
resolutionpatienttypingistherefore highlyrecommendedat the beginning ofthe search
process. InformationonHLAtypingrequirementscanbefoundinthe Anthony Nolan
Histocompatibility Laboratory User Guide DOC455.

4 MATCHING OF PATIENTSANDDONORS

4.1 Matching Programme - Anthony Nolan Laboratories

Thematchingprogramme developedbyAnthonyNolanincludestheHLA-A,-B, -C,

-DRB1and -DQBImoleculartypingdatainthe sortingalgorithm. Where ambiguities exist,resultingin
intermediate resolutionresults, the allele codes developed by the National Marrow Donor
Program, USA are utilised to enter data onto the computer (http:// bioinformatics.nmdp.org/).

If Anthony Nolandeems thisappropriate, Anthony Nolanwillextend searchestolookfordonors
withasingle mismatchatthe HLA-A,-B,-C,-DRB1or-DQBTlocus.

The standardformatforlistingdonorsisyoungerbefore older, withinthe resolution of thedonor
HLAtyping.

Additionalinformationusedformatchingdonorsincludes ABO and RhDblood group,
cytomegalovirus (CMV) status, ethnic group and weight. Most of these factors may be
appliedasoptionalfilterstoreducealonglistof matchingdonorse.g.alistof CMVnegative
matchingdonors only may berequested.

The status of the donorwillbe clearlyindicated onthe UK searchreport. Thiswill highlightany
matcheddonorswho are temporarily unavailable,intestforanotherpatient,reserved foranother
patientorwhomhave already previously donated. The higherthe HLAtyping resolution provided
onthepatient,the moreinformative adonorlistingwillbe.

DOC710 V14 (0624) 17


http://bioinformatics.nmdp.org/
http://bioinformatics.nmdp.org/

4.2 AdviceandResponsibility

AnthonyNolancanprovide advice onmatchingdonorsand patients. Thefinaldecision,
however,ondonorsuitabilityis always theresponsibility of the Transplant Centre.

5 VERIFICATIONTYPING

5.1 Potential DonorMatches - Verification Typing

Onidentifying potential donor matches to the patient, further verification testing by a laboratory is
necessary to ensure that the donor’s initial HLA-typing results and level of matchingwiththe
patientare correctandstill fulfilthe medicalrequirementsfordonation.

Ifthe Transplant Centre wishestorequestverificationtyping of adonor, the Transplant Centre
shallcomplete the VerificationTypingRequest FormDOC1671 andsendittotheTransplant
Centre’sdesignated Anthony Nolanemailaddress.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

AnthonyNolanwillcontact Anthony Nolandonorsandwillrequest otherestablishments(NHSBT,
WBMDR, DKMS UK and international registries, as applicable) to contact theirown donors for
verificationtyping samples.

IfanAnthonyNolandonorisselected,andafreshbloodsampleisneeded, Anthony Nolanwill
discussdonationprocedures, healthand availability withthe Anthony Nolandonor.

Anthony Nolan willinform the Transplant Centre if Anthony Nolan has been unable to contact
thedonorandshallrequestnewinstructionsbefore proceeding furtherandas setoutinsection
5.3 -Procedureif Anthony NolandonorUnavailable.

IfanNHSBT donor,aWBMDRdonororaDKMS UKdonoris selectedbyaTransplantCentre,
Anthony Nolan will receive the request and will liaise with NHSBT, WBMDR or DKMS UK
regarding arrangements forthe blood sample shipment.

If aninternationaldonoris selected, Anthony Nolanshall,asrequestedby the TransplantCentre,
facilitate shipment of the international donor blood sample to the designated Transplant Centre
laboratory forverification typing.

Manyinternationalregistriesrequire patienthigh-resolutiontypingonHLA-A, -B, -C,

-DRB1, -DQBIT prior to Donor sample procurement. Therefore, Anthony Nolan strongly
recommends providing patient high-resolutiontyping atthe verificationtestingrequeststage
toavoid delays withdonorsample provision.

Once blood procurement arrangements have been made, Anthony Nolan will notify the
Transplant Centre of when to expect the blood sample from the donor, together with details of
donoravailability, medicalissueswhich could affectthe donationand the donor’spreference of
method of donatingthe stemcells, if known.

5.2 Potential DonorMatches - Extended Typing

Ifthe Transplant Centrerequests extended typing of adonor, the Transplant Centre shallcomplete
the Extended Typing Request DOC1672 form and send it to the Transplant Centre’s designated
Anthony Nolanemailaddress.

ForTransplant Centres who are using AN Connect this can all be done via the portal.
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Theextendedtypingmaybe performedonastored DNAsample,if suchsampleisavailable.

If the extended typing of an Anthony Nolan donoris to be performed on stored material,
AnthonyNolanwillcontactthe donortodiscussthe proposedtyping,donationprocedures,
healthand availability.

Anthony Nolan willinform the Transplant Centre if Anthony Nolan has been unable to contact
the Donorandshallrequestnewinstructionsbefore proceedingfurtherandassetoutinsection
5.3 -Procedureif Anthony Nolan DonorUnavailable.

Ifthe Transplant Centrerequestsextendedtyping of adonorwhoisnotanAnthony Nolandonor
(i.e.NHSBT,WBMDR, DKMS UK orinternationaldonor) Anthony Nolanwillpass therequest for
extended typing to the appropriate UK registry orinternational registry but cannot guarantee
that such donor will be available to provide a further sample, because the policies of other
registriesabout providing furthersamplesvary.

Anthony Nolan shall endeavour to keep the Transplant Centre informed about the progress of
the extendedtypingandwillpassontheresults of extended typingwhichit receivesfromother
UKregistriesorfrominternationalregistriestothe Transplant Centreas soonas Anthony Nolan
receivestheresultsitself.

5.3 Procedureif Anthony Nolan DonorUnavailable

If an Anthony Nolan donor does not respond within seven calendar days, Anthony Nolanwiill
contacttheTransplant Centre to establishwhetherto continue withthe request. TheTransplant
Centrewillberequiredto confirmits decisionbyemail.

The request will expire should an Anthony Nolan donor still not have contacted Anthony Nolan
within 28 daysfromthe originalrequest. Anthony Nolanwillcontact the TransplantCentre to
establishwhetherto continue with the request.

o) If the Transplant Centre wishesto continue, email confirmationwillbe accepted

o) Ifthe Transplant Centre wishesto cancel,email confirmationwillbe requiredto
confirmformal cancellation of therequest.

5.4 Cancellationof Typing or Blood Sample Procurement
Thebloodsamplerequestcanbe cancelledbythe Transplant Centre atany point. Therequest
willremain open until written confirmation has beenreceived to confirm the decisionto

cancel.

ATransplant Centre may cancelrequestsforfurthertyping, orforblood sampleprocurement or
blood sample shipment, atanytime.

Anthony Nolan requires at least two business days’ notice to allow time for the donor to be
contactedandthe procurementof the blood sample fromthe donortobe cancelled.

If notice of cancellationis received by Anthony Nolan when the typing, sample procurement

orsample shipmenthasbegun,theTransplant Centre shall stillbe requiredto pay the full charge
forsuchtypingorsample.
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5.5 Virology Screening forDonors

If an Anthony Nolan donorwho has been selected for verification typing has not been tested
forvirology within the last three months, Anthony Nolan will perform virology screening(Hep
B,Hep C,HIV,CMVandblood grouping) onnewly obtained (fresh)bloodsamples.

NHSBT,WBMDRand DKMS UK have theirownprocedures. Virology tests of Internationaldonors are
usually part of the standard verificationtyping request.

5.6 TypingResults

Forverificationtyping performedinAnthonyNolanlaboratories (where Anthony Nolanhas a
separateagreementinplacewiththeTransplant Centre for GIAS), Anthony Nolanwill email the
tissue typing report to the Transplant Centre’s designated laboratory approximately seven
business daysafter AnthonyNolanreceivesthe bloodsample.

Forverificationtypingperformedinthe Transplant Centre’s designatedlaboratories, the
TransplantCentre mustarrange forthislaboratory toreturnthe donortypingresultsto Anthony
Nolanassoonaspossible,byfaxoremail,indicatingwhetherthe donorshouldbe released or
reserved.

Where applicable,UKandinternationaldonorregistries willreport the typingresultstoAnthony
Nolanvia EMDIS.

5.7 Release of Donors

Ifthe Transplant Centre doesnotinstruct AnthonyNolantoreserve aUKdonor,Anthony Nolan,
NHSBT, WBMDR and DKMS UK will hold the donor for 60 days after the date onwhichthe
verificationtyping sampleswere shippedandthenrelease the UKdonor.Inthe case ofan
internationaldonor,if the Transplant Centre doesnotinstruct AnthonyNolantoreserve such a
donor, Anthony Nolan will give instructions to the international registry torelease the
international donorwithin 60 days.

5.8 ConcurrentVerification Typing Sample and Work-up Request foran Anthony Nolan
Donor

Transplant Centres canrequestconcurrentverificationtyping/work-upsforurgent patientcases
where thereis insufficient time to perform the verification typing of the donor separately to
work-up. Anthony Nolan will process concurrent verification typing/work- upsfor Anthony Nolan
donorswhohavenotyetbeentypedinthe Laboratory associated with the patient’s Transplant
Centre. Insuch cases, the Transplant Centre must provide high resolution verification typing
results of the donorto Anthony Nolan prior to the patient starting conditioning, orbefore the
donorbegins G-CSF, whicheverhappensfirst, alongwithawritten statement confirming that
theyhavereviewedtheverificationtyping results of the donorand wishto proceed with the
work-up.

5.9 ReportingofDiscrepanciesinHLATypingResults

The Transplant Centre mustreportalldiscrepanciesinHLAtypingresultsto AnthonyNolan as
soonaspossible.
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6 GRAFTIDENTIFICATIONADVISORY SERVICE

6.1 Graftldentification Advisory Service (GIAS)

GIAS is aHistocompatibility and Immunogenetics service provided by Anthony Nolan to
Transplant Centresto support the selectionof unrelated donorsand/or Cord Blood Unit(s)for
verificationand extendedtypinginatime efficientand cost-effective way.

GIAS willbe provided by Anthony Nolan if it has beenindicated by Anthony Nolan as a service
providedinthe separate signedservice levelagreementreferredtoinsection1.2 ofthis User
Guide.

6.2 Search

Ifthe Anthony Nolanlaboratories are not providing HLAtesting, Anthony Nolan willinitiatea search
assoonasthesearchrequest, whichgivesdetailsof the patient’sHLAtyping,hasbeenreceived.

Ifthe Anthony Nolanlaboratories are providingHLA typing, Anthony Nolanwillinitiate asearchas
soonasthe patient’stypinghasbeencompleted. Alternatively, if preferred by the Transplant
Centre,oncetypingiscompleted Anthony Nolanwillwait oninstructions fromthe Transplant
Centretorunasearch.

Anthony Nolan willextend the standard search to any additional level, including mismatching,
Internationaland a Cord Blood Unit(s) searchwhere agreedwiththeTransplant Centre.

6.3 Search Results and Recommendations

If the Transplant Centre requires only a search of the Anthony Nolan and NHS Stem Cell
Register,AnthonyNolanwillendeavourto send theresults of the searchwithintwobusiness
daysofreceipt of the searchrequest.

If extended searchesarerequired, Anthony Nolanwillendeavourtosendtheresults of
suchsearcheswithinthree business daysofreceipt of the searchrequesttogether

with Anthony Nolan’srecommendationsfordonoror Cord Blood Unit(s) selection. The timing of
results of searches of internationalregistriesisbeyondthe control of AnthonyNolanand may
takelongerthanthree business daysand AnthonyNolancannotacceptresponsibility forany
delayinthese circumstances. When Anthony Nolan receives theresults of the searches, it will
forward the results to the Transplant Centre within one business day of receipt.

Our standardrecommendations include three donors to be requested for verification
and/orextendedtypingtogetherwiththree back-up donorsif available,andif required, up to

10 Cord Blood Units on which unit reports shall be requested by Anthony Nolan(if previously
agreedwiththe Transplant Centre)fromtherelevant Cord Blood Bank. An
additionallist of thetop three UKonly donorswillalso be provided, if suitably matched UKdonors are
available, forall adult unrelated donor searches. Anthony Nolan will make its recommendations
basedonthe patientinformationand matchingrequirements(selection algorithm)suppliedbythe
Transplant Centre and shallapply Anthony Nolanexpertise.
Thenumberandcompositionofrecommendationscanbetailoredto suit theindividual

Transplant Centre’srequirements.
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6.4 Verification Typing or Extended Typing Requests

Requestsforverificationtypingafterasearchhasbeenrunwillbe madeinaccordancewith pre
agreedarrangementswitheachTransplant Centre.

Any typing requests automatically made will be noted in the covering letter sent by Anthony
Nolanto the Transplant Centre with the search results and recommendations. Should these
typing requests not be required, the Transplant Centre must contact the designated Search
andSelection Coordinatorto stop therequest forverificationtypingand extended typing.
Thisrequest to stop suchrequests must be confirmed in writingvia email and be made within
three business days of the searchresults beingissued. Acancellation charge may be
incurred by the Transplant Centre if cancellationis receivedafterthis period.

6.5 Back-Up List

WherethereisaGIAS agreementinplace withtheTransplant Centre, Anthony Nolanwillimmediately
proceedtotheverificationand/orextendedtyping of anotherdonororCord Blood Unit(s)taken
fromtheback-uplistof donororCordBlood Units should theinitially selected donoror Cord Blood
Unit(s) be unavailable, orwhere there is an unacceptable mismatch. Where thereisnoagreementin
place, Anthony Nolanwilladvise the TransplantCentre and await furtherinstructions.

6.6 Reporting
Once aweek Anthony Nolan willemail an updated GIAS spread sheet to the Transplant Centre.
Thiswillinclude currentinformationaboutarrangementsforshipping samples, theprogress of the

donor’s extended typing and the progress of the typing of the patient’s siblings orotherrelative,
if applicable.
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7 FACILITATINGAWORK-UPFORTHE

COLLECTION OF PBSC ORBONEMARROW FROMAUK
DONOR

7.1 Requesting a work-up of a UK Donor for a PBSC or Bone Marrow Collection

ATransplant CentrewhichrequiresPBSC orbone marrowfromadonoronthe Anthony Nolan
andNHS Stem CellRegistermust send AnthonyNolana FormalRequestforBloodStem Cell

Collection (First Transplants Only) DOC3842 and a formal laboratory HLA typing report for
bothpatientand donor.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

TheTransplant Centre mustcomplete each sectionof eachform. Any gaps may delayprocessing
therequest.

When completing the Formal Request for Blood Stem Cell Collection (First TransplantsOnly)
DOC3842form,theTransplant Centre shouldinsert ‘I’ nexttothe preferredstem cell source,
and ‘2’ if the other stem cell source will also definitely be accepted. The Transplant Centre
shouldinsert ‘O’if the othersourceisnotanoption(i.e.the TransplantCentre will prefertouse
anotherdonorifthe selecteddonorwillnotdonateviaoptionl,the preferred stemcell
source).

Unlessotherwiseinstructedbythe Transplant Centre ontherelevant prescriptionform:

o) PBSC collectionswillbe dilutedwithautologous plasmato getanapproximate final
concentrationoflessthan200x106mITNC (TotalNucleated Cell)

o Bonemarrowwillbe diluted with ACD (acid-citrate-dextrose) at adilutionof 1: 7 vol
ACD/volBM (bone marrow).

Ifthe Transplant Centrerequires differentdilutions, the Transplant Centre must specify thison the
relevant prescriptionform.

Anthony Nolan or the applicable registry will test for the following infectious disease markers
aspartofthedonor'smedical: anti-HIV1,anti-HIV2, p24 antigen, anti-HTLV1and2, HIV-RNA,
anti-HBc,HBsAg,HBV-DNA, anti-HCV,HCV-RNA,HEVRNA, anti-CMVIgG

andIgM, anti-toxoplasmosislgG andIgM, Treponema Palladiumserology, VZVIgG, EBV(anti-
VCAIgGandIgM).

If any additional tests are required at the point of work-up, the Transplant Centre will needto
contacttheircoordinatorrequestingadditional pre-collectionblood samplesfromthe donor.

7.2 Confirmation and checking of Work-Up Request

AnthonyNolanwillconfirmreceipt of eachwork-uprequestbyemailtothe TransplantCentre
withinone business day.

AnthonyNolanwillcheckallwork-uprequestsforan Anthony Nolandonorto ensurethat the
appropriate (HLA-matched)donorhasbeenselectedforthe patient, by verifyinginitialdonor
eligibilitybasedonHLArequirements, age, previous medicaland social history,and information
providedbythe donor. Anthony Nolanwillalso checkthat the patient’s criteria(age, diagnosis,
disease status) and transplant protocol comply with Anthony Nolan’s standards.
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AnthonyNolanwillnotifythe Transplant Centre by fax oremail of the name of the DonorProvision
Coordinatorresponsible forthe patient’swork-uprequest.

7.3 Anthony Nolan’s Contact with the Donor
ForeachAnthonyNolandonor, Anthony Nolanwillnotify the donorbytelephoneimmediately.

ForeachAnthonyNolandonor,AnthonyNolanshallcheckwiththe selecteddonorthat theyare
stillwillingto proceedandis available onthe datesrequestedbytheTransplantCentre.

IfarequestisreceivedbyAnthonyNolanforaWBMDRdonor,Anthony Nolanwillforwardthe
requesttoWBMDR.The WBMDRwillthenberesponsibleforcontactingitsdonorandtaking
them through the work-up process. The WBMDR will be in direct contact with theUKTransplant
Centreandwillcopy AnthonyNolaninto allcommunications.

IfarequestisreceivedbyAnthonyNolanforanNHSBTdonor, Anthony NolanwillcontactNHSBT to
informthemoftherequest. NHSBTwillthencontactitsdonor,informthem
oftherequestandobtaintheirconsenttopasstheircontact detailsto AnthonyNolan.Anthony
Nolan will then proceed with the work-up as it would foran Anthony Nolandonor. All
communicationaboutthe work-up willbe with Anthony Nolan.

If arequestisreceived by Anthony Nolan fora DKMS UK donor, Anthony Nolan will contact
DKMS UK toinform them of the request. DKMS UK will be responsible for contactingits donor
and taking them through the work-up process. Allcommunication about the work-up willbe
withAnthony Nolan. However, if therequestisforasubsequentdonation fora DKMS UK donor
and Anthony Nolan facilitated the original work-up then Anthony Nolanshallproceedwiththe
work-upasitwouldforanAnthonyNolandonor.

7.4 Procedureif Donoris Unavailable

Ifthe donordoesnotrespondtothevariousforms of communicationwithinaperiod of 48hours,
AnthonyNolanwillinformthe Transplant Centre of the potential delay.

Ifthedonorisnot available ontherequested dates, thisinformation, withalternative datesproposed
by the donor, willimmediately berelayedto therequesting Transplant Centre.

7.5 Preferred Method of Donation

AnthonyNolanwillmake the donorfully aware of the optionsregarding the two methods of
haematopoietic progenitorcell(HPC)donation, PBSC andbone marrow. Anthony Nolanwill tell
the donorthe Transplant Centre’s preferred method of donation, but Anthony Nolanwillnot at
anypointputpressureonthedonortoselectthe preferredmethod.

If the donor’s chosen method of donationis not the Transplant Centre’s preferred option,
Anthony Nolan will notify the Transplant Centre accordingly to find out whether thisis an
acceptable optionfortheTransplant Centre,andwhetherornotitis stillwillingto proceedwith
the donor. If confirmed by the Transplant Centre, Anthony Nolan will then proceed with making
the arrangements for donation. If the donor’s chosen method of donationis not an option for
the Transplant Centre, Anthony Nolan will not persuade or pressure thedonorinto changing
theirmind.
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7.6 Booking the Medical, Counselling, Consenting and Collection Procedure at the
Collection Centre

When the dates for the donation and transplantation have been agreed by the donorandthe
Transplant Centre, Anthony Nolanwillbookafullmedical forthe donorat one of
AnthonyNolan’s contracted Collection Centresto ensure thatthe donorismedically fittodonate.

AnthonyNolanwillarrange allthelogistics of the medical examinationand the donation,
includingallnecessarytravelarrangementsandthereimbursement of any out-of-pocket
expenses, including subsistence, foran accompanying relative or friend. Anthony Nolanwill
arrange the following appointments, and will notify the Transplant Centre of the confirmed
datesfor:

o thedonor's medical examination, consenting and counselling for the donation
procedure (if pre-collection samples are required by the Transplant Centre, Anthony
Nolanwillendeavourthat this examinationdoes not take place onaFriday,but thiscannot
be guaranteed)

the estimateddate onwhichtheresults of the donor’sclearance willbereceived
ifthemethodofdonationisPBSC, the datesofthe G-CSFinjections

the date(s) of the donation

thedateandtimeforexpecteddelivery of the donated PBSC orbone marrow.

OO O 0O

The Transplant Centre mustcomplete andreturnthe Confirmationof Work-Up Schedule
DOC4256 form.

7.7 No Donor / Patient Contact (Unrelated Donors)

Unrelated donors will never donate in the same hospital as the hospital in which the patientis
beingtreated. Unrelated donorswillneverbe attendedbyaphysicianwhoisinvolvedinthe care
of the patient.

7.8 Donor Clearance

When the donor’s full medical report has beenreceived, an Anthony Nolan Medical Officer
will confirm that the donoris suitable and able to proceed with donation and complete the
DonorClearanceform.The Transplant Centre shall signandreturnthisformto Anthony Nolanto
confirmthattheTransplant Centre acceptsthe donor, the dates, andthe proposedcollection
regime. Any medicalissuesdiscovered duringthe donormedical that do notimpact uponthe
donor’sfitness to donate (donor suitability) but which mayhave implications for the patient
(donor eligibility) will be communicated via the Donor Clearance formsothatthe Transplant
Centrecanconfirmitishappytoproceedwiththe donor.

7.9 Procedure if a Donor Fails Medical

If any tests or examinationresults are not within the acceptedrange, such results willbe
reviewedimmediately by Anthony Nolan. If any conditionisuncovered which prevents thedonor
from donating, Anthony Nolan willimmediately notify the Transplant Centre that the donorwill
notdonate. Anthony Nolanwillnot give the Transplant Centre any details ofthe reasons why the
donorhasfailed theirmedical.
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On occasion, the Anthony Nolan Medical Officer may decide that further medical
investigationsarerequiredbefore afinaldecisiononthe donor’s suitability to donate canbe
made by Anthony Nolan.

The Anthony Nolan Donor Provision Co-ordinator willinform the Transplant Centre in writing
thatthe donorrequires furthertesting before a decisionregarding the donor’ssuitability to
donate canbe given.

Details of the further testing willnot be givento the Transplant Centre but the expected dateon
whichtheresultswillbe available willbe givenforthe proposedtransplant date,tobe changedif
necessary and/orotherappropriate actionstobetaken.

The Transplant Centre willbe notified of any donorresults that couldbe clinicallyimportant to
the patient’s care.

7.10 Procedureifthe Cell Count Collected fromthe Donoris Low

Ifthe cellcountofthe PBSC collectedfromthe donorislessthan1x10%6 CD34+cells/kgpatient
weightaftertwo days of apheresis, Anthony Nolanwilldiscuss the situationwith the Transplant
Centre.

Providedthatthe CD34+celldose perkgpatientweightexceeds 1x10* 6, arrangementsforfurther
haematopoietic progenitorcell (HPC) collectionwillnotbe made unless the patientfailsto engraft
andunlessthereare concernsaboutlossofviability, e.g.thecellsare being cryopreserved or there
are valid clinical concerns about engraftment fromthe Transplant Centre.

7.11 Postponements and Cancellations of Donations

AnthonyNolanwillimmediately notify the Transplant Centre, both by telephone and by email, of
allpostponementsand cancellations of the scheduleddonation. The TransplantCentre must
provide a24-hourtelephone numberforthis purpose.

Inrescheduling a donation, if the last virology testing was performed on a donor sampletaken
morethan 30 days priortothe donationdate, AnthonyNolanwillensure thatrepeatvirology testing
isperformed.

Ifthe transplanthasbeenpostponedby morethan 60 days, Anthony Nolanwillarrangefor
virology, haematology, and biochemistry tests to be repeated. These tests will be carried out
atAnthony Nolan’s designated Collection Centre.

Ifthetransplanthasbeendelayed by more thansixmonths, Anthony Nolanwillarrange arepeat full
medical examination of thedonor.

The Transplant Centre mustimmediately notify Anthony Nolan of any postponement orcancellation
by completing the Notification of Change (Cancellation or Postponement)DOC2258 form.

Theformmustbe emailedto AnthonyNolan.The cancellationorpostponementrequestcannotbe
processeduntilthisformisreceived by Anthony Nolan.

If these cancellations or postponements require urgent action by Anthony Nolan and occur

outside officehours, the Transplant Centre must callthe Anthony Nolanemergencytelephone
number: +447710599161.
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8 FACILITATING A WORK-UP FOR THE COLLECTION OF
PBSC OR BONE MARROW FROM AN INTERNATIONAL
DONOR, ATTHEREQUEST OF ATRANSPLANTCENTRE

8.1 Sending a Request Form for an International Donor

ATransplant Centre whichrequiresPBSC orbone marrowfromaninternationaldonormust send
Anthony Nolanthe following forms:

o] FormalRequestforBlood StemCell CollectionDOC3842 andformallaboratoryHLA
typingreportsforbothpatientand donor.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

TheTransplant Centre mustcomplete eachsectionofeachform.Ifthereare any gaps, thismay delay
processing therequest.

When completing the Formal Request for Blood Stem Cell Collection DOC3842 form or the
RelatedDonors -FormalRequestforBlood Stem Cell CollectionDOC3983form, the Transplant
Centre shouldinsert ‘T’ next to the preferred stem cell source, and ‘2’ if the otherstemcell
sourcewillalso definitelybe accepted. The Transplant Centre shouldinsert'O’ if the othersource
isnotanoption(i.e.the Transplant Centre will prefertouse another donorif the selecteddonor
willnotdonateviaoptionl,the preferredstemcellsource).

8.2 NMDP or Gift of Life Donors

If the donoris an NMDP donor or a Gift of Life donor, the Transplant Centre will send Anthony
Nolan the request forms, as set outin section 8.1 of this User Guide, together with a high-
resolution HLA report for both patient and donor. Any request being sent without high
resolutiontypingavailable willbe delayed unless otherwiseinstructed by theTransplant Centre
ontherelevant prescriptionform.

o) PBSC collectionswillbe dilutedwithautologous plasmato getanapproximate final
concentrationoflessthan200x106mITNC (Total Nucleated Cell).
o) BoneMarrowwillbe dilutedwithACD at adilutionof1:7vol ACD/volB.
8.3 Confirmation and Checking of Work-Up Requests

AnthonyNolanwillconfirmreceipt of eachwork-uprequestbyfaxoremailtotheTransplant
Centrewithinone business day.

If Anthony Nolanis providing a GIAS service, Anthony Nolan will check all work-up requests
foraninternationaldonortoensure that the appropriate (HLA-matched)donorhas been
selected for the patient, by verifyinginitial donor eligibility based on HLA requirements.

Anthony Nolanwill also check that the patient’s criteria (age, diagnosis, disease status) and
transplant protocolcomply withtherelevantinternationalregistry’s standards (whereknown).

If Anthony Nolanisnot providing GIAS services, Anthony Nolanwillnot provide any of thechecks
referredtointhissection.
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8.4 ContactwithInternational Registry

Anthony Nolan will forward each request foraninternational donorto the respective
international registry. The international registry will then proceed to contact the
international donor and will confirm availability and dates. Anthony Nolan will notify the
Transplant Centre by email of the name of the Anthony Nolan Donor Provision Co-ordinator
whowillberesponsible forthe patient’swork-uprequest.

With eachrequest Anthony Nolan will also send the External Registry Virology Checklist (HPC)
DOC3092formtotheinternationalregistry. Theinternationalregistry willcomplete this to
confirm the infectious disease markers that will be tested at the international donor’'smedical.
Anthony Nolanwill forward thisto the Transplant Centre forreview. If anyadditional tests are
required, the Transplant Centre willneedto contacttheirco-ordinator requesting additional pre-
collectionblood samples from the international donor. AnthonyNolan will forward thisonto the
internationalregistry.

Thetime frame forconfirmation of datesandavailability of aninternational donorwillvarybut
Anthony Nolan willmaintain contact with the international registry and Transplant Centre to
ensure that allinformationis received at the appropriate times to allow the transplant to
proceed on schedule. Anthony Nolan will forward information to the Transplant Centre as
soonasitreceivesit.

Thewritteninformationwhichwillbe passed ontothe Transplant Centre by AnthonyNolan will
include:

o the date of theinternationaldonor’s medical
o the date of donation

o thedateonwhichbloodsampleswillbe deliveredtothe Transplant Centre (if
applicable)
o theexpecteddateandtime(s)ofthe delivery of the donated PBSC orbone marrow.

Ifthe datesdonot suitthe Transplant Centre, Anthony Nolanwillattemptto obtainnewdates
fromtheinternationalregistryuntilamutuallyacceptable dateisfound.

8.5 International Donor Clearance

When Anthony Nolanreceives the International Donor Clearance and results of virology screening
fromtheinternationalregistry, Anthony Nolanwillemailthese tothe TransplantCentre, before the
date on which patient conditioning begins. Any International Donor Clearance and results of
virology screening received from a non-NMDP donor will be reviewed by an Anthony NolanMedical
OfficerbeforebeingforwardedtotheTransplant Centre.

8.6 Donors on Reserve, Postponements and Cancellations of Donations

Thevariousinternationalregistries have differentreservation policies. The TransplantCentre
shouldask AnthonyNolanforthisinformationifitisrequired.

AnthonyNolanwillimmediately notify the Transplant Centre, both by telephone andinwriting, of
allpostponementsand cancellations of the scheduled donation.

The Transplant Centre mustimmediately notify Anthony Nolan of any postponement orcancellation
by completingthe Notification of Change (CancellationorPostponement)
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DOC2258form.

Theformmustbe emailedto AnthonyNolan. The cancellationorpostponementrequestcannotbe
processeduntilthisformisreceived by Anthony Nolan.

If these cancellations or postponements require urgent action by Anthony Nolan and occur
outside office hours, the Transplant Centre must callthe Anthony Nolanemergencytelephone
number:+447710599161.

9 SUBSEQUENTWORK-UPREQUESTSFORDONORS

9.1 Requesting a Subsequent Work-Up from a Donor

If aTransplant Centre requires a further donation for a patient from a donor who has already
donated PBSC orbone marrow to such patient, the Transplant Centre must complete and
send Anthony Nolan, as applicable, the Formal Request for Subsequent Blood Stem Cell or
Lymphocyte Collection - Previous Transplant History DOCI1119 form orthe Related Donors -
FormalRequestforSubsequentBlood Stem CellorLymphocyteCollectionDOC4132 form by
email orfax.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

The Formal Request forSubsequent Blood Stem CellorLymphocyte Collection-Previous
Transplant History DOCI1119 form should be completed for all donors irrespective of whether
theyare onthe Anthony NolanRegister, NHSBTregister, WBMDRregister, DKMS UK registeroran
internationaldonorregister.

9.2 Subsequent Work-Up from an Anthony Nolan Donor, or a Related Donor living inthe
UK, or an NHSBT Donor if the original donation was within six months of subsequent date
of request

Onreceipt of the Formal Request for Subsequent Blood Stem Cell or Lymphocyte Collection
Previous Transplant History DOCITT19 form or the Related Donors - Formal Request for
Subsequent Blood Stem Cell or Lymphocyte Collection DOC4132 form, AnthonyNolan’s
DonorConsultant, ortheirdeputy, willreview therequest. Anthony Nolanwillaim to provide a
decisionwithin72 hours of receipt of therequest.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

Anthony Nolan may request furtherinformation from the Transplant Centre. Subsequent
donationrequests may be referred by Anthony Nolan’s Donor Consultant to Anthony Nolan’s
medicalaffairsgroupinthe case of controversialindications. If therequest forthesubsequent
donationis notapproved, Anthony Nolan will provide the Transplant Centre with a brief
summary of thereason(s) fortherefusal.

9.3 Subsequent Work-Up from a DKMS UK Donor, WBMDR Donor, an International Donor,
a Related Donor living outside the UK, or an NHSBT Donor if the original donation was
outside of six months of the subsequent date of request

If the donor from whom the subsequent donationis requiredis a DKMS UK donor, WBMDR
donor, aninternationaldonor,oranNHSBT donorandthe original donationwasoutside of six
months of the subsequent date of request, Anthony Nolanwill forwardthe Formal Request for
Subsequent Blood Stem Cell or Lymphocyte Collection - Previous Transplant History
DOCTN9 formto therelevantregistry. If the requestis forarelated donorlivingoutside the UK,
theRelated Donors - FormalRequestforSubsequent

Blood Stem CellorLymphocyte Collection DOC4132 form will be sent to the relevant
International Establishment. If the subsequentdonationisforaDKMS UKdonor, WBMDR
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donor,internationaldonororarelateddonorliving outside the UK Anthony Nolanwill also forward
External Registry Virology Checklist (DLC) DOC5173 form for the relevant registryor International
Establishmenttocomplete.

If the donor from whom the subsequent donationis required is an NMDP donorand
lymphocytes are requested, the Transplant Centre will send Anthony Nolan the NMDP form
FO0O235NMDP PrescriptionforMNC, Apheresisalongwiththe FormalRequestforSubsequent
Blood Stem Cell or Lymphocyte Collection - Previous Transplant History DOCIT119 form.

9.4 Frequency of Subsequent Work-Ups from an Anthony Nolan Donor

Anyrequestsforfurtherdonationsof haematopoietic stemcellsorlymphocyteswill be
consideredonacase-by-casebasisby AnthonyNolan’s Donor Consultant ortheir
designee.

An Anthony Nolan donor may donate haematopoietic stem cells (which may be donated by
PBSC orbone marrow) onamaximumoffouroccasions,tonot more thantwo differentpatients.

AnAnthonyNolandonormay also donate lymphocytes onamaximum of fouroccasions.

An Anthony Nolan donor who has undergone a PBSC or bone marrow donation, and despite
repeated contact attemptsis not participating in the post donation follow-up procedures
required by AnthonyNolan, willnotbe consideredforany furtherPBSC,bonemarrow orlymphocyte
donations.

An Anthony Nolan donor willnot be approached to provide PBSC ona second occasion if the
donor did not mobilise adequate haematopoietic progenitor cells at the time of theprimary
donation.

AnAnthonyNolandonorwillnotbe approachedforasubsequentdonationuntilthedonorhas
reportedfullrecovery fromthe previous donation.

9.5 Timings of Second Donations from an Anthony Nolan Donor

Afterthedonationof PBSC,bone marrow orlymphocytes,anAnthony Nolandonorwillnotbe
availableforothersearchesforaperiodof 24 months afterdonation, unlessthe patientto
whomtheyhave donatedhasdied. NHSBT, WBMDR and DKMS UK have theirown separate
requirements regarding subsequent donations which Anthony Nolan canobtainuponrequest.

Anthony Nolan requires a period of four weeks to elapse between any primary donationanda
subsequentdonationbyan AnthonyNolandonorforthe same patient. Thismay bereviewed on
acase-by-casebasis.

9.6 Frequency and Timings of Subsequent Donations from International Donors
Therulesregarding the frequency and timing of subsequent donations from an international

donorvary betweeninternationalregistries. Theserules canberequestedfrom Anthony Nolan
whenrequired.
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10 TRANSPORTATION OFPBSC ANDBONEMARROW

10.1 Transport Arrangements to be made by Anthony Nolan

ForTransplant Centres, Anthony Nolan will arrange the transportation of PBSC, bone marrow
orlymphocytesfromthe UK CollectionCentre orinternational collection centreto the
Transplant Centre. Any specific requirements relating to shipment, including as towhether
bone marrow shouldbe transportedatroomtemperature orcooled, willbe required ahead of
time.

AnthonyNolanwilltransportthe PBSC,bone marrow orlymphocytesusingan Anthony Nolan
volunteercourier, orathird-party commercial stemcellcourier. Anthony Nolanwilldo the
following:

o) Makeallthe transportandaccommodationarrangementsforAnthony Nolan’s
courier.

o) Informthe Transplant Centre of the name of the courierandtheirexpectedarrivaltime

(includingback-upflightinformationwhere appropriate).

Endeavourtoensurethatthe fastestandsafestroute of transportationisfollowed.

o) Provide the necessarytransportationequipmentanddocumentation.

o) Foreachshipment,sendacompletedcollectionreportwhichcontainsthe details ofthe
donationincludingthe numberof CD34+/kgcollected. Thereportwilleitherbe sentwith
the CellProduct, and/orbe emailed/faxed separately.

o) Informthe Transplant Centre of any changesto the estimateddelivery time.

o) Notifythe airportauthorities,where necessary.

o)

10.2 Paperwork on Receipt of Cell Product

The courier willrequest the receiving representative at the Transplant Centre to provide
identifying paperworkto confirmthatthe Transplant Centreisexpecting adelivery,andtosign
thetransitreport. The courierwillreturnthistransitreportto AnthonyNolan.

10.3 Cancellation or Postponement

The Transplant Centre must immediately notify Anthony Nolan of any postponement or
cancellationof atransplantby completing the Postponement/CancellationDOC2258 formand
emailing it to the Donor Provision team. If a cancellation or postponement requires urgent

action by Anthony Nolan and occurs outside office hours, the Transplant Centre must callthe
AnthonyNolanemergencynumber: +447710599161. The Transplant

Centreshallbeliableforany couriercostsincurredasaresult of thispostponement orcancellation.
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11 PROVISION OF CORD BLOOD UNIT(S) FROMTHE
ANTHONY NOLANCORDBLOODBANK

1.1 Provision of Cord Blood Unit(s)

The Anthony Nolan Cord Blood Bank provides Cord Blood Unit(s)to Transplant Centres.

Transplant Centrescanalsorequestoptionalfree servicesfromAnthonyNolan’s CordSupport
Programme - please see section 20 for further details.

1.2 RequestforCordBloodUnit Report(s)

Torequest a Cord Blood Unit Report(s) from the Anthony Nolan Cord Blood Bank, a Transplant
Centre should emailthe Transplant Centre’s designated Anthony Nolanemail.

1.3 Request for Reservation of Cord Blood Unit(s)

If, afterreviewingthe Cord Blood UnitReport(s), the Transplant Centre decidestoreserve such Cord
Blood Unit(s), the Transplant Centre should email the Transplant Centre’s designated Anthony Nolan
email.

1.4 Quality AssuranceTests

OnreceiptofaCordBloodUnit(s)ReservationRequest,the Anthony Nolan Cord BloodBank will
initiate the following quality assurance testsin accordance with the Human Tissue Authority
regulations:

o  Releasingtests,whichincludeathawfromanattached segmentandseveral QCtests
suchasviability, TNCand CD34+ countand CFUs.
Verificationtypingfromanattachedsegment.

MaternalHLAtyping.

Confirmatory gender.

Confirmatory ABO.

o O 0O

Thesetestsusually take 10 business days.

1.5 Shipmentbefore Quality Assurance Tests Completed

If the Transplant Centre needs the Cord Blood Unit(s) before full testing has been completed, the
Transplant Centre must sendthe formDOC1126 Formal Request for CordBlood Unit(s) from TC by
faxoremail.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

Whencompletingthisform,itisessentialthatthe Transplant Centreincludesthe proposeddate of
thetransplant. Anthony Nolanwillnot ship the Cord Blood Unit(s) untilitis notified of this date.

1.6 Confirmation of Acceptance of Cord Blood Unit(s)
When a date for shipment of a Cord Blood Unit(s) has been confirmed and agreed, Anthony

Nolanstronglyrecommendsthat the patient doesnotbegintheirconditioningregime untilthe
CordBloodUnit(s)hasbeenreceivedbytheTransplant Centre. A
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Transplant Centre may also consideridentifying UKbankedback-up units. Anthony Nolan will
require the Transplant Centre complete andreturnto Anthony Nolanthe Confirmationof
Acceptability of Cord Blood Unit DOC1128 form before the Cord Blood Unit can be shipped.

1.7 Transportation of Cord Blood Unit(s) from the Anthony Nolan Cord Blood Bank tothe
Transplant Centre

Anthony Nolan will arrange the transportation of Cord Blood Unit(s) from the AnthonyNolan
Cord Blood Bank to a Transplant Centre using an external courier company with which
Anthony Nolanhas contracted.

1.8 Addresstowhichthe Cord Blood Unit(s) willbe delivered

AnthonyNolanwillbookthe courierforthe transportation of the Cord Blood Unit(s)totheaddress
stipulatedbytheTransplant Centre onthe FormalRequest for Cord Blood Unit(s) DOC1126 form.

1.9 Return of the Cryoshipper

Anthony Nolan will be responsible for making all the arrangements with a courier companyto
ensure thereturn of the cryoshipperto the Anthony Nolan Cord Blood Bank.

.10 Arrangements

AnthonyNolanwillnotify the Transplant Centre of the courierdetails and shallliaise with the
courierinorderto arrange a delivery date and time. Anthony Nolan will notify the Transplant
Centre of thetrackingdetails. The Transplant Centre must ensure that thereis apersonwaiting
attheTransplant Centre’s designatedaddresstoreceive the Cord BloodUnit(s) at the
stipulated time with appropriate documentation to confirmreceipt of the correct Cord Blood
Unit.

TI.1 Receipt of Cryoshipper

Onreceiptofthecryoshipper,the Transplant Centre must check theintegrity of the CordBlood
Unit(s), including the seals, the datalogger, and cryoshipperand complete the Reception Form
DOCI1567.The Reception Form DOC1567 must be returned to AnthonyNolan by emailto
CTCrelease@anthonynolan.org

The Transplant Centre must notify Anthony Nolan immediately of any irregularity in the
cryoshipper by emailing QualityTeam@anthonynolan.org. Where possible the supply of
photographic evidence of theirregularity shouldbeincludedwiththereport.

.12 Thawing of Cord Blood Unit(s)

When thawing the Cord Blood Unit(s) the Transplant Centre must check the seals very carefully
and thaw the Cord Blood Unit(s) precisely in accordance with the instructions givenby the
AnthonyNolan CordBloodBank.The Transplant Centre must thaw the CordBlood Unit(s)ina
sterileziplock-type bagprovided by Anthony Nolanand sentwiththe Cord Blood Unit(s).
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.13 Formsto be sent on Receipt of Cord Blood Unit(s)

AnthonyNolanwillsendthe Transplant Centrerelevantformsthat mustbe completedandreturned
to Anthony Nolanonce the Cord Blood Unit(s) hasbeenreceivedand/orinfused.

.14 Storage of Cord Blood Unit(s)

The Transplant Centre must have the ability to store the Cord Blood Unit(s) on delivery and prior
totransplant. The Cord Blood Unit(s)mustbe cryopreservedat-150°Corbelow.

T.15 Outcome of Transplantation

AnthonyNolanrequiresdetails of the outcome of the transplant and willliaise with theTransplant
Centretofollowup post-transplant. The Transplant Centre willbe asked
tocompleteaConfirmationof ReceiptandInfusionDOCI1139formto confirmthisinformation.

T.16 TransplantCentreissuesaboutthe quality of the Cord Blood Unit(s)
Ifthe Transplant Centre hasconcernsregarding:

e} the quality of the Cord Blood Unit(s)during shipment(e.g.if therehasbeena
suspectedsignificant warming event during shipment)

o theappearance ofthe CordBloodUnit(s)(e.g.anyunusual discolouration,bag
integrityissues, visible airpockets, improperlabelling etc.)

o) theresults of testsindicating poorviability/yield

thensuchconcernsmustbeimmediatelyreportedto Anthony Nolaninaccordance withsection15
of thisUser Guide.

TM.177 Eurocord

AnthonyNolanhasanagreementwiththe EurocordRegistry (“Eurocord”)underwhich
Eurocord handles follow up on behalf of Anthony Nolan. The Transplant Centre agreesthat
Anthony Nolan may pass the Transplant Centre’s contact details to Eurocord, whereupon
Eurocordwillliaise withthe Transplant Centre directly.

11.18 Cancellation of Reserved Cord Blood Unit(s)

IfaTransplant Centre cancelsarequestforan Anthony Nolan Cord Blood Unit(s) aftertheinitial
Quality Assurance Tests have been completed, Anthony Nolan will not charge for suchtests.

T.19 ProceduresforTransplant Centrestowhich Anthony Nolan providesa
Histocompatibility Laboratory Clinical Service

Prior to the conditioning regimen of any Cord Blood Unit(s) recipient, the Transplant Centre
shallcarryoutverificationtyping of atleast HLA-A, -B,and -DRB1at a minimum level of low
resolutionuponreceipt of the shipped Cord Blood Unit(s) (inadditionto anyverification typing
already performed). Inaccordance with our European Federation forlmmunogenetics (EFI)
accreditation, typing must be performed on a segment of the tubingintegrally attachedto
theunit, if available. Otherwise, a satellite vial shipped with the Cord Blood Unit(s) may be
used.
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If no segment is available, this step can be performed after transplantation and must be
initiatedas soonas possible afterthawingthe Cord Blood Unit(s). Intheseinstances, it willbe
highlightedinthetypingreportreturnedtothe Transplant Centre thatthe typingwas performed
onthe postinfusion sample provided.

Assoonaspossible aftershipment of the Cord Blood Unit(s),asegmentorvialmustbe sentby
thereceiving Transplant Centre to the Anthony Nolanlaboratoriesforverificationtyping as set
outinthe Anthony NolanLaboratories’ User Guide.

The Anthony Nolan Laboratories’ User Guide can be found on the Anthony Nolan website.
https://www.anthonynolan.org/clinicians-and-researchers/services-transplant-centres/full-
list-forms

1.20 Cancellation or Postponement

If apatient’stransplantis postponedorcancelled, thismaynecessitate amendmentor
cancellationofacourierbooking. The Transplant Centre whichis purchasingthe
CordBloodUnit(s)shallbeliable to pay forthe Cord Blood Unit(s)if it/they have beendispatched and
shall also be liable for any courier costsincurred as a result of this postponement or cancellation.

12 FACILITATING THE PROVISION OF CORD BLOOD
UNIT(S) FROMTHENHS CORD BLOOD BANKORAN
INTERNATIONALCORD BLOOD BANK

12.1 Facilitating Search of the NHS Cord Blood Bank and WMDA Search & Match

If aTransplant Centre requests a Cord Blood Unit(s) search, and Anthony Nolan cannot find a
suitable cordinthe Anthony Nolan Cord Blood Bank, Anthony Nolan will facilitatea search of
the NHS Cord Blood Bank and shall perform a worldwide search on WMDASearch & Match.
Thisprocedureisdescribedinmore detailinsection 3 of thisUser Guide.

12.2 Forms-RequestsforCordBloodUnitReport(s)

Torequesta CordBlood Unit Report(s) from NHSBT oraninternational cord blood bankthe
Transplant Centre should email the request to the Transplant Centre’s designated Anthony
Nolan email address.

12.3 Request for Cord Blood Unit(s)

If,afterreviewing the Cord Blood Unit Report(s), the Transplant Centre decidestorequest such
CordBloodUnit(s), the Transplant Centre shallcomplete and send Anthony Nolan, byfax or email,
the Formal Request for Cord Blood Unit(s) DOC1126 formirrespective of theCord Blood Bank
fromwhichthe CordBlood Unit(s)isrequested. Eachsectionof the formmustbe completed.
ForTransplant Centres who are using AN Connect this can all be done via the portal.

TheTransplant Centre may alsoreserve Cord Blood Unit(s) by sending afaxoremailtoAnthony Nolan.
No specialised formisrequiredforreservations.
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12.4 Quality Assurance Tests

OnreceiptofaFormalRequestforCordBlood Unit(s) DOCT126 form therelevant CordBlood
Bankwillinitiateits quality assurance andinfectious disease markertests.

Thesetestsusually take approximately 10 business days.

Anthony Nolan will endeavour to make sure that all quality assurance and mandatory infectious
disease markertestsare performedbefore Cord Blood Unit(s)areimportedintothe United
Kingdom. Occasionally thisisnotpossible. Anthony Nolanwillinformandworkwith the
international cord blood bank/registries and the Transplant Centre to meet all regulatory
requirementsinaccordance withthe guidance of the HumanTissue Authority.

12.5 RequestforShipment

The Transplant Centre mayrequest shipmentby completing the FormalRequestfor CordBlood
Unit(s)DOCT126 form.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

When completing this form, itis essential that the Transplant Centre includes the date of which
theyplantostartpatientconditioningandthe scheduledtransplantdate.Manycord blood
banks will not ship the Cord Blood Unit(s) until they receive notification of this date.

12.6 Confirmationof Acceptance of Cord Blood Unit(s)

Anthony Nolan will send all the relevant forms when a date for shipment of a Cord Blood
Unit(s)hasbeenconfirmedandagreed. The Transplant Centre shallcomplete a

Confirmationof Acceptance of Cord Blood Unit(s) DOC1128 formandreturnitby email orfaxto
Anthony Nolan.

The CordBlood Unit(s) cannot be shippeduntilthisformhasbeenreceived by AnthonyNolan.

AnthonyNolanstrongly advisesthat the Cord Blood Unit(s)is shippedandreachesthe
Transplant Centre before the patient begins their conditioning regime. The Transplant Centre
may also consideridentifyingadomestically banked back-up Cord Blood Unit(s).

12.7 Transportation of Cord Blood Unit(s) from the NHSBT Cord Blood Bank or an
International Cord Blood Bank to a Transplant Centre

AnthonyNolanwillarrange the transportation of Cord Blood Unit(s) fromthe NHSBT CordBlood
Bank oraninternational cord blood bank to a Transplant Centre using a courier company which
may be contracted by either Anthony Nolan, NHSBT or the international cord blood bank.

12.8 Addresstowhichthe CordBlood Unit(s)willbe delivered

AnthonyNolanwillbookthe courierforthe transportation of the Cord Blood Unit(s)to theaddress

stipulated by the Transplant Centre onthe Formal Request for Cord Blood Unit(s) DOC1126 form,
whetheritis submitted through email or via AN Connect.
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12.9 Return of the Cryoshipper

Anthony Nolanorthe originating cord blood bankwillberesponsible formaking allthearrangements
with a courier company to ensure the return of the cryoshipper to the originating cord blood bank.

12.10 Arrangements

AnthonyNolanwillnotify the Transplant Centre of the courierdetails and shallliaise with the
courierinorderto arrange a delivery date and time. Anthony Nolan will notify the Transplant
Centre of thetrackingdetails. The Transplant Centre must ensure that thereis apersonwaiting
attheTransplant Centre’s designatedaddresstoreceive the Cord BloodUnit(s) at the
stipulated time with appropriate documentation to confirmreceipt of the correct Cord Blood
Unit.

12.11 Storage of CordBlood

The Transplant Centre must have the ability to store the Cord Blood Unit(s) on delivery and prior
totransplant. The Cord Blood Unit(s) mustbe cryopreservedat-150°Corbelow.

12.12 Receipt of Cryoshipper

Onreceiptofthe cryoshipper,the Transplant Centre must checktheintegrity of the CordBlood
Unit(s), includingthe sealsandthe datalogger.

1213 Thawing of Cord Blood Unit(s)
When thawing the Cord Blood Unit(s), the Transplant Centre must check the seals verycarefully
and thaw all Cord Blood Unit(s) precisely inaccordance with the instructions givenby the

relevantcordbloodbank. The Transplant Centre mustthaw the Cord BloodUnit(s)in a sterile zip
lock-type bag.
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1214 Outcome of Transplantation

Cordblood banks oftenrequire details about the thawed Cord Blood Unit and the outcome of
thetransplant. The Transplant Centre willbe askedto complete a Confirmationof Receiptand
InfusionDOCT139 formto confirmthisinformation.

12.15 Transplant Centre concerns about the quality of the Cord Blood Unit(s)
Ifthe Transplant Centre hasconcernsregarding:

o  thequality ofthe CordBlood Unit(s) during shipment(e.g.if therewasasuspected
significant warming event during shipment)

o theappearanceofthe CordBloodUnit(s)(e.g.anyunusual discolouration,bag
integrityissues, visible airpockets, improperlabellingetc.)

o  theresultsoftestsindicatingpoorviability/yield

thensuchconcernsmustbeimmediatelyreportedto Anthony Nolaninaccordance withthe
procedure onsection15 of this User Guide.

12.16 Procedures for Transplant Centres to which Anthony Nolan provides a
Histocompatibility Laboratory Clinical Service- Cord Blood Unit (s) recipients

Priorto the conditioningregime of any Cord Blood Unit’srecipient, the Transplant Centreshall
carryoutverificationtypingofatleastHLA-A, -B,and -DRBTataminimumlevel of low
resolutionuponreceipt of the shipped Cord Blood Unit(s).

This verification typingisin addition to any verification typing which has already been
performed (usually by the Cord Blood Bank). Typing mustbe performedonasegmentofthe
tubingintegrally attachedto the Cord Blood Unit(s), if available. Otherwise, asatellite vial
shippedwiththe CordBlood Unit(s)may beused.|If no segmentisavailable, thisstepcan be
performed after transplantation and must be initiated as soon as possible after thawing the
Cord Blood Unit(s). As soon as possible after shipment of the Cord Blood Unit(s),asegmentor
vialmustbe sentbythereceivingTransplant Centre to the AnthonyNolan laboratories for
verification typing as set outin the Anthony Nolan Laboratories’ User Guide.

Ifthe cordbloodbankisnot performingverificationtyping, Anthony Nolanwillarrange forDNAto be
shippedtothe Anthony Nolanlaboratories fortesting.

The Anthony Nolan Laboratories’ User Guide can be found on the Anthony Nolan website.
https://www.anthonynolan.org/clinicians-and-researchers/services-transplant-centres/full-
list-forms

12.17 Cancellation or Postponement

If apatient’stransplantispostponedorcancelled, thismaynecessitate amendmentor

cancellationof acourierbooking. The Transplant Centre whichispurchasingthe
CordBloodUnit(s)shallbeliable to pay forthe Cord Blood Unit(s)if it/they have beendispatched and
shall also be liable for any courier costsincurred as a result of this postponement or cancellation.
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13 FACILITATINGRELATED DONORS SERVICEFOR
DONORSINTHEUNITED KINGDOM

13.1 Related Donor Sample Procurement

Ifarelateddonorisresidinginthe United Kingdom, Anthony Nolancanhelp facilitate thecollection
of samples from them for the purposes of testing to investigate if they are a suitable matchfor
transplant.

Ifthe Transplant Centre wishestouse this service, they must complete the Related DonorSample
Request forHLATyping DOC3955 form and send it to the Transplant Centre’s designated Anthony
Nolanemailaddress.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

TheTransplant Centre musthavefirst contacted therelateddonorto confirmthattheyarewillingto
providethe samplesbeforerequestingthisservicefromAnthonyNolan.

Providing the related donoris willing to donate, Anthony Nolan will arrange for the samplesto
becollectedandshippedtotheaddressindicatedontherequestform. Once the testing has
been completed, the Transplant Centre must notify the related donor of the outcome.The
AnthonyNolan Verification Typing Co-ordinatoror Search Co-ordinatormust also be told of
this.

13.2 Related Donor Stem CellProduct Procurement

If arelated donoris the best match for the patient, the Transplant Centre can requestAnthony
Nolantohelpfacilitate the cellproductcollection. The Transplant Centre musthavefirst
contactedtherelateddonorto confirmthattheyarewillingtodonate before requesting this
service.

The Transplant Centre must complete the Related Donors - Formal Request for BloodStem
Cell CollectionDOC3983 form, aformallaboratory HLA typing report for both patientand
relateddonorand, dependingonwhichstemcellsourceisrequired(either PBSC orbone
marrow) submit this to the work-ups’ e-mail address: workups@anthonynolan.org. If
verification typing has not been performed at this stage, the Related Donor Sample Request
forHLATypingDOC3955formmust alsobesubmitted tofacilitate the sample procurement.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

Anthony Nolan will make all the necessary arrangements for collection of the stem cellsfrom
therelateddonorresidinginthe UKasperthe applicable procedures set out onthisUser Guide.

13.3 RelatedDonorClearance
The AnthonyNolanDonorConsultanthas the finaldecisionformedical signoff foranyrelated

donorresidinginthe UK. Any medicalissues that the Anthony Nolan Donor Consultant
considersmay pose apotentialrisktothe patient willbe discussedwiththeTransplant Centre.

DOC710 V14 (0624) 39


mailto:workups@anthonynolan.org

13.4 Postponementand Cancellation of Transplant

The Transplant Centre must immediately notify Anthony Nolan of any postponement or
cancellation of atransplant by completing the Postponement/Cancellation DOC2258 form.
The Transplant Centre must also notify the related donor of such a change and confirmby
emailtoAnthonyNolanthishasbeendone.DOC2258 mustbe emailedtothe Anthony Nolan
Donor Provisionteam. Without it, the cancellation/postponement request cannotbe
processed. IfacancellationorpostponementrequiresurgentactionbyAnthonyNolan and
occurs outside office hours the Transplant Centre must call the Anthony Nolanemergency
telephone number.

13.5 Procedure afterDonation

Related donorsresiding in the UK will receive follow up for10 years, as detailed in this User
Guide. Thisincludes the management of Serious Adverse Events, donors’ physical and
emotionalrecovery fromdonationand counselling post-donationif required. AnthonyNolan will
not provide updates onthe patient’s progress forrelated donors or facilitate patient/donor
correspondence, therelated donorwillbe directedto the Transplant Centreif required.

13.6 Emergency Bone Marrow DonationfromaRelated Donorinthe UK

If aTransplant Centre requires Anthony Nolan to facilitate an emergency bone marrow
donation from arelated donorin the UK, in the instance where a PBSC from the relateddonor
performedatthe Transplant Centrehasbeenunsuccessfulandthe cellcountof thePBSC
collectedfromtherelateddonorislessthan1x10"6 CD34+cells/kg patientweight aftertwo
days of apheresis, it should:

o) confirmdirectlywiththerelateddonortheirwillingnesstoproceedwithabone
marrow donationbefore approaching Anthony Nolan

o  providethefullmedicalreport,includingvirologyresults,tohave beencompletedto
JACIE standardswithin 30 days of the proposed emergency donation

o0  endeavour to give maximum possible notice to Anthony Nolan with a view to
facilitating the donation as soon as possible. The Transplant Centre must contactthe
Directorof DonorandTransplantation Servicestoinformthemofthe needforthis
requestandintheirabsence the Head of Registry Services

o completetheFormalRequestforBlood StemCellCollectionRelated Donors
DOC3983 formand a formallaboratory HLA typing report for both patientand
relateddonorandsubmittothework-ups’ e-mailaddress:

o workups@anthonynolan.org.

o) ForTransplant Centres who are using AN Connect this can all be done via the portal.

AnthonyNolanwillthenendeavourtofacilitate the collectionas quickly as possiblefollowing the
notificationofthe need(within24 hourswhere possible).

13.7 Related DonorTransport-only Requests

Uponrequest, Anthony Nolancanalso provide atransportationservice forhaematopoieticstem
cells (either fresh or cryopreserved) from arelated donorwhere Anthony Nolan didnot facilitate
the collection. If agreed, Anthony Nolan will transport the product from the applicable UK
collectioncentretothe Transplant Centre (a ‘Transport-only Request’).

Transport-only Requests are only available where the collection (and cryopreservation if
applicable)iscarriedoutataUKhospitalwhichislicensedbytheHTAfortheapplicablelicensed
activities.
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InordertofulfilaTransport-only Request, the Transplant Centre shall provide AnthonyNolan (via
emailto Anthony Nolan’snominated emailaddress)with:
o  suchdetailsofthe productcollectionasmayberequestedbyAnthonyNolan
(including collection date(s)/time(s), HTAlicence details of collecting hospital)
o  confirmationofthefullcollectionanddeliveryaddresses

o acompleteddonorclearanceform
AnthonyNolan’s obligationsinfulfillingaTransport-only Requestarelimited to thefollowing:

o  AnthonyNolanwillarrange the transportation of the productusinganAnthonyNolan
volunteercourier,orathird-party commercial courier,to collectfrom
anddelivertothe addressesnotifiedbythe Transplant Centre to Anthony Nolan.

o  AnthonyNolanwillnotify the Transplant Centre of the courier'sexpected collectionand
deliverytimes.

TheTransplant Centre must ensure thatthereisapersonwaitingatthe Transplant Centre’s
designated collection and delivery addresses to release andreceive the product to and from
the courier at the specified times.

If the product not infused within 48 hours of receipt, the Transplant Centre mustensure that
itcomplieswithalllaws andregulations applicable tothe storage (and

cryopreservation where applicable) of the product (including ensuring its storage facility is
appropriatelylicensedby,andcompliesat alltimeswith, therequirements of the HumanTissue
Authority).

Therisk of loss ordamage to the product shall only pass to Anthony Nolan when the courier
physically collects the product and Anthony Nolan shall have no liability for any lossordamage
tothe productoncethe courierhasphysically deliveredthe producttothedelivery address
specifiedbythe Transplant Centre.

The Transplant Centre expressly acknowledges and agrees that Anthony Nolan has no
responsibility orliability to the Transplant Centre in connection with the procurement and/or
processing of any product or the quality of any product transported under a Transport-only
Request. Such products shallnot be a considered ‘cell products’ under these procedures.
The sole extent of Anthony Nolan’s responsibilities in connection withany Transport-only
Requestsarethe fulfilment of transportationarrangementsasset outinthis section.

The Transplant Centre shall report any Serious Adverse Events or Serious Adverse Reactions
whichrelate to the transportation of the product to Anthony Nolan in accordance withsection
15.1. The Transplant Centreis alsoresponsible fornotifyingits ownUK collection centre of any
Serious Adverse Events or Serious Adverse Reactions which relateto the procurementand/or
processing of the productand, whererequired, reportingsuchincidents to the HTA.
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14 RELATED DONORS SERVICEFOROVERSEAS
DONORS

14.1 Related Donor Sample Procurement

Iftherelated donorisresidinginacountrywhere Anthony Nolanhas(orcanputinplace) an
arrangementwitharegistryorhospitaltoarrangetheserequests, AnthonyNolancan help
facilitatethe collectionof samplesfromarelated donorforthe purposesoftestingto
investigateif therelateddonorisasuitable matchfortransplant.

Ifthe Transplant Centre wishestouse this service, they must complete the Related DonorSample
Request forHLATyping DOC3955 form and send it to the Transplant Centre’s designated Anthony
Nolanemailaddress.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

TheTransplant Centre musthavefirst contactedtherelated donorto confirmthattheyarewillingto
providethe samplesbeforerequestingthisservicefromAnthonyNolan.

Providing the related donoris willing to donate, Anthony Nolan will arrange for the samplesto
becollectedandshippedtotheaddressindicatedontherequestform.Once the testing has
been completed, the Transplant Centre must notify the related donor of the outcome.The
AnthonyNolan Verification Typing Co-ordinatoror Search Co-ordinatormust also be told of
this.

14.2 Related Donor Stem CellProduct Procurement

If arelated donoris the best match forthe patient, the Transplant Centre canrequest Anthony
Nolan to help facilitate the cell product collection provided the related donoris inacountry
where Anthony Nolanhas(orcanputinplace)anarrangementwitharegistryorhospitalto
arrange theserequests. The Transplant Centre must have first contactedthe relateddonorto
confirmthattheyarewillingtodonatebeforerequestingthisservice.

TheTransplant Centre must complete the Related Donors - Formal Request forBloodStem
CellCollectionDOC3983form,aformallaboratory HLAtypingreportforboth patient and
related donor and, depending on which stem cell source is required (eitherPBSC orbone
marrow)submit thisto the work-ups’e-mailaddress: workups@

anthonynolan.org. If verification typing has not been performed at this stage, the Related
DonorSample Request forHLATyping DOC3955formmust also be submittedtofacilitatethe
sample procurement.

ForTransplant Centres who are using AN Connect this can all be done via the portal.

Forrelated donors residing overseas, Anthony Nolan will make all the necessary arrangements
forcollectionofthestemcellsaspertheapplicable proceduressetouton thisUser Guide.
AnthonyNolancanonlyarrange theimport of cellswhere Anthony Nolanis coordinating the
collection.
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14.3 Postponementand Cancellationof Transplant

The Transplant Centre must immediately notify Anthony Nolan of any postponement or
cancellation of atransplant by completing the Postponement/Cancellation DOC2258 form.
The Transplant Centre must also notify the related donor of such a change and confirmby
emailtoAnthonyNolanthishasbeendone.DOC2258 mustbe emailedtothe Anthony Nolan
Donor Provisionteam. Without it, the cancellation/postponement request cannotbe
processed.IfacancellationorpostponementrequiresurgentactionbyAnthonyNolanand
occursoutside officehours, the Transplant Centre must callthe Anthony Nolan emergency
telephone number.

15 MANDATORY REGULATORY REQUIREMENTS

15.1 Serious Adverse Event/Reaction Reporting

AnthonyNolan’sHTAlicence obligationistoreportall Serious Adverse Events(SAE)andSerious
Adverse Reactions(SAR)tothe HTAwithin 24 hours of being notified.

Therefore, the Transplant Centre must report all Serious Adverse Events or Reactions and any
otherwhich may affect the cell product or the patient outcome to Anthony Nolan as soon as
possible (at the latest within 24 hour of occurrence). If during office hours, contact the Donor
Provision Coordinator you have been liaising with throughout the workup or send to
donorprovision@anthonynolan.org /call 0207424 6699. If outside office hours, the Transplant
Centre must call 07710 599161 as a high priority.

Thereport provided mustinclude alltheinformationrequiredby the HTAforthe reportingof
Serious Adverse Events and Serious Adverse Reactions, as specified on the HTA website:
https://www.hta.gov.uk/policies/human-application-adverse-event-and-reaction-saears-

reporting

Theinformationshouldinclude:

o dateofthe adverse event/adversereaction
locationoftheadverse event /adversereaction
relevant material affected
partof processtheeventwaslinkedto
suspectedcauseofevent/reaction
descriptionof event
actiontakentodate

OO O 0O 0O OO0 O

The Anthony Nolan Quality teamwill follow up with the Transplant Centre while preparingthe
followupreport tothe HTA.
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15.2 Traceability: Compliance with certain requirements of HTA Directions 001/2021 (asmay
be amended or superseded from time to time)

The Transplant Centre will comply with such procedures and supply suchinformation, as
AnthonyNolanmayfromtimetotime specify to ensure thatthe traceability requirementsof the
HTA’s Guide to Quality and Safety Assurance forHuman Tissues and Cells for Patient
Treatment (as may be amended or superseded from time to time) are met. In particular, the
Transplant Centre willensure that Anthony Nolanisinpossession of allthe informationlistedin
numberedparagraph157fromthe HTAGuide whichisasfollows:

“157. The minimuminformationto be providedto the tissue establishmentsbyendusersis:

identification of the suppliertissue establishment
identification of the clinician orenduser/facility
typeoftissuesandcells

productidentification

identificationof therecipient

date of applicationordate of disposal

the SEC (if applicable).”

"0 Q0T

©

TheTransplantCentre confirmsthatit maintainstraceabilityinformationasrequiredbythe HTA.

16 CRYOPRESERVATION OF HAEMATOPOIETICSTEM
CELLS

16.1 Infusionand Cryopreservation

The Transplant Centre mustnot store orcryopreserve collectedhaematopoietic stemcellsfor
morethan48hourswithoutthe priorwrittenagreementofthe Anthony NolanDonor Consultant
ortheirdeputy. Ifithas been agreed that the Transplant Centre can store collected
haematopoietic stemcellsformorethan48hours,thenthismustbe done bya storage facility
withanappropriate HTAlicense.

The Transplant Centre must notify Anthony Nolan in writing when the cryopreservedcell
productis eitherinfused or discarded. Excess material post-transfusion may be
cryopreservedfortherapeutic purposesordiscardedaccordingto standard protocols
withoutapplying to Anthony Nolanforthe donor’s permission.

The Transplant Centre shallpromptly complete andreturna CellProcessingReporttoAnthony
Nolaninrespectofeachcellproductreceived. Thisrecords(amongst other things)theamount
ofthecellproductwhichiseithercryopreservedordiscarded.

16.2 CryopreservationofLymphocytes

@ Unless otherwise notified by Anthony Nolan that approval from an International
Establishmentis required, the Transplant Centre may cryopreserve lymphocytes without the
priorapprovalof Anthony Nolan providedthat the firstaliquotisinfusedwithin14 daysofthe
lymphocytesbeingdonated,andthisdate ofinfusionisstatedinthe CellProcessingReport
referredtoinsection16.1above. However, priorapprovalis stillrequired for somelnternational
Establishments. Whererequired, Anthony Nolanwillcontact the International Establishment on
the Transplants Centre’s behalf uponrequest.
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) Ifthe Transplant Centre desiresto cryopreserve the lymphocytesforlongerthan14 days
before administeringthefirstdose,itmust notify Anthony Nolanand mustalso notifyAnthony
Nolaninwritingwhenthe cryopreservedproductiseitherinfused ordiscarded.

The Transplant Centre mustreport any Serious Adverse Eventand/or Serious Adverse Reaction
affectingthe CellProductinaccordancewiththe proceduresinsection15.1ofthis User Guide.

16.3 Cryopreservationof Haematopoietic Stem Cells on Behalf of the Transplant Centre

Ifthe Transplant Centreisunableto cryopreservethe cellproduct attheirestablishment,the
Transplant Centre canrequestthat Anthony Nolanarrangesthisontheirbehalf. This canbe
requestedatanypointduringthe work-up processbutatthepointofrequestis preferred,oras
earlyaspossible. Oncetherequesthasbeenmade, AnthonyNolanwill confirm:

o  followingreview of their cryopreservation processes to ensure they meet the UK
requirements, if the Collection Centre orinternationalregistry arranging collectionof
the cell productis able to fulfil the request. If there is any shortfall/non- compliance
identified, Anthony Nolanwillnotifythe Transplant Centre

o ifthe Collection Centre orinternational registry arranging collection of the cell
productisunabletofulfiltherequest,ifthe AnthonyNolan CellTherapy Centreisable
tofulfiltherequest(atpresentthe AnthonyNolan CellTherapy Centreisunable to
cryopreserve bone marrow).

Inallcircumstances, the Transplant Centre willbe asked to complete the CryopreservedAdult
Cells TC Questionnaire DOC4986 form and return this before the donor starts their G-CSF
injections (for PBSC collections) or travels to attend their bone marrow orlymphocyte
collection.

Theestablishment cryopreservingandstoringthe cellproductshalldo thisinline withitsstandard
processing procedures.

If cryopreservationiscarried outbythe Anthony Nolan CellTherapy Centre, the Anthony Nolan
CellTherapy Centre canstoreacryopreservedcellproductforamaximum period of 12 months.
At the one year anniversary of the initial storage, either arrangements willneedtobe made
betweenthepartiesforthe transport of the cryopreserved cellproduct tothe Transplant
Centre’sstoragefacility of choice or, alternatively,anagreement forlongterm storage at the
Anthony Nolan Cell Therapy Centre willneed to be agreed betweenthe partiesinwriting.

Priortorelease, the establishment cryopreserving and storing the cell product shall complete
therelevanttestsforitsrelease, suchasviability testsand microbiology testing, inaccordance
withits standard processingproceduresandwillcomplete a CryopreservedCellProduct
Release DOC4987 formwhichwillbeforwardedtothe Transplant Centre.

This form details the cryopreservation process and provides information with regards tothe
viability of the cryopreserved cell product. The form requires confirmation of receiptfrom the
Transplant Centre by signingandreturningto Anthony Nolan.

TheTransplant Centre willthenadvise of asuitable shipmentdate and confirmitishappyto
proceed by completing the Confirmation of Cryopreserved Cell Product Acceptability
DOC4988form.TheTransplant Centremustreturnasignedcopy of the Confirmation

of Cryopreserved CellProduct Acceptability DOC4988 form by emailto Anthony Nolan
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beforethecryopreservedcellproductcanbereleasedandtransportationarrangementscan
be made.

If the Transplant Centre cancels the request for cryopreservation after the cell producthas
been cryopreserved, but before transportation of the cell product, Anthony Nolan may
dispose ofthe cellproductinaccordance withAnthony Nolan’s standard operatingprocedures.

16.4 Shipment of Cryopreserved Haematopoietic Stem Cells

AnthonyNolanwillarrange the transportation of the cryopreserved cellproductfromthe
Anthony Nolan Cell Therapy Centre, UK Collection Centre or the international registry’s
collection centre, as applicable, to the Transplant Centre using an external courier company
withwhich Anthony Nolanhas contracted.

Anthony Nolan will book the courier for the transportation of the cryopreserved cell product
totheaddressstipulatedbythe Transplant Centre ontheinitialwork-uprequest form-Formal
RequestForBlood Stem CellCollections DOC3842, orthe FormalRequestforsubsequent
BloodStem CellorLymphocyte CollectionDOCI1119 form.

Anthony Nolan will notify the Transplant Centre of the courier details and shall liaise withthe
courierin orderto arrange a delivery date and time. Anthony Nolan will notify the Transplant
Centre of the trackingdetails. The Transplant Centre must ensure thatthereis apersonwaiting at
theTransplant Centre’sdesignated addresstoreceive the cryopreservedcell product atthe
stipulatedtime.

Onreceipt of the cryoshipper, the Transplant Centre must check the integrity of the
cryopreserved Cell Product, including the seals, the datalogger and cryoshipper, and complete
ReceptionForm DOCI1567 provided by Anthony Nolanandreturnthiscompletedform to Anthony
Nolan by email. The Transplant Centre must notify Anthony Nolan immediately of any irregularityin
the cryoshipper by emailing the Donor Provision Co- ordinatorresponsible forthe patient’swork-
up.Where possible the supply of photographicevidence of theirregularity should beincluded with
thereport.

AnthonyNolanwillberesponsible formakingallthe arrangementswitha couriercompanyto
ensure thereturnof the cryoshipper.

When thawing the cryopreserved cell product, the Transplant Centre must check theseals
very carefully and thaw the cryopreserved cell product precisely in accordancewiththe
instructions containedinthe shipment packetaccompanyingthe cellproduct
(Recommended Thawing Procedures DOC1570).

For storage of the cryopreserved cell product, the Transplant Centre willneed to follow the
guidance onthe Confirmationof Cryopreserved CellProduct Acceptability DOC4988form.

TheTransplant Centre musthave the ability to store the cryopreservedcell product ondelivery
andpriortotransplant. The cellproductmustbecryopreservedat-150°Cor below.

Ifthe cryopreservedcellproductisnotinfusedwithin48 hoursofreceipt, the Transplant Centre
must ensurethatitcomplieswithalllawsandregulationsapplicable to the storageof the
cryopreserved cell product (including ensuring its storage facility is appropriately licensed by,
and complies at all times with, the requirements of the Human Tissue Authority).
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16.5 Bespoke Arrangements

If Anthony Nolan and the Transplant Centre have enteredinto a separate agreementfor
cryopreservationandstorage servicestobe carried out by the Anthony NolanCell

Therapy Centre,theterms of suchagreementshallapplyinplace of sections16.3and16.4above.

17 PROCEDURE AFTERDONATIONFORUNRELATED
DONORS

17.1 Post Donation Follow-Up

Anthony Nolan donors are followed up for a period of 10 years post donation. Short term
follow-up ensures that donorsrecover both physically and emotionally from donation, as well
as managing any serious adverse events post-donation. Donors can access a specialist
counsellorif needed. Long term follow-up monitors the donors’ continuing availability for
subsequent donations, and the development of long-term health conditions which may
impact the patient’s health or their ability to remain on the register. Allotherregistries have
theirown follow-up procedures, accordingtolocalregulations andWMDA guidelines.

17.2 Possible Future Donation

Anthony Nolan will ask donors about their willingness to be approached for future donations.
Anthony Nolan will notify the Transplant Centre in writing if the donoris notwilling to consider
anyfuturedonation, orif,foranyreason,thedonorhasbeenremovedfrom therelevant
register.

17.3 UpdatesonPatient’sProgress

Each donoris asked following donating if they would like an update on the patient’s progress
withinthefirstyearafterdonation. Anthony Nolanshallobtaininformationon UKpatients fromthe
BSBMTCT at around sixmonths afterdonation.

17.4 Donor / Patient Contact

AnthonyNolan’s Direct Contact policy statesthattheidentitiesof bothdonorand patient must
remainconfidentialforatleasttwoyearsafterthedate of thelatesttransplant,orforatleastone
yearfollowingaDLIdonation. Duringthe two-yearperiod,anonymous correspondence (i.e. no
identifying information such as names or living/working locations) maybe exchanged,and no
giftsorphotographsare allowedtobeexchanged.The correspondenceis screened by the
Transplant Centre and Anthony Nolan. Anthony Nolan will take advice from the Transplant
Centre onthe appropriateness of any correspondence to the Transplant Centre’s patient.
Correspondencefornon-Anthony Nolandonorswillbe sentto therelevantregistry to be
passedtothedonor.

Two years after the transplant, it may be possible for Anthony Nolan to arrange direct contact
betweenthe donorandthe patient,butonlyontheinstigation of the patientandif the
Transplant Centre hasnotraisedany concerns,bothpartieswillneedto complete asigned
consentform.

AnthonyNolan’spolicy ondirectandindirect contactbetweenthe donorandthe patientwillbe
discusseddirectlywiththe donoraspart of the donor’sfollow-up.
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Allreqgistries have their own patient/donor contact and anonymity policies which may include
life-long anonymity for patients and donors. For non-Anthony Nolan donors, Anthony Nolanwill
workwithTransplant Centre onrequesttoadvise the Transplant Centreof the patient/donor
contactrulesoftheapplicable UKregistry orinternationalregistry so that patientscanbe
informed of these fortheirdonor.

Messages or correspondence between patients and donors can take effect after the
transplant has taken place. To ensure donor and patient confidentiality, any messages received
priortothetransplantwillberetainedbyAnthonyNolanandnotforwardedontotheintended
patient.If apatientwouldlike to sendtheirdonoramessage of thanksonce the transplanthas
takenplace,these canbehandedtotheirtransplantteamtosendonto Anthony Nolan who will
then forward on to the donor directly for Anthony Nolan donors,or to the relevant registry to
forward to non-Anthony Nolan donors. Alternatively, the patient can post or email theirmessage
directly to Anthony Nolan with a covering letter advisingwhoiitis from.

If the family of a deceased patient wishes to contact the donor, then any messages canbe
passedto the transplantteam or sent directly to Anthony Nolan. Direct contact maybe
allowedoncase-by-casebasisinthese circumstancesand shouldbeinitially discussedwith
the Donor Follow-Up Manager.

Correspondence shouldbe mailedto:

DonorFollow-UpTeam
AnthonyNolan
2HeathgatePlace
75-87 AgincourtRoad
London

NW32NU

orsentbyemailto donor@anthonynolan.org

If aTransplant Centre is aware that a patient wishes to blog or share their experience on
socialmedia,thentheTransplant Centre should advise the patienttofollow Anthony
Nolan’sguidewhichcanbe obtainedfromthe Patient Servicesteam,toensurethedonorremains
anonymous. Patients must not post any information about the donor’s location, age or gender,
and make sure the informationlabel on their stem cell bagis not visible ifthey posta
photograph.Inaddition, patientsmustnottryto contactthe donordirectly on socialmediaor
share any correspondence withthe donorwithout express permissionfromAnthony Nolan.

Inthe case of any queriesorpossible breaches of confidentiality please contactthe Donor
Follow-Up Manager.

17.5 AuditofTransplant Centre

The Transplant Centre shallpermitAnthony Nolanto carry out suchauditsasarerequiredto
comply with WMDA standards.

17.6 Retention of Records

The Transplant Centre mustretainallrecords associatedwiththe cellproductfor 30 yearsfrom
date of clinicaluse ordisposal of the cell product.
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18 PATIENT SERVICES

18.1

Accessing Patientinformation thatis Specific to Post Transplant Recovery

and lae Effects

AllAnthony Nolanpatientinformationis availableviathe ‘Patientsand Families’ section ofthe
AnthonyNolanwebsite atwww.anthonynolan.org/patients-and-families.

- Bookletscanbe ordered ordownloaded atanthonynolan.org/booklets

0]

o
o

o

Toorder,scrolltothebottomofthe page, complete theinformationformand
submit.

Todownload, selectthe publication of choice.
Toorderpublicationsoverthetelephone, call03033030303.

Toread Anthony Nolan’swide selection of patientblogs,go
toblog.anthonynolan.org

Towatch AnthonyNolan’s patientexperience videos,

go to anthonynolan.org/patients-and-families/patient-insight-videos
ToaccessAnthonyNolanpodcasts, gotoanthonynolan.org/podcast
TodownloadMyTransplant Trackerapp,
gotoanthonynolan.org/mytransplanttracker

Tojointhe online forum, go to anthonynolan.org/forum

18.2 Accessing the Peer Support Service

0]

(0]

(0]

Formoreinformationaboutthe peersupportservice,goto
anthonynolan.org/peer_support

Aquestionnaire willbe senttothe patient priortobeingconnectedtoapeer

supporter.

Therearealimitednumberof spacesavailableforthisserviceatonetime.Forany
questionsregarding peersupport,email patientinfo@anthonynolan.org
orcall030330303023.

18.3 Accessingthe Vocational Rehabilitation Service

(0]

Formoreinformationabout supportreturningtoworkortobereferred, healthcare
professionals and patients/families can email the Patient Services team at
patientinfo@anthonynolan.organd a member of the teamwillbe in touch, or
call03033030303 )

FormoreinformationaboutWorking to Wellbeing, visit the website
working2wellbeing.com/

18.4 Accessingthe Telephone Emotional Support Service

(0]

Formore information about the emotional support service orto be referred,
healthcare professionals and patients/families can goto anthonynolan.org/patients-
and-families/get-support-us/telephone-emotional-support or email the Patient
Servicesteam at patientinfo@anthonynolan.org and a member of the teamwillbe in
touch. Alternatively, they cancall03033030303.

Formoreinformationabout Workingto Wellbeingvisit the website
working2wellbeing.com/

18.5 Applying foran Anthony Nolan Patient Grant

o

Healthcare professionals orpatients/familiescandownloadand complete agrant
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form by going to anthonynolan.org/grant or by emailing
patientinfo@anthonynolan.org

o  The first half of the application form can be completed by a patient or family
memberandthe backpage mustbe completedbyahealthcare professional(i.e.,
ClinicalNurse Specialist)inordertovalidate the application.

o TheGrantsPanelmeetseverytwoweekstodiscussgrantapplications.

18.6 Healthcare Professional EducationDays

The Patient Services teamrun Transplant Healthcare Professional Education Days throughoutthe
year.Theseareforadultand paediatric servicesandare Royal College ofNursing Accredited. For
more information on dates andlocations please email lead.nurse@anthonynolan.org

18.7 Patient and Family Share and Support Days

ThePatient ServicesTeamrun Share and Supporteventsthroughouttheyearforpatientsand
families going through transplant. These may be virtual or face to face. Formore information
ondatesandlocations, please email Clare.McCrudden@anthonynolan.org

18.8 Anthony Nolan Healthcare Professional Funding Programme

Anthony Nolan funds healthcare professionals who work in post-transplant services. Funding
isforaperiodofthreeyears. Theserolesinclude Clinical Nurse Specialists (CNS)and Clinical
Psychologists. Notification of the opening of applications for a funded post will be emailed to
allUK Transplant Centres via the British Society of Blood and MarrowTransplantation and
CellularTherapy (BSBMTCT) at the appropriate time. To express aninterest and to find out
more, healthcare professionals should email lead.nurse@anthonynolan.org

19 HISTOCOMPATIBILITY SERVICES

19.1 Specialised Histocompatibility Services

Anthony Nolan provides certain specialised histocompatibility services which are in additionto
the standardhistocompatibility servicesaspartof the donorselectionandmatching
procedures.

These specialised histocompatibility services are describedinbriefinthis sectionandwillbe
providedbyAnthonyNolanifthe Transplant Centrehasrequestedthese.

19.2 HLATyping

@® HLAtyping,ABO andRhDblood group testingand CMV screeningonPatientsunder
considerationforahaematopoietic stemcelltransplant.

b) HLAtyping,ABOandRhDblood grouptestingand CMV screeningforpotential
RelatedDonorsforPatientsawaitingahaematopoietic stemcelltransplant.

© HLA typing, ABO and Rh D blood group testing, CMV, HIV, Hepatitis B and C testingon
bloodsamplesfromallrequestedunrelated Donors selected forPatients.

(d) HLAtypingtoaminimumofhighresolutionforHLA-A,-B,-C,DRB1, DRB3, DRB4,
DRB5,DQB1and DPBI.

5C ANTHONYNOLAN


mailto:patientinfo@anthonynolan.org
mailto:lead.nurse@anthonynolan.org
mailto:Clare.McCrudden@anthonynolan.org
mailto:lead.nurse@anthonynolan.org

19.3 Additional Testing

Anthony Nolan shall perform additional testing, which may include typing to high resolution
andtypingof HLA-DPBT, onpatientsand probable matchingdonorsas deemednecessary by
Anthony Nolan and the Transplant Centre in accordance with The EuropeanFederationfor
Immunogenetics (EFI) Standards.

19.4 Written Report

Anthony Nolan shall prepare a written report of results which show the degree of matching
betweenpotentialdonorsandpatientsandshallsend thisreportbyemailtotheperson
nominated by the Transplant Centre.

19.5 Storage of Samples

AnthonyNolanshallstore samplesof blood, DNAand serumderivedfromblood,accordingto
therelevant guidelines.

20 CORD SUPPORTPROGRAMME

20.1 Cord SupportProgramme

The Cord Support Programme is a comprehensive suite of optional free services for
Transplant Centresincluding training, additionalinformation and advice, on shortlisting, quality
evaluationandhandling of Cord Blood Units. The Transplant Centre can customisetheirrequest
andchoosetoreceiveanyoralltheseservicesfree of charge. These servicesinclude:

o aCordBloodUnitshortlistingservice.Thisisafulloranad-hocservicefor
Transplant Centresrequiring supportinmaking theinitial selectionof the
bestpossible CordBlood Units. Cord Blood Unit searchresults willbe accompaniedby a
table of the 5-10 best Cord Blood Units for the Patient based on BSBMTCT
recommendations (2015)

o) a Cord Blood Unit report checklist service. Thisis a full oran ad-hoc service for
Transplant Centresrequiring supportinevaluating Cord Blood Unitreports.A
comprehensive checklist to highlight any potential quality issues or missing
informationforCordBlood Unitsbased onFACT standardswillbe providedto
accompany anyrequested Cord Blood Unitreports

o) provision of briefson Cord Blood Bank (CBB) operational specificstoaccompanyCord
Blood Unitreports. These information documents provide extensive informationon
the operational processesandprotocols of different
CBBsworldwide

o  consultancyservices. Thisisanad-hoc Cord Blood Unitadviceserviceforall
Transplant Centres. Adedicated mailbox cordsupport@anthonynolan.org

o isavailableforallcustomerqueriesrelatedto Cord Blood Units

o) accesstoaCordBloodUnit quality enquiriesphoneline (managed by CBB expert)for
urgentqueries

o) aregularCordBlood UnitserviceupdateforTransplant Centreswithnewson CordBlood
Unit related topics, references to new papers, feedback fromrelated conferences
and otherusefulinformation

o  educationsessions which are specifically targeted to Transplant Centres basedon
theirneedswiththe choice of ‘in-house’ orroadshowtype events. These cancover
anyaspectof CordBloodUnitacquisitionincluding selection, quality
evaluationandprovision
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o on-sitetraining sessions for Transplant Centres on thawing, infusion and
troubleshootingwithcommon Cord Blood Unit thawing problems andinfusion
issuesincludingdamaged Cord Blood Units

21 ANTHONY NOLAN’S ACCREDITATION
ANDREGULATION

21.1 Companies House

AnthonyNolanisregisteredasacompanylimitedby guaranteeinEnglandandWales,registration
number2379280 withitsregistered office at:

Royal Free Hospital
Pond Street
LondonNW32QG

21.2 Charity Commission and Office of the Scottish Charity Regulator

Anthony Nolanisregistered as a charity with the Charity Commissionin England and Wales,
registrationnumber803716 and withthe Office of the Scottish Charity RegulatorinScotland,
registrationnumberSCQO 38827.

21.3 WMDA

AnthonyNolanisaccredited by the WorldMarrow DonorAssociation (“WMDA”)inthefollowing
categories:

General Organisation of Registry
DonorRecruitment

DonorCharacterisation
InformationTechnology

Facilitationof searchrequests
Second/subsequent donations
Collection/processing/transport of stemcells
Followup of Patient/Donor
Financial/legalliabilities

O OO0 000 O0OO0OOo

AnthonyNolancomplieswith WMDA International Standards for Unrelated HematopoieticCell
Donor Registries which can be found on the WMDA website:
https://wmda.info/professionals/quality-and-accreditation/wmda-standards/.
Forclarity, these standardsalsoapplytorelateddonors.
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21.4 HTA
AnthonyNolanholdsthe followingHTAlicence:

o Licence 22513 permitsthe Anthony NolanRegistry to carry outthe procurement,
distribution and/orimport/export of tissues and/or cells intended for human
application.

o) Permitsthe Anthony Nolan Cord Blood Bankto carry outtheprocurement,
processing, testing, distribution and storage of cellsintendedforhuman
application.

21.5 National Ethical Approval

The AnthonyNolan Cord Blood Bankholds National Ethical Approvaltoactasaresearchtissue bank.

21.6 FACT-NetCordAccreditation

The Anthony Nolan Cord Blood Bankhas FACT-NetCord Accreditation.

21.7 UKAS and the European Federation forImmunogenetics

The Anthony Nolan Histocompatibility Laboratories are accredited to ISO 15189:2012 -

MedicalLaboratories(ref 8630)bythe United Kingdom Accreditation Service (UKAS);and by
the EuropeanFederationforimmunogenetics (EFI) (ref 03-GB-005-995).

22 RESEARCH

22.1 ResearchRequestsbyaTransplant Centre

The Transplant Centre mayrequestthatdonorsareinvitedto consenttobeinginvolvedina
research programme, project or study. An application must be submitted by the study
sponsororchiefinvestigatorofthe Transplant Centre toinvolve Anthony Nolandonorsin any and
allresearch programmes, projects or studies toresearchstudies@anthonynolan. org for
attentionof the AN Clinical Trials Supervisor. Suchanapplication must consist of:

o the DonorResearch Study ApplicationDOC3323form

o) evidence of relevantinstitutionalreview board approval

o astatementdetailinghowanycostsincurredbyAnthonyNolanasaresult of thedonor
participatingin the study will be reimbursed, e.g., additional blood draws,donor
travelexpensesandloss of earnings

o  theResearchProtocol

o) donor/participantinformationsheetand

o thedonor'sconsentform.

Anthony Nolan will then consider the request inrespect of an Anthony Nolan donor. Allresearch

studiesinvolving Anthony Nolandonorswillrequire the approval of the AnthonyNolan medical affairs

committee.

Inthe case of an NHSBT donor, Anthony Nolan will forward all the study documents onto
NHSBT foritsreviewand consideration. Anthony Nolanwillinformthe requesterof thedecision
withregards to participation of NHSBT’s donors as soon as a decision has beenmade. Any
issuesraisedbyNHSBT regardingtheirdonors’ participationinthe study must
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beresolveddirectlywithNHSBT by therequester.
Donors from NHSBT have their stem cell collection process managed by Anthony Nolanand
canonlybeapproachedfortheirconsentonce NHSBThasapprovedthe study.

Inthe case of a WBMDR or DKMS UK donor, the WBMDR or DKMS UK willneed to be
contactedseparately by the study sponsororchiefinvestigatorofthe Transplant Centre
regarding approvalforitsdonor’s participation.

Donors fromInternational Registries are not managed by Anthony Nolan. Therefore,each
internationalregistrywillneedtobe contacted separately by the study sponsoror chief
investigator of the Transplant Centre regarding approval for theirdonors’ participation.
Anthony Nolan will forward such applications to international registriesonbehalf of the

study sponsororchiefinvestigatorofthe Transplant Centre. Country

specific regulations and consent processes may also need to be takeninto consideration.
Correspondence willthen be directly between the study sponsor or chief investigator of the
Transplant Centre and the international registry. Once approval from the internationalregistry
has beenreceived by the study sponsor or chief investigator of the Transplant Centre, such
approvalmustbe forwardedby the study sponsororchiefinvestigatoroftheTransplant Centre
toAnthony Nolan.

22.2 UseofDonorCells for Generic Research

AnthonyNolandonors,andany donorsfromNHSBTwho have theirstemcellcollection process
managed by Anthony Nolan, are asked if they willagree to any surplus tissue/ DNAfromtheir
collectionbeingusedanonymously forfuture medicalresearchprojects. Thesedonorsare
informedthatany medicalresearchprojectwouldhave tobe approvedbyaproperly
constitutedresearchethicscommitteeandundertakeninaccordance

with appropriate ethical, legal and professional standards and that they will not benefit
financially from any research undertaken and waive all rights to any registered patents.The
Transplant Centrewillbeinformedwhetherornotthedonoragreestothis.

23 CHARGES ANDFINANCE

23.1 ChargesPayable by the Transplant Centre to Anthony Nolan

TheTransplant Centre mustpay Anthony Nolanthe chargessetoutintherelevantfeeschedulein
forceatthetime ofinvoicing, togetherwith VAT atthe prevailingrate.

23.2 Cancellationand Postponement Charges

The chargesreferredtoabove,include, withoutlimitation, the following:

Postponement Charge

Apostponement chargemaybe chargedeachtimeascheduledtransplantdateischangedto
coverpostponement of appointmentsandfurtheradministration.

Cancellation Charge

A collection charge may be charged to cover activities undertaken before arequestis

cancelled. If tests are underway at the time of cancellation, the Transplant Centre may be
chargedthenormalrate providedtheresultsarereportedwithinamonthbyAnthonyNolan.
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CancellationPriorto DonorMedical

If a transplant is cancelled after Anthony Nolan has received a request for a donor work-upbut
before the donor medical examination has taken place, Anthony Nolan may only apply an
administrative charge.

Cancellationafterthe Donor Medical
Ifatransplantiscancelledafterthe donorhasundergone the medicalexamination,Anthony
Nolanmay charge the fullcancellation charge.

Additional Charge for G-CSF

Anadditionalcharge willbe made forG-CSFif thedrughasalreadybeenprescribedandissued
toadonorwhowouldhave undergone ahaematopoietic stemcellcollection.

Cancellation of Cryopreservation Services

If arequest forcryopreservationis cancelled before the cryopreservation has been carried
out,acancellationcharge may be chargedto coveractivitiesundertakenbeforethe request
was cancelled. If arequest for cryopreservationis cancelled after the cryopreservationhas
beencarriedout,includingifthe transplantis cancelled, Anthony Nolan may charge the full
amountfortheservices.

23.3 International Charges
Internationalchargesvary. See therelevantfee schedule.

24 COMPLAINTS

24.1 Complaints Procedure

Comments onthe services provided by the Operations and Patient Services are
welcome and help us toimprove. Please send details in an email to the Quality
Team: QualityTeam@anthonynolan.org

If youwishto make aformal complaint regarding the services provided by the
Operations and Patient Services, ortoreport a Serious Adverse Event or Reaction
(SAE/SAR), please send details in an email to the Quality Team:
QualityTeam@anthonynolan.org

ANTHONY NOLAN


mailto:QualityTeam@anthonynolan.org
mailto:QualityTeam@anthonynolan.org

25 ANTHONY NOLANDETAILS

Staff List
Forfulllist of staff, please referto the Anthony Nolan website, www.anthonynolan.org

AddressforNotices

Forthe attentionof the Chief Operating Officer
AnthonyNolan

2HeathgatePlace

75-87 AgincourtRoad

London

NW32NU

Operations and Patient Services Emergency Telephone number 07710599161
Operations and Patient Services Administration Faxnumber 02072848226

Anthony Nolan DonorRecruitment Team

Healthcare professionalswishingtoraise anappeal forapatientshould contactthisteamon
02072841234 orby emailinginfo@anthonynolan.org
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26 LISTOFFORMS

ThefollowingisalistoftheformsreferredtointhisUserGuide.

form

FORM TITLE DESCRIPTION
DOCTN9 FormalRequestforSubsequentHPC The Transplant Centre willsend this
orLymphocyte (DLC)Collection toAnthonyNolanwhenrequestinga
subsequentdonation
DOCT26 FormalrequestforCordBloodUnit
fromTC
DOC128 Confirmationof Acceptability of Cord TheTransplant Centre orinternational
BloodUnit Establishmentmustcompletethisform
before shipmentofacordbloodunit
DOCN39 ConfirmationofReceiptandInfusion
of CordBlood Unit
DOCI1567 ReceptionForm
DOCI1570 Recommended Thawing Procedures
DOCI1671 VerificationTyping Request Form The Transplant Centre orinternational
Establishmentmustcompletethisto
requestasampletobetestedinthe
Transplant Centre orinternational
Establishment’s designatedlaboratory
DOC1672 ExtendedTypingRequestForm TheTransplant Centre orinternational
Establishmentmustcomplete thisform
ifitrequires Anthony Nolantoperform
extendedtyping
DOCI1685 Preliminary SearchRequestForm IfHLAtyping of the patientiscarried
outatalaboratoryotherthanthe
ANH&I Laboratories, the Transplant
Centremustcompleteasearch
requestform
DOC2258 CancellationorPostponementform Postponement orcancellation of
donationform
DOC2857 HLA Histocompatibility Testing
Requestform
DOC3092 ExternalRegistry Virology Checklist -
HPC
DOC3323 DonorResearch StudyApplication Forusetoinvolvedonorsinall

researchprogrammes, projectsor
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DOC3842

DOC3983

DOC3955

DOC4132

DOC4256

DOC4986

DOC4987

DOC4988

DOC5173

FOO235

FormalRequestforBlood StemCell
CollectionsincludingBM&PBSC
Prescriptionforms

RelatedDonors-FormalRequestfor
Blood StemCellCollection

RelatedDonorSample Requestfor
HLATyping

RelatedDonors - FormalRequestfor
SubsequentDonation

Work-up scheduletemplate - UK
Donor

Cryopreserved AdultCellsTC
Questionnaire

CryopreservedCellProductRelease
Form

Confirmationof Cryopreserved Cell
ProductAcceptability

ExternalRegistry Virology Checklist -
DLC

NMDP PrescriptionforMNC, Apheresis

studies

Transplant Centre orinternational
Establishmenttousethisformif
requestingarelateddonorforwork-up

NOTE:The Anthony NolanLaboratories’ User Guide canbe foundonthe Anthony Nolanwebsite.
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27 DEFINITIONS

Inthis User Guide the following termshave the meanings setbelowthem.

AN Connect

Anthony Nolan’s online portal used by UK Transplant Centres and Labs to view their patient’s
records through the transplant journey, and submit typing, search, verification typing,
extended typing, and workup requests.

AnthonyNolanand NHS Stem CellRegister

Adatabase containingdetailsof donorsonallUKregisters. Thisdatabase consistsofAnthony
NolanDonors, NHSBT donors, WBMDRdonorsand DKMS UKdonors. This registerismanaged
by Anthony Nolan.

AnthonyNolanand NHS Stem CellRegistry
Aregistrywhichholdsthe Anthony Nolanand NHS Stem CellRegister. Thisregistryismanagedby
AnthonyNolanandisinformallyreferredtoasthe ‘alignedregistry’.

Anthony Nolan Cord Blood Bank

The Anthony Nolan CellTherapy Centre situated at Nottingham Trent University, Clifton
Campus, Nottingham NG11 8NS, which holds a bank of Cord Blood Units managed by
Anthony Nolan.

AnthonyNolandonor
Adonorlistedonthe Anthony NolanRegister. Anthony Nolandonorsare alsolisted onthe
Anthony Nolanand NHS Stem CellRegister.

Anthony Nolanlaboratories

The Anthony NolanHistocompatibility Laboratories situated at 77BFleetRoad,Hampstead,
LondonNW32QG.

Anthony NolanRegister

Asearchableregister of both cord blood units and volunteers, recruited by Anthony Nolan,
who arewillingtodonate haematopoietic stemcellsorlymphocytes. Thisregisterismanaged by
Anthony Nolan.

BSBMTCT
BritishSociety of Blood and Marrow Transplantationand Cellular Therapy.

Businessday
AdayotherthanaSaturday, Sunday orapublicholidayinEnglandandWales.

Cellproduct
Haematopoietic stemcellsorotherlymphocytesand/or,where applicable,a Cord Blood
Unit(s).

CollectionCentre

Ahospital at which the cell productis collected, whichis appropriately accredited and/or
licensed orotherwise acceptableto Anthony Nolanandwhichoperatesinaccordancewith the
Human Tissue Authority’s Code of Practice G ‘Donation of Allogeneic Bone Marrow and
Peripheral Blood Stem CellsforTransplantation’.

Cord Blood Bank
Abankof CordBloodUnitssituatedinthe UKorabroad.
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CordBlood Unit(s)
Aprocessedunitof umbilicalcordblood.

Cord SupportProgramme

Optionalservices provided by AnthonyNolan, including shortlistingand quality evaluationof
cordblood units.

DKMS UK donor

Donorsonadatabase managedby DKMS UK, whichisthe workingname of the UKcharity DKMS
BoneMarrowDonorCentre. DKMSUKDonorsarealsolistedonthe Anthony Nolanand NHS
Stem CellRegister.

DLI
Donorlymphocyteinfusion.

Donor

Avolunteerorarelative of the patientwhoisovertheage of 16 andwhoisasuitable HLAmatch
willing to donate haematopoietic stem cells orlymphocytes. Unless the context otherwise
requires, ‘donor’ shallinclude donors listed on the Anthony Nolan and NHS Stem Cell Register,
andinternational donors.

EBMT
European Society forBloodandMarrow Transplantation.

EMDIS
EuropeanMarrow DonorInformation System.

FACT
Foundationforthe Accreditation of CellularTherapy.

Feeschedule
The Schedule of Charges provided by AnthonyNolanto therelevant Transplant Centre or
International Establishment, as suchschedule maybe amendedfromtimetotime.

GIAS
Graftldentification Advisory Service.

Gift of Life
The Giftof Life Bone Marrow FoundationwhichisaUS donorprogramme.

G-C SF
Granulocyte colony stimulating factor.

HLA

Humanleukocyte antigenmoleculeswhichhave tobe matchedbetweendonorandpatient.
These molecules existinmany similarbut differentforms.

HTA
The HumanTissue Authority.

International Cord Blood Bank
Abankof CordBlood Unit(s)located outside the UK.

International Cord Blood Unit(s)
ACordBloodUnit(s)whichisheldbyaninternational cord bloodbank.
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Internationaldonor
Adonoronaregisterheldbyaninternational Establishment.

International Establishment
o  Aninternationalregistry,or
o A hospital, situated outside the UK, which is seeking to perform transplantation of
haematopoietic stemcells orlymphocytes for patients with various malignant andnon-
malignant conditionsandis
- accreditedbyEBMTor
- listed as anInternational orUS NMDP Transplant Centre, or which has
provided Anthony Nolanwithinformationregardingits clinicalactivityandhas
beenapprovedbythe Anthony Nolanmedical director.

International registry
Aregistry situated outside the UKwhichholds aregisterofinternationaldonors.

ISCT
International Society for CellularTherapy.

JACIE
JointAccreditationCommittee -ISCT & EBMT.

Laboratory

Alaboratory whichis (i) licensed under the HTA oris the subject of a Third-Party Agreementmade
pursuanttoregulationsunderthe HumanTissue Act2004; or (ii) isotherwise acceptable to Anthony
Nolan. (“Third Party Agreement” is defined in the regulations.)

Lymphocytes
Atypeofwhitebloodcell. AsubsetcalledTcellsisusedinDonorLymphocyte Infusion.Lymphocytes
arevitalcomponents of the body’simmune system - the defence against invading organisms.

MDT
Multi-disciplinary Team Meeting.

NHSBT
NationalHealth Service Bloodand Transplant.

NHS Cord Blood Bank

Abankof CordBloodUnitsmanagedbythe NHS. Searches of thisNHS Cord Blood Bankon
behalf of UKpatientsare handledby Anthony Nolan. Searchesrequestedbyinternational
registriesonbehalf of overseaspatientsare managed by NHSBT.

NHSBTDatabase

A searchable register of volunteers who are willing to donate haematopoietic stem cells or
lymphocytes. Searches of this NHSBT Database on behalf of UK patients are managed by
AnthonyNolan. Searchesonbehalf of overseaspatientsare managed by NHSBT.

NHSBTdonor
Adonorlistedonthe NHSBT Database.
NHSBTdonorsarealsolistedonthe Anthony NolanandNHS Stem CellRegister.

ANTHONY NOLAN



Non-AnthonyNolandonor
AdonorthatisnotanAnthonyNolandonor.

NMDP
The NationalMarrow DonorProgram, whichisaUS donorprogramme.

Patient
Thepersonintendedtoreceivethedonationofthe cellproduct.

PBSC
Peripheralbloodstemcells.

Promise
AUKdatabase ofthe patientswhohave undergone ahaematopoietic stemcelltransplant.

Relateddonor

Abiologicalrelative of the patient who is a suitable HLA match for a stem cell donationwho
mayresideinthe UnitedKingdomandwhoisovertheage of 16 years,orwhomay resideinthe
United Statesof Americaorany othercountry outside the United Kingdom, provided Anthony
Nolan has (or can putin place) an arrangement with aregistry or hospitalinthe applicable
countrytofacilitate suchrequests,andwhoisoverthe age of 16years.

Serious Adverse Event
Any untoward occurrence which may be associated with the procurement, testing,
processing, storage or distribution of tissue or cells intended for human application and which,
inrelationtoadonoroftissueorcellsintendedforhumanapplication, orarecipientof tissue or
cells:
(@ mightleadtothetransmissionof acommunicable disease,todeathorlife-
threatening, disablingorincapacitating conditions, or
(b) mightresultin,orprolong, hospitalisation ormorbidity.

Serious Adverse Reaction

Anunintendedresponse,includingacommunicable disease,inadonoroftissue orcells
intendedforhumanapplicationorarecipient of tissue orcells,whichmay be associatedwith
the procurement orhuman application of tissue or cells and which is fatal, life- threatening,
disabling, incapacitating or whichresultsin, or prolongs, hospitalisation or morbidity.

Service Level Agreement
Anagreementbetweentwo partiesbothofwhicharelicensedbythe HumanTissueAuthority.

Transplant Centre

Ahospitalinthe UKwhichcarries out transplantation of haematopoietic stemcellsor
lymphocytes for patients with various malignant and non-malignant conditions. The hospital
musthave beenapprovedbythe Anthony Nolanmedical director.

WBMDR
Welsh Bone Marrow Donor Registry whichis a searchable register of volunteers who arewilling
to donate haematopoietic stem cells or lymphocytes. It is managed by the Welsh Blood
Service.
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WBMDRdonor

Adonorlisted onthe WelshBone Marrow DonorRegistry. WelshBone Marrow donors arealso
listed onThe Anthony Nolanand NHS Stem CellRegister.

WelshBlood Service

Thedivision of Velindre NHS Trust which haslegalresponsibility forthe WelshBoneMarrow
DonorRegistry.

WMDA
World Marrow DonorAssociation.

WMDA SearchandMatch Service
The searchable online globaldatabase foradultunrelateddonorsand cordbloodunits.

© CopyrightAnthonyNolanDecember2023
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Anthony Nolan is a registered charity no 803716/SC038827 and registered as a limited company no FundRaising
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1INTRODUCTION

1.1 Introduction

AnthonyNolanisacharitywhichsavesthelives of people withblood cancerand otherblood
disorderswhoneed abloodstemcelltransplant.

Moreinformationabout the workandhistory of Anthony Nolancanbe found onthewebsite
http://www.anthonynolan.org

The servicesprovided by Anthony Nolanare setoutinmore detailinthis User Guide.

Anthony Nolan complies with the WMDA International Standards for Unrelated Hematopoietic
StemCellDonorRegistrieswhichcanbefound onthe WMDAwebsite(https://wmda.info/). For
claritythesealsoapply to donationsbyrelated donors.

1.2 User Guide

ThisOperationsandPatient Services User Guide setsoutthe proceduresto befollowedby
International Establishmentsusing Anthony Nolan’s services.

ThisUser Guide andthe signedservicelevelagreementtogetherformthe contractbetween
AnthonyNolanandtheInternational Establishment.

This document may be amended by Anthony Nolan from time to time to take account of
changesinmedicalpractice, applicablelaws orregulations oroperational oradministrative
procedures. Except as set out below, the International Establishments shallbe bound to
complywithsuchchange(s)fromthe date of notification provided by Anthony Nolan.

Anthony Nolan will give the International Establishments twenty (20) Business Days’ notice by
emailof any proposedmaterialchange tothisUser Guide andif the InternationalEstablishment
doesnotobjectwithinsuchnotice period, suchchange(s)shallbe deemed to be agreed by the
parties.

1.3 Services Provided by Anthony Nolan
AnthonyNolan:

o) recruits potential Donors of haematopoietic progenitor cellsto the Anthony Nolan
Register

managesthe Anthony NolanRegister

facilitatesthe procurementanddistribution of haematopoietic cellsand
Lymphocytes

maintainsabankof CordBlood Unitsandacordbloodinventory
liaiseswithTransplant Centres, International Establishmentsand Cord Blood Banks
provideslaboratory testingandhistocompatibility services

undertakesresearch

provides cryopreservationservices of adult stemcellmaterials

provides Related Donorsample procurementand procurement and distribution of
haematopoieticprogenitorcellsandLymphocytesfromRelated Donors.

o O

O O O OO0 O
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1.4 Anthony Nolan’s Operations and Patient Services Division

The Operations and Patient Services Division of Anthony Nolan is made up of several sections,
includingDonor ServicesandTransplantation Services. Donor & TransplantationServices co-
ordinates the collection and delivery of blood samples and oversees the provision of
haematopoietic progenitorcellsandlymphocytes.

1.5 Search and Selection

Search and Selection Co-ordinators within the Anthony Nolan Search team run
computerisedsearches of UKand International DonorRegistriesand Cord Blood Banksto
identify suitableunrelated donorsand/or Cord Blood Unitsforapatient.

1.6 Verification and Extended HLA Typing

The AnthonyNolanSearchand Selection Co-ordinatorsand DonorLiaisonteamarrangefor the
collection and shipment of blood or saliva samples for the verification and/or extended HLA
typing of Anthony Nolan Donorsand Cord Blood Units.

Typingis carriedout eitheratthe Anthony NolanLaboratories oratthelaboratorynominated by
theInternational Establishment.

1.7 Donor Provision and Donor Follow-Up Teams

The Anthony Nolan Donor Provision Teamis responsible forthe work-up of Anthony Nolan
Donors and Cord Blood Units. Working alongside the Anthony Nolan medical team, the
physicaland emotionalwell-being of Anthony Nolan Donorsis managed priortoand during
donationbythe DonorProvisionteamand post donationbythe Anthony Nolan Donor Follow
Upteam.
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2 THESEARCHPROCESS

2.1 Patients for Whom a Search Is Requested

Eachpatient forwhom asearchisrequested mustbe recommended by a physicianforastem
celltransplantand must satisfy Anthony Nolan’srequirementsregardingdiagnosis,ageandany
otherfactorswhichAnthony Nolanmay,initsdiscretion, considerrelevant.

When considering the diagnosis of apatient, Anthony Nolanwilluse therecommendationsset
outinthelatestBSBMTCTindicationstable.

http://bsbmtct.org/indications-table/

If the indication for which the International Establishment is requesting a donoris nota
standardindication, Anthony Nolanmay request furtherclinicalinformationfromthe
International Establishment.

Thelnternational Establishment’s physicians may exercise theirdiscretionaboutwhethera
patientis of asuitableage forastemcelltransplant, providedthat suchphysiciansfollow the
relevantnationalandinternational standardsandethicallyapprovedprotocols.

The International Establishment must refer any unusual request to Anthony Nolan and must
provide abrief clinical history of the patient withacopy of any supportinginformation, e.g.,
relevantpublications orconsensus expert opinions.

Thelnternational Establishment may specify whetheritrequiresPBSC orbone marrowderived
stemcells, ora Cord Blood Unit(s).

2.2 Procedure for anInternational Establishment to Request a Search foraDonorand/or
Cord Blood Unit(s)

AnInternational Establishment may request a search using the European Marrow Donor
Information System (EMDIS). If EMDISisnotused, usersmay emailorfaxasearchrequestform-
DOC1685 -to AnthonyNolanorsendasimilarformwhichcontainstheinformationset outin
section2.3belowandassetoutinthe WMDA standards.

2.3 Informationtobe Containedinan EMDIS orEmail/Fax SearchRequest froman
International Establishment

Allthefollowinginformationmustbe containedinanEMDIS oremail/faxsearchrequestfroman
International Establishment:

Patient’sname.

Patient’sgender.

Patient’sdate of birth.

Patient’s ethnicity (if available).

Diagnosisandcurrent status of patient.

HLAtypingof patient(minimumHLA-A, -Band-DRBI).
Registryreference.

Invoice address.

O OO0 0O O0OO0OO0OOo

Ifa CordBloodUnit(s)searchisrequired,therequest must also state the patient’sweight.
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2.4 Checking of Data on Search Requests

AnthonyNolanwillcheckallsearchrequeststoensurethatappropriateand adequate datais given
before the searchisinitiated. If any informationisillegible or missing, Anthony Nolan will ask the
International Establishment to resubmit the requestincluding this information.

2.5 Search of the Anthony Nolan Register and the Anthony Nolan Cord Blood Bank atthe
Request of an International Establishment

At the request of an International Establishment, Anthony Nolan will search only the Anthony
NolanRegisterforamatchforanoverseaspatient. Anthony Nolanwillnot searchthe Anthony
Nolan and NHS Stem Cell Registry for details of NHSBT donors, WBMDR donors or DKMS UK
donors. The reason for thisis that NHSBT, WBMDR and DKMS UK eachretains control overits
owninternational sales.

Anthony Nolan will also perform a Cord Blood Unit(s) search of the Anthony Nolan CordBlood
Bankifthelnternational Establishment specificallyrequests this. Anthony Nolanwillnot search
the NHS Cord Blood Bank.

Searchresultsrequestedvia EMDIS willbereturnedto theInternational EstablishmentviaEMDIS to
beviewedintheirown system.

Fornon-EMDIS users, Anthony NolanwillsendtheInternational Establishmentasearchreport,
consisting of the Anthony Nolan Donorlistings and details of Cord Blood Unit(s)from the
Anthony Nolan Cord Blood Bank, within approximately two business days ofreceipt of the
searchrequest.

2.6 Repeating Searches

Attherequest of anInternational Establishment, Anthony Nolan shall re-run a search forthe
same patientafteraninterval of threemonths, orashorterperiod, whichmay,in
exceptionalcircumstances, be agreed by Anthony Nolan. If the International Establishment
requiresfurtherrepeat searches(inadditiontotheinitialrepeat searchreferredtoabove),
International Establishment must submitanewrepeat searchrequest.

2.7 Cancellation of Search

Tocancelasearch,thelnternational Establishment shallemail Anthony Nolanwith detailsof, and
thereasonfor, the cancellation.

2.8 AllCommunications between Anthony Nolan and the International Establishment

Incompliance with HTA and WMDA requirements and standards, and to ensure traceability
and accuracy of information, all communications relating to the services provided by Anthony
Nolanconcerningthe patients,donorsand Cord Blood Units mustonly be channelled through
Anthony Nolan.

Forchangesin staffing, the International Establishment must notify Anthony Nolan
immediately of the departure of any seniormemberof staff, including, but notlimitedto, the
Transplant Director, whose absence may adversely affect the running of the programme,
andadvise of theirreplacement, whetherinterimorpermanent.
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2.9 Communication

Communicationsregardingsearchreportsshallbe by encrypted mailmessage orothersecure
means.

3 MATCHING OF PATIENTSANDDONORS

3.1 Matching Programme - Anthony Nolan Laboratories

Thematchingprogramme developed by AnthonyNolanincludesthe HLA-A, -B, -C,
-DRB1and-DQB1moleculartypingdatainthe sortingalgorithm. Where ambiguities exist,resulting in
intermediate resolutionresults, the allele codes developed by the National Marrow Donor
Program, USA are utilised to enter data onto the computer (http:// bioinformatics.nmdp.org/).

If Anthony Nolandeemsthisappropriate, Anthony Nolanwillextend searchestolookfordonors
withasingle mismatchatthe HLA-A,-B,-C,-DRBl1or-DQBllocus.

The standardformat forlistingdonorsisyoungerbefore older, withinthe resolution of thedonor
HLAtyping.

Additionalinformationusedformatchingdonorsincludes ABO andRhD blood group,
cytomegalovirus (CMV)status, ethnic group and weight. Most of these factorsmaybeapplied
as optionalfilters toreduce alonglist of matching donors, e.g., alist of CMVnegative
matchingdonors only may berequested.

The status of the donorwillbe clearlyindicated onthe UK searchreport. Thiswill highlightany
matcheddonorswho aretemporarily unavailable,intestforanotherpatient,reserved for
anotherpatientorwhomhave already previously donated.

Thehigherthe HLAtypingresolutionprovided onthe patient,the moreinformative adonor
listing willbe.

3.2 Advice and Responsibility

Anthony Nolan can provide advice on matching donors and patients. The final decision, however,
ondonorsuitabilityis always theresponsibility of the International Establishment.
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4 VERIFICATIONTYPING

4.1 Potential Donor Matches - Verification Typing

Onidentifying potential donor matches to the patient, further verification testing by a laboratory is
necessary to ensure that the donor’sinitial HLA-typing results and level of matchingwiththe
patientare correct andstill fulfilthe medicalrequirementsfordonation.

Thelnternational Establishment cansubmitaverificationtypingrequestby EMDIS, orthe
International Establishment canrequest verification typing by sending the Verification Typing
Sample RequestformDOC1671byemailtoVITeam@anthonynolan.org

ifanAnthony Nolandonorisselected,andafreshblood sampleisneeded, Anthony Nolanwill
discussdonationprocedures, health,and availability withthe Anthony Nolandonor.

Anthony Nolan willinform the International Establishment if Anthony Nolan has been unableto
contactthedonorandshallrequestnewinstructionsbefore proceedingfurtherandas setoutin
section4.3-Procedureif Anthony NolanDonorUnavailable.

Once arrangements have been made, Anthony Nolan will notify the International
Establishmentof whento expectthe blood sample fromthe donor,togetherwith detailsof
donor availability, medical issues which could affect the donation, and the donor’s
preference of method of donatingthe stemcells, if known.

4.2 PotentialDonorMatches - Extended Typing

If the International Establishment requests extended typing of an Anthony Nolan donor, the
International Establishment may submitanextendedtypingrequestby EMDIS, orthe
International Establishment canrequest extendedtyping by sending the Extended Typing
Request Form DOCI1672 by emailto VITeam@anthonynolan.org

Extendedtypingmaybe performedonastored DNAsample,if suchsampleisavailable.

If the extended typing of an Anthony Nolan donoris to be performed on stored material,
Anthony Nolan will contact the donorto discuss the proposed typing, donationprocedures,
health,and availability. Anthony Nolanwillinformthe InternationalEstablishmentif Anthony
Nolanhasbeenunabletocontactthe donorandshallrequest new instructions before
proceeding furtherand as set outin section 4.3 - Procedure ifAnthony Nolan Donor
Unavailable.

4.3 Procedureif Anthony NolanDonorUnavailable

If an Anthony Nolan Donor does not respond within seven (7) calendar days, Anthony Nolan will
contact the International Establishment to establish whetherto continue withtherequest. The
International Establishmentwillbe requiredto confirmits decisionby email.

The request will expire should an Anthony Nolan donor stillnot have contacted AnthonyNolan

within 28 days fromthe originalrequest. Anthony Nolanwill contact thelnternational
Establishmentto establish whetherto continue with the request.

o If thelnternational Establishmentwishesto continue, email confirmationwillbe
accepted.
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o If theInternational Establishment wishesto cancel, email confirmationwillbe
requiredto confirmformal cancellation of therequest.

4.4 Cancellation of Typing or Blood Sample Procurement

Anlnternational Establishmentmay cancelrequestsforfurthertyping, orforbloodsample
procurementorblood sample shipment, atany time.

AnthonyNolanrequiresatleasttwobusinessdays’noticetoallowtimeforthedonorto be
contactedandthe procurementoftheblood sample fromthe donortobe cancelled.

If notice of cancellationis received by Anthony Nolan when the typing, sample procurement
orsample shipmenthasbegun,thelnternational Establishment shallstillberequired to pay the
fullcharge forsuchtypingorsample.

4.5 Virology Screening forDonors

If an Anthony Nolan donorwho has been selected for verification typing has not been tested
forvirology within the last three months, Anthony Nolan will perform virology screening(Hep
B,Hep C,HIV,CMVandblood grouping)onnewly obtained(fresh)bloodsamples.

4.6 TypingResults

Fortypingperformedin Anthony Nolanlaboratories, Anthony Nolanwillsend the typing results by
EMDIS (if applicable) or email the tissue typing report to the International Establishment
approximately sevenbusinessdays after Anthony Nolanreceives the bloodsample.

For verification typing performedin the International Establishment’s designated laboratories,
the International Establishment must send the donor typing results to AnthonyNolanassoon
aspossible, by EMDIS oremail,indicatingwhetherthe donorshould be released orreserved.

4.7 Release of Donors

If the International Establishment does not instruct Anthony Nolan to reserve a donor,
Anthony Nolanwillhold the donorfor 90 days afterthe date onwhich the verificationtyping
sampleswere shippedandthenrelease the donor.

4.8 Concurrent Verification Typing Sample and Work-up Request foran Anthony Nolan
Donor

International Establishments canrequest concurrent verification typing/work-ups for
urgentpatientcaseswherethereisinsufficienttime to performtheverificationtyping of the
donorseparately towork-up. Anthony Nolanwillprocess concurrent verification
typing/work-upsforAnthonyNolandonorswhohavenotyetbeentypedinthe

laboratory associatedwiththe patient’stransplant centre.Insuchcases, the International
Establishment must provide highresolution verification typing results of the donorto Anthony
Nolanpriortothe patientstartingconditioning, orbeforethe donorbegins
G-SCF,whicheverhappensfirst,alongwithawritten statement confirming that they have
reviewedthe verificationtypingresults of the donorandwishto proceedwiththe work- up.
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4.9 ReportingofDiscrepanciesinHLA Typing Results

Thelnternational EstablishmentmustreportalldiscrepanciesinHLAtypingresultstoAnthony
Nolanassoonas possible.

5 FACILITATING A WORK-UP OF PBSC ORBONE
MARROWFROMANANTHONYNOLANDONOR

5.1 Requesting a work-up of an Anthony Nolan Donor for aPBSC or Bone Marrow Col-
lection

Anlnternational EstablishmentwhichrequiresPBSC orbone marrow fromadonorontheAnthony
NolanRegistermust send AnthonyNolanaFormalRequest forBlood Stem Cell Collection (First
Transplants Only) DOC3842 form, and a formal laboratory HLA typing reportforboth patientand
donor, ortheirlocalversion of thisform.

Thelnternational Establishmentmustcomplete eachsectionofthe form. Any gaps maydelay
processing therequest.

When completing the Formal Request for Blood Stem Cell Collection (First TransplantsOnly)
DOC3842, the International Establishment should insert ‘T’ next to the preferred stemcell
source,and 2’ifthe otherstemcellsource willalso definitelybe accepted. The International
Establishment shouldinsert ‘O’ if the other source is not an option(i.e., thelnternational
Establishmentwillprefertouse anotherdonorif the selected donorwillnotdonate viaoptionT,
the preferred stemcellsource).

Unless otherwiseinstructed by the International Establishmentontherelevant prescriptionform:

o) PBSC collectionswillbe dilutedwithautologous plasmato getanapproximate final
concentrationoflessthan200x106mITNC (TotalNucleated Cell)

o Bonemarrowwillbe diluted with ACD (acid-citrate-dextrose) at adilutionof 1: 7 vol
ACD/volBM (bone marrow).

Ifthe International Establishmentrequires different dilutions, the InternationalEstablishment
must specify thisontherelevantprescriptionform.

Anthony Nolan will test for the following infectious disease markers as part of the donor’s
medical: anti-HIV1, anti-HIV2, p24 antigen, anti-HTLV 1and 2, HIV-RNA, anti-HBc, HBsAg, HBV-
DNA, anti-HCV, HCV-RNA, HEV RNA, anti-CMV IgG and IgM, anti-toxoplasmosis IgGand IgM,
TreponemaPalladiumserology, VZVIgG,EBV(anti-VCAIgG andIgM).

If any additional tests are required at the point of work-up, the International Establishmentwill
needtocontacttheirco-ordinatorrequestingadditionalpre-collectionblood samplesfromthe
donor.

5.2 Confirmation and Checking of Work-Up Request

AnthonyNolanwillconfirmreceipt of eachwork-up requestby emailto thelnternational
Establishmentwithin one business day.
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AnthonyNolanwillcheckallwork-uprequestsforan AnthonyNolandonortoensure thatthe
appropriate (HLAmatched)donorhasbeenselectedforthe patient. Thiswillbe doneby
verifyinginitialdonoreligibilitybased onHLArequirements, age, previous medicalandsocial
history, andinformation provided by the donor. Anthony Nolan will also check thatthe patient’s
criteria (age, diagnosis, disease status) and transplant protocol comply with Anthony Nolan’s
standards.

Anthony Nolanwillnotify the International Establishment, by email, of the name of theDonor
ProvisionCoordinatorresponsible forthe patient’swork-uprequest.

5.3 Anthony Nolan’s Contact with the Donor
Anthony Nolanwillnotify the donorby telephoneimmediately.

AnthonyNolanshallcheckwiththe selecteddonorthattheyare stillwillingtoproceedandare
availableonthedatesrequestedbythelnternational Establishment.

5.4 Procedure if Donoris Unavailable

Ifthe donordoesnotrespondtothevariousforms of communicationwithina period of 48hours,
Anthony Nolanwillinformthe International Establishment of the potentialdelay.

Ifthe donorisnot available ontherequested dates, thisinformation, withalternative datesproposed
bythe donor, willimmediately berelayedtothe International Establishment.

5.5 Preferred Method of Donation

Anthony Nolanwillmake the donorfully aware of the optionsregardingthe two methodsof
haematopoietic progenitor cell (HPC) donation, PBSC and bone marrow. Anthony Nolan will
tell the donor the International Establishment’s preferred method of donation,but Anthony
Nolanwillnotatanypoint put pressure onthe donorto selectthe preferredmethod.

If the donor’s chosen method of donationis not the International Establishment’s preferred
option, Anthony Nolanwillnotify the International Establishmentaccordingly tofind out
whetherthisisanacceptable optionforthelnternational Establishment,and
whetherornotitisstillwillingto proceedwiththe donor. If confirmed by theInternational
Establishment, Anthony Nolan will then proceed with making the arrangements for donation.
If the donor’s chosen method of donationis not an option forthe InternationalEstablishment,
Anthony Nolanwillnotpersuade orpressure the donorinto changing theirmind.

5.6 Booking the Medical, Counselling, Consenting and Collection Procedure at the
Collection Centre

When the dates for the donation and transplantation have been agreed by the donor andthe
International Establishment, Anthony Nolanwillbookafullmedicalforthe donorat one of
Anthony Nolan’s contracted Collection Centres to ensure that the donoris medically fitto
donate.

AnthonyNolanwillarrange allthelogistics of the medical examinationand the donation,
includingallnecessary travelarrangements andthereimbursement of any out-of-pocket
expenses, including subsistence, foran accompanying relative or friend. Anthony Nolan will
arrange the following appointments, and willnotify the International Establishment of
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the confirmeddatesfor:

o thedonor'smedicalexamination,consentingand counsellingforthe donation
procedure (if pre-collection samples are required by the International
Establishment, Anthony Nolan will endeavour that this examination does not take
place onaFriday, but thiscannotbe guaranteed)

the estimated date onwhichtheresultsof the donor’s clearance willbereceived
ifthemethodof donationisPBSC, the datesof the G-CSFinjections

the date(s) of the donation

thedateandtimeforexpecteddelivery of the donated PBSC orbone marrow.
Thelnternational Establishmentmust complete andreturnthe Confirmation of
Work-Up Schedule DOC4256 form.

O O O OO

5.7 No Donor/Patient Contact (Unrelated Donors)

Unrelateddonorswillneverdonateinthe same hospitalasthe hospitalinwhichthe patientisbeing
treated. Unrelateddonorswillneverbe attended by aphysicianwhoisinvolvedin the care of the
patient.

5.8 Donor Clearance

Whenthe donor’sfullmedicalreporthasbeenreceived, an Anthony Nolan Medical Officerwill
confirmthatthedonorissuitableandabletoproceedwithdonationandcomplete

the DonorClearanceform.TheInternational Establishment shall signandreturnthisformto
AnthonyNolanto confirmthatthe International Establishmentacceptsthe donor, the dates,
and the proposed collectionregime. Any medical issues discovered during the donor medical
that do notimpact upon the donor’s fitness to donate (donor suitability)but which may have
implications for the patient (donor eligibility) will be communicatedvia the Donor Clearance
form so that the International Establishment can confirmit is happy to proceed withthe
donor.

5.9 Procedure if a Donor Fails Medical

If any tests orexaminationresultsare notwithinthe acceptedrange, suchresultswillbereviewed
immediately by Anthony Nolan. If any conditionis uncovered which preventsthe donorfrom
donating, Anthony Nolanwillimmediately notify the International

Establishmentthatthe donorwillnotdonate. AnthonyNolanwillnot give the International
Establishmentany details of thereasonswhy the donorhasfailed theirmedical.

Onoccasion, the Anthony Nolan Medical Officer may decide that further medical
investigationsarerequiredbefore afinaldecisiononthe donor’s suitability todonate canbe
made by Anthony Nolan.

The Anthony Nolan Donor Provision Coordinator willinform the International Establishmentin
writingthatthe donorrequiresfurthertestingbefore adecisionregardingthe donor’s suitability to
donate canbegiven.

Details of the further testing will not be given to the International Establishment, butthe
expecteddate onwhichtheresultswillbe available willbe givenforthe proposed
transplantdatetobechangedif necessaryand/orotherappropriate actionstobe taken.

Thelnternational Establishmentwillbe notified of any donorresults that could be clinicallyimportant
tothe patient’scare.
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5.10 Procedureifthe Cell Count Collected fromthe Donoris Low

Ifthe cellcountofthe PBSC collectedfromthe donorislessthan1x10*6 CD34+ cells/kgpatient
weight aftertwo days of apheresis, Anthony Nolanwill discuss the situationwith the
International Establishment.

Provided that the CD34+ cell dose per kg patient weight exceeds 1x10" 6, arrangements for
further haematopoietic progenitor cell (HPC) collection will not be made unless thepatient
fails to engraft and unless there are concerns about loss of viability, e.g. the cells are being
cryopreserved or there are valid clinical concerns about engraftment from thelnternational
Establishment.

5.11 Postponements and Cancellations of Donations

Anthony Nolan willimmediately notify the International Establishment by email ofall
postponementsandcancellations of the scheduled donation. If outof hours the

International Establishmentwillbeinformedby telephone. TheInternational Establishmentmust
provide a 24-hourtelephone numberforthis purpose.

Inrescheduling adonation, if the last virology testing was performed on a donor sampletaken
morethan 30 days priortothe donationdate, Anthony Nolanwillensure thatrepeatvirology
testingis performed.

If the transplant has been postponed by more than 60 days, Anthony Nolan will arrangeforthe
haematologyandbiochemistryteststoberepeated. Thesetestswillbe carried outat Anthony
Nolan’s designated Collection Centre.

Ifthetransplanthasbeendelayed by more thansixmonths, Anthony Nolanwillarrange arepeat full
medical examination of thedonor.

The International Establishment must immediately notify Anthony Nolan of any postponementor
cancellationby completing the Notificationof Change (CancellationorPostponement) DOC 2258
form.

The form must be emailed to Anthony Nolan. The cancellation or postponement request
cannotbe processeduntilthisformisreceived by Anthony Nolan.

If these cancellations or postponements require urgent action by Anthony Nolan and occur

outside office hours, theInternational Establishment must callthe Anthony Nolanemergency
telephonenumber: +447710599161.
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6 SUBSEQUENTWORK-UPREQUESTSFORDONORS

6.1 Requesting a Subsequent Work-Up from a Donor

If anInternational Establishment requires a further donation for a patient from a donor who has
already donated PBSC orbone marrow to such patient, the International Establishment must
completeandsend AnthonyNolan,asapplicable,the FormalRequest for Subsequent Blood
Stem Cell orLymphocyte Collection - Previous Transplant History DOCI1119formforthe Related
Donors -FormalRequestforSubsequentBlood Stem CellorLymphocyte CollectionDOC4132
formby email.

6.2 Subsequent Work-Up from an Anthony Nolan Donor or a Related Donor living inthe
UK

Onreceipt of the Formal Request for Subsequent Blood Stem Cell or Lymphocyte Collection
- Previous Transplant History DOCI1119 form or the Related Donors - Formal Request for
Subsequent Blood Stem Cell or Lymphocyte Collection DOC4132 form, AnthonyNolan’s
DonorConsultant, ortheirdeputy, willreview therequest. Anthony Nolanwillaim to provide a
decisionwithin72hoursofreceiptoftherequest.

AnthonyNolanmayrequestfurtherinformationfromtheInternational Establishment.
Subsequentdonationrequests may bereferredbyAnthonyNolan’s Donor Consultantto
AnthonyNolan’s medical affairs groupinthe case of controversialindications. If therequest
forthe subsequentdonationisnotapproved, Anthony Nolanwillprovide the International
Establishmentwithabrief summaryofthereason(s)fortherefusal.

6.3 Frequency of Subsequent Work-Up from an Anthony Nolan Donor
Anyrequestsforfurtherdonations of haematopoietic stemcellsorlymphocyteswill be
consideredonacase-by-casebasisbyAnthonyNolan’s DonorConsultant ortheir

designee.

AnAnthony Nolan donormay donate haematopoietic stemcells (whichmay be donatedby
PBSC or bone marrow) on a maximum of four occasions, to not more than two different
patients.

AnAnthonyNolandonormay also donatelymphocytes onamaximum of fouroccasions.

An Anthony Nolan donor who has undergone a PBSC or bone marrow donation, and despite
repeated contact attemptsis not participating in the post donation follow-up procedures
requiredby AnthonyNolan, willnotbe consideredforany furtherPBSC,bonemarrow orlymphocyte
donations.

An Anthony Nolan donor willnot be approached to provide PBSC ona second occasion if the
donor did not mobilise adequate haematopoietic progenitor cells at the time of theprimary
donation.

AnAnthonyNolandonorwillnotbe approachedforasubsequentdonationuntilthedonorhas
reportedfullrecovery fromthe previous donation.

6.4 Timings of Second Donations from an Anthony Nolan Donor

Afterthe donationof PBSC,bone marrow orlymphocytes,an Anthony Nolandonorwill
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notbeavailableforothersearchesforaperiodof 24 monthsafterdonation,unlessthepatient
towhomtheyhave donatedhasdied.

Anthony Nolanrequires a period of four weeks to elapse between any primary donationanda
subsequentdonationbyanAnthony Nolandonorforthe same Patient. Thismay bereviewed on
acase-by-casebasis.

7 TRANSPORTATION OFPBSCAND BONEMARROW

7.1 Provision of Couriers by International Establishments

International Establishments usually arrange for the transportation of PBSC, bone marrow or
lymphocytes from the UK Collection Centre to the appropriate overseas hospital, using the
International Establishment’sownvolunteerorcommercial courier.

Ifthe International Establishmentrequires, acouriercanbe arranged by Anthony Nolanforan
additionalfee.

7.2 Cancellation or Postponement

The International Establishment mustimmediately notify Anthony Nolan of any
postponement or cancellation of a transplant by completing the Postponement/
CancellationDOC2258 formandemailingittothe DonorProvisionteam. If acancellationor
postponement requires urgent action by Anthony Nolan and occurs outside office hours, the
International Establishment must callthe Anthony Nolanemergency number:

+447710599161. TheInternational Establishment shallbeliable forany couriercostsincurred as
aresult of thispostponement orcancellation.

8 PROVISION OF CORD BLOODUNIT(S) FROMTHE
ANTHONY NOLAN CORDBLOODBANK

8.1 Provision of Cord Blood Unit(s)
The Anthony Nolan Cord Blood Bank provides Cord Blood Unit(s)to InternationalEstablishments.
8.2 RequestforCordBlood UnitReport(s)

TorequestaCordBloodUnitReport(s)fromthe Anthony Nolan Cord Blood Bank, thelnternational
Establishmentshouldemailsearchteam@anthonynolan.org

8.3 Request for Reservation of Cord Blood Unit(s)
If, afterreviewing the Cord Blood Unit Report(s), the International Establishment decidesto

reserve such Cord Blood Unit(s), the International Establishment shall send Anthony Nolana
requesttoreserve the Cord Blood Unit(s) by email.
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8.4 Quality Assurance Tests

Onreceipt of a Cord Blood Unit(s) Reservation Request, the Anthony Nolan Cord Blood Bankwill
initiate the following quality assurance testsinaccordance withthe HumanTissueAuthority (HTA)
regulations:

o Releasingtests, whichinclude athawfromanattached segmentandseveral QCtests
suchasviability, TNCand CD34+countand CFUs.
Verificationtypingfromanattached segment.

MaternalHLAtyping.

Confirmatory gender.

Confirmatory ABO.

OO O 0O

Thesetestsusually take 10 business days.
8.5 Shipment before Quality Assurance Tests Completed

If the International Establishmentneeds the Cord Blood Unit(s) before fulltestinghasbeen
completed, the International Establishment must send a Formal Request for Cord Blood Unit(s)
DOCT126 formby email.

When completing this form, it is essential that the International Establishment includes the
proposed date of the transplant. Anthony Nolan will not ship the Cord Blood Unit(s) until itis
notified of this date.

8.6 Confirmation of Acceptance of Cord Blood Unit(s)

When a date for shipment of a Cord Blood Unit(s) has been confirmed and agreed, Anthony
Nolan strongly recommends that the patient does not begin their conditioning regime until the
Cord Blood Unit(s) has beenreceived by the International Establishment.AnInternational
Establishment may also consideridentifyingdomestically banked back-upunits. Anthony Nolan
willrequire the International Establishmentto complete andreturntoAnthonyNolanthe
Confirmationof Acceptability of Cord Blood Unit DOC1128 formbeforethe Cord Blood Unit can
be shipped.

8.7 Transportation of Cord Blood Unit(s)

The CordBlood Unit(s)shallbe transportedinaccordance withthe procedureinsection
8.16 of thisUserGuide.

8.8 Receipt of Cryoshipper

Onreceipt of the cryoshipper, the International Establishment must check the integrity ofthe
CordBloodUnit(s),including the seals, the datalogger, and cryoshipperand completethe
Reception Form DOC1567. The Reception Form DOC1567 must be returned to Anthony Nolan
by emailto CTCrelease@anthonynolan.org

The International Establishment must notify Anthony Nolan immediately of any irregularityin the
cryoshipper by emailing QualityTeam@anthonynolan.org. Where possible the supply of
photographic evidence of theirregularity shouldbeincludedwiththereport.

8.9 Thawing of Cord Blood Unit(s)

Whenthawingthe Cord Blood Unit(s)the International Establishment mustcheckthe
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seals very carefully and thaw the Cord Blood Unit(s) precisely in accordance with the
instructions givenby the Anthony Nolan Cord Blood Bank. The International Establishmentmust
thawthe CordBloodUnit(s)inasterileziplocktype bag provided by AnthonyNolan and sent with
the Cord Blood Unit(s).

8.10 Forms to be sent on Receipt of Cord Blood Unit(s)

Anthony Nolan will send the International Establishment relevant forms that must be completed
andreturnedtoAnthony Nolanoncethe Cord Blood Unit(s)hasbeenreceivedand/orinfused.

8.11 Storage of Cord Blood Unit(s)

The International Establishment must have the ability to store the Cord Blood Unit(s) ondelivery
andpriortotransplant. The Cord Blood Unit(s) mustbe cryopreservedat-150 °Cor below.

8.12 Outcome of Transplantation

Anthony Nolan requires details of the outcome of the transplant and will liaise with the
International Establishment to follow up post-transplant. The International Establishment willbe
askedtocompleteaConfirmationof ReceiptandInfusionDOC1139 formto confirmthis
information.

8.13 International Establishment Concerns about the Quality of the Cord Blood Unit(s)
If the International Establishment has concernsregarding:

o the quality of the Cord Blood Unit(s) during shipment(e.qg.,if therehasbeena
suspectedsignificant warming event during shipment)

o  theappearanceofthe CordBloodUnit(s)(e.g.,anyunusual discolouration,bag
integrityissues, visible airpockets,improperlabellingetc.)

o) theresults of testsindicating poorviability/yield

thensuchconcernsmustbeimmediatelyreportedto Anthony Nolaninaccordance withsection10
of this User Guide.

8.14 Eurocord

AnthonyNolanhasanagreementwiththe EurocordRegistry (“Eurocord”)underwhich Eurocord
handlesfollowup onbehalf of Anthony Nolan. The International Establishmentagreesthat Anthony
Nolanmay passtheInternational Establishment’s contact detailstoEurocord, whereuponEurocord
willliaise withthe International Establishment directly.

8.15 Cancellation of Reserved Cord Blood Unit(s)

If the International Establishment cancels arequest foran Anthony Nolan Cord BloodUnit(s)
aftertheinitialquality assurance testshave beencompleted, Anthony Nolanwillnot charge for
suchtests.

8.16 Transportation of Cord Blood Unit(s) under Anthony Nolan’s HTA Licence

CordBlood Unit(s)shallbe exportedfromthe Anthony Nolan Cord Blood BankunderAnthony
Nolan’sHTAlicence
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8.17 Transportation of Cord Blood Unit(s) from the Anthony Nolan Cord Blood Bank to
International Establishments

Anthony Nolan will arrange the transportation of Cord Blood Unit(s) from the Anthony Nolan
CordBloodBanktotheInternational Establishment. Anthony Nolanwilluseitsowncontracted
external couriercompany.

8.18 Addresstowhichthe Cord Blood Unit(s) willbe Delivered

Anthony Nolan willbook the courier for the transportation of the Cord Blood Unit(s) to the
addressstipulated by theInternational Establishment onthe FormalRequestfor CordBlood
Unit(s) DOCT126 form.

8.19 Return of the Cryoshipper

AnthonyNolanwillberesponsible formakingallthe arrangementswith a couriercompanyto
ensurethereturnofthe cryoshippertothe originating AnthonyNolan Cord Blood Bank.

8.20 Arrangements

AnthonyNolanwillnotify the International Establishment of the courier details and shallliaise with
the courierinordertoarrange adelivery date andtime.

AnthonyNolanwillnotify the International Establishment of the tracking details. The

International Establishmentmustensure thatthereisapersonwaitingatthe

International Establishment’s designatedaddresstoreceive the Cord Blood Unit(s)atthe
stipulated time with appropriate documentation to confirmreceipt of the correct Cord Blood
Unit.

8.21 Cancellation or Postponement

If apatient’stransplantispostponedorcancelled, thismaynecessitate amendmentor
cancellation of a courier booking. The International Establishment whichis purchasingthe Cord
Blood Unit(s) shall be liable to pay for the Cord Blood Unit(s) if it/they have beendispatched
andshallalsobeliableforany couriercostsincurredasaresult of thispostponement or
cancellation.

9 RELATED DONORSERVICE

9.1 Related Donor Sample Procurement

Ifarelateddonorisresidinginthe United Kingdom, Anthony Nolan canhelpfacilitate thecollection
of samples fromthem for the purposes of testing to investigate if they are a suitable matchfor
transplant.

If the International Establishmentwishestouse thisservice,they must complete theRelated
Donor Sample Request for HLA Typing DOC3955 form. The International Establishment
shouldsendtheformbyemailtoVITeam@anthonynolan.org

Thelnternational Establishmentmust have first contactedtherelated donorto confirm that
theyarewillingto provide the samplesbeforerequesting this service fromAnthonyNolan.
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Providing the related donoris willing to donate, Anthony Nolan will arrange for the samples
tobecollectedandshippedtotheaddressindicatedontherequestform. Oncethe testing
has beencompleted, the International Establishment must notify the relateddonor of the
outcome. The Anthony Nolan Verification Typing Coordinator or Search Coordinatormust
alsobetold of this.

9.2 Related Donor Stem Cell Product Procurement

If arelated donoris the best match for the patient, the International Establishment canrequest
AnthonyNolantohelpfacilitate the cellproduct collectionprovided therelated donoris
residinginthe UnitedKingdom. The International Establishment must have firstcontactedthe
relateddonortoconfirmthattheyarewillingtodonate beforerequestingthis service.

The International Establishment must complete the Related Donors - Formal Request for
Blood Stem Cell CollectionDOC3983 form, aformal Laboratory HLA typing reportforboth
patientandrelateddonorandsubmitthistothe work-upteam’se-mailaddress:
Workups@anthonynolan.org

AnthonyNolanwillmake allthe necessary arrangementsforcollectionof the stemcellsfrom the
related donorresiding inthe UK as per the applicable procedures set out in section 5 of this
User Guide.

9.3 Related Donor Clearance

The AnthonyNolanDonorConsultanthas the finaldecisionformedical signoff foranyrelated
donorresidinginthe UK. Any medicalissues that the Anthony Nolan Donor Consultant
considersmaypose apotentialrisktothe patient willbe discussed withthelnternational
Establishment.

9.4 Postponement and Cancellation of Transplant

The International Establishment must immediately notify Anthony Nolan of any
postponement or cancellation of a transplant by completing the Postponement/
Cancellation DOC2258 form. The International Establishment must also notify the related
donor of such a change and confirm by email to Anthony Nolan this has been done.
DOC2258 must be emailed to the Anthony Nolan Donor Provision team. Withoutit, the
cancellation/postponement request cannot be processed. If a cancellation or
postponementrequiresurgentactionby Anthony Nolanand occurs outside office hoursthe
International Establishment must call the Anthony Nolan emergency telephone number.

9.5 Procedure afterDonation

Donorswillreceivefollow-up carefor1Oyears, asdetailedinthis User Guide. Thisincludes the
management of Serious Adverse Events (SAE), a donor’s physical and emotional recovery from
donation,and counselling post-donationif required. Anthony Nolanwillnot provide updateson
the patient’sprogressforrelated donors orfacilitate patientand donorcorrespondence. The
related donorwill be directed to the International Establishment if required.
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9.6 SubsequentDonationsfromRelatedDonors

An International Establishment may request a subsequent PBSC, bone marrow or lymphocyte
donationfromarelateddonorassetoutinsection 6 of thisUserGuide.

10 MANDATORY REGULATORY REQUIREMENTS

10.1 Serious Adverse Event/Reaction Reporting

AnthonyNolan’sHTAlicence obligationistoreportall Serious Adverse Events (SAE) andSerious
Adverse Reactions(SAR)tothe HTAwithin 24 hours of being notified.

Therefore, the International Establishment must report all Serious Adverse Events or Reactions
and any other which may affect the cell product or the patient outcome to Anthony Nolan as
soon as possible (at the latest within 24 hour of occurrence). If during office hours, contact the
Donor Provision Coordinator you have been liaising with throughout the workup or send to
donorprovision@anthonynolan.org/call 0207424 6699. If outside office hours, the International
Establishment must call 07710 599161 as a high priority.

Thereport providedmustinclude alltheinformationrequired by the HTAforthereportingof
Serious Adverse Events and Serious Adverse Reactions, as specified on the HTA website:
https://www.hta.gov.uk/policies/human-application-adverse-event-and-reaction- saears-

reporting.

Theinformationshouldinclude:

o dateoftheadverse event/adversereaction
locationofthe adverse event/adversereaction
relevant material affected
partof processtheeventwaslinkedto
suspectedcause of event/reaction
descriptionof event
actiontakentodate.

O 00O O0OO0O0

The Anthony Nolan Quality teamwill follow up with the International Establishment while
preparing the followupreport tothe HTA.

10.2 Traceability: Compliance with Certain Requirements of HTA Directions 001/2021(as
may be amended or superseded from time to time)

The International Establishment will comply with such procedures and supply such
information, as Anthony Nolan may from time to time specify to ensure that the traceability
requirements of the HTA’s Guide to Quality and Safety Assurance for HumanTissuesand Cells
forPatientTreatment(asmaybeamendedorsuperseded fromtimeto time)aremet.In
particular, the International Establishment willensure that Anthony Nolanis in possession of all
the informationlisted in numbered paragraph 157 from the HTA Guide whichis as follows:

“157.The minimuminformationto be providedto the tissue establishmentsbyendusersis:

identification of the suppliertissue establishment;
identificationof the clinicianorenduser/facility;
typeoftissuesandcells;

productidentification;

identificationof therecipient;

®© 00T

DOC710 V13 (1223)


https://www.hta.gov.uk/policies/human-application-adverse-event-and-reaction-saears-reporting
https://www.hta.gov.uk/policies/human-application-adverse-event-and-reaction-saears-reporting
https://www.hta.gov.uk/policies/human-application-adverse-event-and-reaction-saears-reporting

f. dateofapplicationordate of disposal;
g. theSEC(ifapplicable).”

Thelnternational Establishment confirmsthatit maintains traceabilityinformationasrequired by
the HTA.

11 CRYOPRESERVATION

1.1 Infusion and Cryopreservation

TheInternational Establishmentmust not store orcryopreserve collectedhaematopoieticstem
cells formore than 48 hours without the prior written agreement of the Anthony Nolan Donor
Consultant ortheir deputy. The International Establishment must notify Anthony Nolanin
writing when the cryopreserved cell productis eitherinfused or discarded. Excess material
post-transfusion may be cryopreserved for therapeutic purposes or discarded according to
standard protocols without applying to Anthony Nolanforthe donor’s permission.

The International Establishment shall promptly complete and return a Cell Processing Report
toAnthonyNolaninrespectofeachCellProductreceived. These records (amongst other
things)theamount of the cellproductwhichiseithercryopreservedordiscarded.

1.2 Cryopreservationof Lymphocytes

(@) TheInternational Establishment may cryopreserve lymphocytes without the prior
approvalof AnthonyNolan providedthatthefirstaliquotisinfusedwithin14 daysofthe
lymphocytes being donated, and this date of infusionis statedin the Cell Processing
Reportreferredtoinsectionll.labove.

(b) Ifthelnternational Establishmentdesiresto cryopreserve thelymphocytesforlongerthan
14 daysbefore administeringthe firstdose, it mustnotify Anthony Nolanand must also notify
AnthonyNolaninwritingwhenthe cryopreservedproductiseitherinfused ordiscarded.

The International Establishment must report any Serious Adverse Event and/or Serious
Adverse Reaction affecting the cell product in accordance with section 10.1 of this User
Guide.

1.3 Cryopreservationof Haematopoietic Stem Cells on Behalf of the
InternationalEstablishment

If the International Establishment is unable to cryopreserve the cell product at their
establishment, the International Establishment canrequest that Anthony Nolan arranges thison
theirbehalf. Thiscanberequestedatany point duringthe work-up processbutat the point of
requestispreferred,orasearlyaspossible. Oncetherequesthasbeenmade,Anthony Nolan will
confirm:

o) ifthe CollectionCentreisable tofulfiltherequest

o iftheCollectionCentreisunabletofulfiltherequest,ifthe AnthonyNolan Cell
Therapy Centreisable tofulfiltherequest(atpresentthe AnthonyNolan
CellTherapy Centreisunable to cryopreserve bone marrow).

Inallcircumstances, the International Establishment willbe askedto complete the
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Cryopreserved Adult CellsTC Questionnaire DOC4986 form andreturnthisbefore the donor
startstheirG-CSFinjections(forPBSC collections)ortravelstoattendtheirbonemarrow or
lymphocyte collection.

The establishment cryopreservingandstoringthe cellproduct shalldo thisinline withitsstandard
processing procedures.

If cryopreservationis carried out by the Anthony Nolan Cell Therapy Centre, the AnthonyNolan
CellTherapy Centre canstoreacryopreserved CellProductforamaximumperiodof12months.
Atthe one-yearanniversary of theinitialstorage, eitherarrangements

willneed to be made between the parties for the transport of the cryopreserved cell product to
the International Establishment’s storage facility of choice or, alternatively, an agreement forlong
termstorage atthe AnthonyNolanCellTherapy Centre willneedtobeagreed betweenthe parties
inwriting.

Priortorelease, the establishment cryopreserving and storing the cell product shall complete
therelevanttestsforitsrelease, suchasviability testsand microbiology testing, inaccordance
withits standard processingproceduresandwillcomplete a CryopreservedCell Product
Release DOC4987 form which will be forwarded to the International Establishment. This form
details the cryopreservation process and provides information with regards to the viability of
the cryopreserved cell product. The form requires confirmation of receipt from the
International Establishment by signing and returning to Anthony Nolan.

Thelnternational Establishmentwillthenadvise of a suitable shipment date and confirmit is
happy to proceed by completing a Confirmation of Cryopreserved Cell Product
Acceptability DOC4988 form. The International Establishment must return a signed copy of
the Confirmation of Cryopreserved Cell Product Acceptability DOC4988 form by email to
Anthony Nolan before the cryopreserved cell product can be released andtransportation
arrangements canbe made.

The International Establishmentis responsible for verifying that the cryopreservationof the
cellproduct andits export to the International Establishment’s country complywith any of
itsownlocallegalandregulatoryrequirementsrelatingtothe processing,

cryopreservation, storage andtransport of cells. Anthony Nolanhas noresponsibility for,and
excludes allliability to, the International Establishment if the cryopreservation and export of
the cellproductdoesnot comply withsuchlocalrequirements.

If the International Establishment cancelstherequestforcryopreservationafterthecell
producthasbeencryopreserved, butbeforetransportationof the cellproduct, AnthonyNolan
may dispose of the cell productin accordance with Anthony Nolan’s standard operating
procedures.

1.4 Shipment of Cryopreserved Haematopoietic Stem Cells

AnthonyNolanwillarrange the transportation of the cryopreserved cell product fromthe
Anthony Nolan Cell Therapy Centre or UK Collection Centre to the International
Establishment using an external courier company with which Anthony Nolan has contracted.
Anthony Nolan will book the courier for the transportation of the cryopreserved cell product

totheaddressstipulatedbythelnternational Establishment ontheinitialwork- uprequest
form- FormalRequestForBlood Stem CellCollectionsDOC3842 orFormal
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Requestforsubsequent Blood Stem CellorLymphocyte CollectionDOCI119.

Anthony Nolan will notify the International Establishment of the courier details and shallliaise
withthe courierinordertoarrange adeliverydateandtime. Anthony Nolanwill notify the
International Establishment of the tracking details. The International Establishment must
ensure that there is a person waiting at the International Establishment’s designated
addresstoreceive the cryopreserved cell product at the stipulated time.

Onreceipt of the cryoshipper, the International Establishment must check the integrityof the
cryopreserved cell product, including the seals, the datalogger and cryoshipper,and
completetheReceptionFormDOC1567 provided by Anthony Nolanandreturnthis
completedformto Anthony Nolanby email. The International Establishment must notify
AnthonyNolanimmediately of anyirregularityinthe cryoshipperby emailingthe Donor
Provision Coordinatorresponsible forthe patient’swork-up. Where possible the supply of
photographicevidence of theirregularity shouldbeincludedwiththereport.

AnthonyNolanwillberesponsible formaking all the arrangementswith acouriercompanyto
ensure thereturn of the cryoshipper.

Whenthawingthe cryopreservedcellproduct, the International Establishment must checkthe
seals very carefully and thaw the cryopreserved cell product precisely inaccordance with the
instructions containedinthe shipment packet accompanying the cell product -
Recommended Thawing Procedures DOC1570.

For storage of the cryopreserved cell product, the International Establishment will need to
follow the guidance on the Confirmation of Cryopreserved Cell Product Acceptability
DOC4988 form.

The International Establishment must have the ability to store the cryopreserved cell product
ondeliveryandpriortotransplant. The cellproductmustbe cryopreservedat
-150°Corbelow.

If the cryopreservedcellproductisnotinfusedwithin48 hours of receipt, the International
Establishment mustensure that, where applicable, the International Establishmentand
itstransplantcentre complieswithalllawsandregulations applicable tothe storage of the
cryopreservedcellproduct(including ensuringits storage facilityisappropriately licensedby,
andcompliesatalltimeswith,therequirements of anyregulatory authority).

1.5 Bespoke Arrangements

If Anthony Nolan and the International Establishment have entered into a separate agreement
forcryopreservationandstorage servicestobe carriedoutbythe Anthony Nolan Cell Therapy
Centre,thetermsof suchagreementshallapplyinplace of sections

11.3and11.4above.

Anthony Nolanis also able to cryopreserve cells on behalf of an International Establishment
evenif Anthony Nolanis notinvolvedin the work-up process. The International Establishment
willneedtoenterintoanagreementwith Anthony Nolanfor the provisionof suchservices. To
request furtherinformationabout suchservices, pleasecontact
donorprovision@anthonynolan.org
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12 PROCEDURE AFTERDONATIONFORUNRELATED
DONORS

12.1 Post Donation Follow-Up

Donorsarefollowedup foraperiod of 10 years postdonation. Shorttermfollow-up ensures

that donorsrecoverboth physically and emotionally from donation, as well asmanaging
anyserious adverse eventspostdonation. Donorscanaccessaspecialist

counsellorifneeded. Longtermfollow-up monitors the donors’ continuing availability for
subsequent donations, and the development of long-term health conditions which may impact
the patient’shealth ortheirability toremain ontheregister.

12.2 Possible Future Donation

Anthony Nolan will ask donors about their willingness to be approached for future donations.
AnthonyNolanwillnotify the International Establishmentinwritingif the donoris not willing to
consider any future donation, orif forany reason the donor has beenremoved fromthe
relevantregister.

12.3 Updates onPatient’s Progress

Each donoris asked following donating if they would like an update on the patient’s progress
withinthe first year after donation. Anthony Nolan shall obtaininformation on International
Patientsby contactingtheInternational Establishmentataround sixmonthsafterdonation,
eitherby email or fax.

12.4 Donor/Patient Contact

AnthonyNolan’spolicy ondirectandindirect contactbetweenthe donorandthe patientwillbe
discusseddirectlywiththe donorduringthe course of the donor’sfollow-up after donation.
AnthonyNolanwillinformalldonors,andthe International Establishment

willinform all patients that sometimes contactis not possible for a variety of reasons.
International Registries may have policies of life-longanonymity forpatientsand donors.

Messages or correspondence between patients and donors can take effect after the
transplant has taken place. To ensure donor and patient confidentiality, any messages
receivedpriortothetransplantwillberetainedbyAnthonyNolanandnotforwardedontothe
intended patient.

Inaccordance with Anthony Nolan’s policy, the identities of both donor and patient must
remainconfidentialforatleasttwoyearsafterthe date of thelatesttransplant, orforatleast
oneyearfollowingaDLldonation. During the two-yearperiod, anonymous
correspondence(i.e.,noidentifyinginformation suchasnamesorliving/workinglocations) may
be exchanged. The correspondence is screened by the International Establishment and
Anthony Nolan. Anthony Nolan will take advice from the International Establishment onthe
appropriateness of any correspondencetotheInternational Establishment’s patient.

If apatient would like to send theirdonor a message of thanks once the transplanthas
takenplace(nogiftsorphotographsare accepted), these canbehandedtotheir
transplantteamtosendonto Anthony Nolanviathe International Establishment who willthen
forwardontothedonor.

If the family of adeceasedpatientwishestocontactthedonor,thenanymessagescanbe
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passedtothelnternational Establishmenttobe sentto AnthonyNolan. Direct contactmaybe
allowed on case-by-case basisinthese circumstances and should be initially discussedwith
the DonorFollow-Up Manager.

Correspondence shouldbe mailedto:

DonorFollow-UpTeam
AnthonyNolan
2HeathgatePlace
75-87 AgincourtRoad
London

NW32NU

Oremailedto donor@anthonynolan.org

Two years after the transplant, it may be possible for Anthony Nolan to arrange direct contact
betweenthe donorandthe patient,butonly ontheinstigationof the patientandif the
International Establishment has notraised any concerns. Both parties willneed to complete a
signedconsentform.

If an International Establishmentis aware that a patient wishes to blog or share their
experience onsocialmedia,thenthe International Establishment should advise the patient to
follow AnthonyNolan’s guide whichcanbe obtainedfromthe Patient Servicesteam, to ensure
the donorremains anonymous. Patients must not post any information about the donor’s
location,age orgender,andmake suretheinformationlabelontheirstemcellbagisnotvisibleif
he/shepostsaphotograph.Inaddition, patientsmustnottrytocontact

thedonordirectly onsocialmediaorshareany correspondence withthe donorwithoutexpress
permission from Anthony Nolan.

Inthe case of any queriesorpossible breaches of confidentiality please contactthe Donor
Follow-Up Manager.

12.5 Retention of Records

Thelnternational Establishmentmustretainallrecords associatedwiththe cellproductfor30
yearsfromdate of clinicaluse ordisposal of the cell product.
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13 HISTOCOMPATIBILITY SERVICES

13.1 Specialised Histocompatibility Services

Anthony Nolan provides certain specialised histocompatibility services which are in additionto
the standardhistocompatibility servicesas partof the donorselectionandmatching
procedures.

These specialised histocompatibility services are describedin briefinthis sectionandwillbe
providedbyAnthonyNolanif thelnternational Establishmenthasrequestedthese.

13.2 HLATyping

@ HLAtyping, ABO andRhDbloodgrouptestingand CMVscreeningonpatientsunder
considerationforahaematopoietic stemcelltransplant.

b) HLAtyping, ABO andRhDblood grouptestingand CMV screeningforpotential
relateddonorsforpatientsawaitingahaematopoietic stemcelltransplant.

© HLAtyping,ABOandRhDblood grouptesting, CMV,HIV,HepatitisBand C
testingonblood samples from allrequested unrelated donors selected for
patients.

@ HLAtypingtoaminimumofhighresolutionforHLA-A,-B, -C,
-DRB1,DRB3,-DRB4,-DRB5,DQBl1and -DPBI.

13.3 Additional Testing

Anthony Nolan shall perform additional testing, which may include typing to high resolution
andtypingof HLA-DPBI1, onpatientsand probable matchingdonors asdeemednecessary by
Anthony Nolan and the International Establishment in accordance with The European
FederationforImmunogenetics (EFI) Standards.

13.4 Written Report

Anthony Nolan shall prepare a writtenreport of results which show the degree of matching
betweenpotentialdonorsandpatientsandshallsend thisreport, by email, tothe person
nominated by the International Establishment.

13.5 Storage of Samples

AnthonyNolanshallstore samplesof blood, DNAandserumderivedfrombloodaccordingto
therelevant guidelines.
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14 ANTHONY NOLAN’S ACCREDITATIONAND
REGULATION

14.1 Companies House

AnthonyNolanisregisteredasacompanylimitedby guaranteeinEnglandandWales,registration
number2379280 withitsregistered office at:

Royal Free Hospital
Pond Street London
NW32QG

14.2 Charity Commission and Office of the Scottish Charity Regulator

Anthony Nolanisregistered as a charity with the Charity Commissionin England and Wales,
registrationnumber803716 and withthe Office of the Scottish Charity RegulatorinScotland,
registrationnumberSCQO 38827.

14.3 WMDA

AnthonyNolanisaccredited bythe World Marrow Donor Association(WMDA)inthefollowing
categories:

General Organisation of Registry
DonorRecruitment

DonorCharacterisation
InformationTechnology

Facilitationof searchrequests
Second/subsequent donations
Collection/processing/transport of stemcells
Followup of Patient/Donor
Financial/legalliabilities

O OO0 00O O0OO0OO0OOo

AnthonyNolan complieswith WMDA International Standards for Unrelated HematopoieticCell
Donor Registries which can be found on the WMDA website: https://wmda.info/
professionals/quality-and-accreditation/wmda-standards/.

Forclarity, these standardsalsoapplytorelated donors.

14.4 HTA

AnthonyNolanholdsthe following HumanTissue Authority (HTA)licence:
o] Licence 22513 permitsthe Anthony NolanRegisterto carry outthe procurement,
distribution and/orimport/export of tissues and/or cells intended for human
application.
o Permitsthe Anthony Nolan Cord Blood Bankto carry outtheprocurement,
processing, testing, distribution and storage of cellsintendedforhuman
application.
14.5 National Ethical Approval
The AnthonyNolan Cord Blood Bankholds National Ethical Approvaltoactasaresearchtissue bank.
14.6 FACT-NetCordAccreditation

The Anthony Nolan Cord Blood Bankhas FACT-NetCord Accreditation.
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14.7 UKAS and the European Federation forImmunogenetics

The Anthony Nolan Histocompatibility Laboratories are accredited to ISO 15189:2012 - Medical
Laboratories(ref 8630) by the UnitedKingdom Accreditation Service (UKAS) andby the
EuropeanFederationforlImmunogenetics(EFI) (ref 03-GB-005-995).

15 RESEARCH

15.1 Research

Thelnternational Establishmentmayrequestthatdonorsareinvitedto consenttobeing
involvedin aresearch programme, project, or study. An application must be submittedby
the study sponsor or chief investigator of the International Establishment to involve Anthony
Nolandonorsinanyandallresearchprogrammes, projects, orstudiesto
researchstudies@anthonynolan.org for attention of the AN Clinical Trials Supervisor. Suchan
applicationmust consist of:

o) aDonorResearch StudyApplicationDOC3323form

o) evidence of relevantinstitutionalreview board approval

o astatementdetailinghowanycostsincurredbyAnthonyNolanasaresult of thedonor
participatingin the study will be reimbursed, e.g., additional blood draws,donor
travel expensesandloss of earnings

o) theresearchprotocol

o) thedonor/participantinformationsheet

o thedonor'sconsentform.

Anthony Nolan will then consider the request inrespect of an Anthony Nolan donor. Allresearch
studiesinvolving Anthony Nolandonors willrequire the approval of the AnthonyNolan medical affairs
committee.

15.2 Use of DonorCells for Generic Research

Anthony Nolan donors are asked if they will agree to any surplus tissue/DNA from their
collection being used anonymously for future medical research projects. These donors are
informedthatany medicalresearchprojectwouldhave tobeapprovedbyaproperly
constituted research ethics committee and undertakenin accordance with appropriate
ethical, legal and professional standards, and that they will not benefit financially from any
researchundertakenandwaive allrightsto anyregistered patents. The International
Establishmentwillbeinformedwhetherornotthe donoragreestothis.

16 CHARGES ANDFINANCE

16.1 Charges Payable by the International Establishment to Anthony Nolan

Each International Establishment must pay Anthony Nolan the charges set outin the relevant
feescheduleinforce atthe time of invoicing, togetherwith VAT at the prevailingrate.

16.2 Cancellationand Postponement Charges
The chargesreferredtoaboveinclude, withoutlimitation, the following:

Postponement Charge
Apostponementcharge maybe chargedeachtimeascheduledtransplantdateischangedto
coverpostponement of appointmentsandfurtheradministration.

Cancellation Charge

A collection charge may be charged to cover activities undertaken before arequestis cancelled.
If testsareunderway at the time of cancellation, the International Establishmentmay be charged the
normal rate provided the results are reported within a month by Anthony Nolan.
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CancellationPriortoDonorMedical

If a transplant is cancelled after Anthony Nolan has received a request for a donor work-upbut
before the donor medical examination has taken place, Anthony Nolan may only apply an
administrative charge.

Cancellationafterthe Donor Medical
Ifatransplantis cancelled afterthe donorhasundergone the medicalexamination,Anthony
Nolanmay charge the fullcancellation charge.

Additional Charge for G-CSF
Anadditionalcharge willbe madeforG-CSFifthedrughasalreadybeenprescribedandissued
toadonorwhowouldhave undergone ahaematopoietic stemcellcollection.

Cancellation of Cryopreservation Services

If arequest for cryopreservationis cancelled before the cryopreservation has been carried
out,acancellationcharge maybe chargedto coveractivitiesundertakenbeforethe request
was cancelled. If arequest for cryopreservationis cancelled after the cryopreservationhas
beencarriedout,includingif the transplantis cancelled, Anthony Nolan may charge the full
amountforthe services.

17 COMPLAINTS

17.1 Complaints Procedure

Comments onthe services provided by the Operations and Patient Services are
welcome and help ustoimprove. Please send details in an email to the Quality
Team: QualityTeam@anthonynolan.org

If you wishto make aformal complaint regarding the services provided by the
Operations and Patient Services, ortoreport a Serious Adverse Event or Reaction
(SAE/SAR), please send details in an email to the Quality Team:
QualityTeam@anthonynolan.org

18 ANTHONY NOLANDETAILS

Staff List
Forfulllist of staff, please referto the Anthony Nolan website, www.anthonynolan.org

AddressforNotices

Forthe attention of the Chief Operating Officer
AnthonyNolan

2HeathgatePlace

75-87 AgincourtRoad

London

NW32NU

Operations and Patient Services Emergency Telephone number 07710599161
Operations and Patient Services Administration Faxnumber 02072848226
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Anthony NolanDonorRecruitment Team
Healthcare professionalswishingtoraiseanappealforapatient, should contact thisteamon
02072841234 oremailinfo@anthonynolan.org

19 LISTOFFORMS

ThefollowingisalistoftheformsreferredtointhisUserGuide.

FORM TITLE DESCRIPTION
DOCI1119 FormalRequest forSubsequent TheTransplant Centre willsend this
HPC orLymphocyte(DLC) toAnthonyNolanwhenrequestinga
Collection subsequentdonation.
DOCT1126 FormalrequestforCordBloodUnit TheInternational Establishment must
fromTC completethisformbefore shipmentofa
cordbloodunit.
DOCT1128 Confirmation of Acceptability of
CordBlood Unit
DOCN39 ConfirmationofReceiptand
Infusionof CordBlood Unit
DOCI1567 ReceptionForm
DOCI1570 RecommendedThawing
Procedures
DOCI1671 VerificationTypingRequestForm Thelnternational Establishmentmust
completethistorequestasample
tobe testedinthe International
Establishment’sdesignatedlaboratory.
DOC1672 ExtendedTypingRequestForm The International Establishment
completeifitrequiresAnthonyNolanto
performextendedtyping
DOCI1685 Preliminary SearchRequestForm IfHLAtyping of the patientis carried
outatalaboratoryotherthanthe
AnthonyNolanlaboratories, the
TransplantCentremustcompletea
searchrequestform
DOC3323 DonorResearch Study Application Forusetoinvolvedonorsinanyand
Form allresearchprogrammes, projectsor
studies
DOC710 V13 (1223)



mailto:info@anthonynolan.org

DOC3842

DOC3955

DOC3983

DOC4132

DOC4256

DOC4986

DOC4987

DOC4988

FormalRequestforBlood Stem Cell
CollectionsincludingBM&PBSC
PrescriptionForms

RelatedDonorSample Requestfor
HLATyping

RelatedDonors - FormalRequest
forBlood Stem CellCollection

RelatedDonors - FormalRequest
forSubsequentDonation

Work-up schedule template - UK
Donor
CryopreservedAdultCellsTC
Questionnaire

CryopreservedCellProductRelease
Form

Confirmationof Cryopreserved Cell
Product Acceptability

International Establishmenttouseif
requestingarelateddonorforwork-up

International Establishmenttouse
ifrequestingarelateddonorfor
subsequentdonation

NOTE: The AnthonyNolanLaboratories’ User Guide canbefound onthe AnthonyNolanwebsite.
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20 DEFINITIONS

Inthis User Guide the following termshave the meanings setbelow them.

AnthonyNolanandNHS Stem CellRegister

A database containing details of donors on all UK registers. This database consists of
AnthonyNolandonors,NHSBTdonors, WBMDRdonorsand DKMS (UK)donors. Thisregister
ismanaged by Anthony Nolan.

AnthonyNolanand NHS Stem CellRegistry
A registry which holds the Anthony Nolan and NHS Stem Cell Register. This registry is
managedbyAnthonyNolanandisinformallyreferredtoasthe ‘alignedregistry’.

Anthony Nolan Cord Blood Bank

The Anthony Nolan CellTherapy Centre situated at Nottingham Trent University, Clifton
Campus, Nottingham NGT11 8NS, which holds a bank of Cord Blood Units managed by
Anthony Nolan.

AnthonyNolandonor
Adonorlistedonthe Anthony NolanRegister. Anthony Nolandonorsare alsolisted onthe
Anthony Nolanand NHS Stem CellRegister.

Anthony Nolanlaboratories
The Anthony NolanHistocompatibility Laboratories situatedat 77/BFleetRoad,Hampstead,
LondonNW32QG.

Anthony NolanRegister

Asearchable register of both cord blood units and volunteers, recruited by Anthony Nolan,
who arewillingtodonate haematopoietic stemcellsorlymphocytes. Thisregisterismanaged by
Anthony Nolan.

BSBMTCT
BritishSociety of Blood and Marrow Transplantationand Cellular Therapy.

Businessday
AdayotherthanaSaturday, Sunday orapublicholidayinEnglandandWales.

Cellproduct
Haematopoietic stemcellsorotherLymphocytesand/or,where applicable,a Cord BloodUnit(s).

Collection Centre

Ahospital at which the cell productis collected, whichis appropriately accredited and/or
licensedorotherwise acceptable to Anthony Nolanand which operatesinaccordancewith the
Human Tissue Authority’s Code of Practice G “Donation of Allogeneic Bone Marrow and
Peripheral Blood Stem CellsforTransplantation”.

CordBlood Bank
Abankof CordBloodUnitssituatedinthe UKorabroad.

CordBlood Unit(s)
Aprocessedunitof umbilicalcordblood.
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CordSupport Programme
Optionalservices providedbyAnthony Nolan,including shortlisting and quality evaluationof cord
blood units.

DKMS UK donor

Donors on a database managed by DKMS UK, which is the working name of the UK charity
DKMS Bone MarrowDonorCentre. DKMSUKdonorsare alsolistedonthe AnthonyNolanand
NHS Stem CellRegister.

DLI
Donorlymphocyteinfusion.

Donor

Avolunteerorarelative of the patientwhoisovertheage of 16 andwhoisasuitable HLAmatch
willing to donate haematopoietic stem cells orlymphocytes. Unless the context otherwise
requires, ‘donor’ shallinclude donors listed on the Anthony Nolan and NHS Stem Cell Register,
andinternationaldonors.

EBMT
European Society forBloodandMarrow Transplantation.

EMDIS
EuropeanMarrow DonorInformation System.

FACT
Foundationforthe Accreditation of CellularTherapy.

Feeschedule

The schedule of charges provided by Anthony Nolanto therelevantInternationalEstablishment, as
suchschedulemaybeamendedfromtimetotime.

GIAS
Graftldentification Advisory Service.

Gift of Life
The Gift of Life Bone Marrow FoundationwhichisaUS donorprogramme.

G-C SF
Granulocyte colony stimulatingfactor.

HLA
Humanleukocyte antigenmoleculeswhichhave tobe matchedbetweendonorandpatient.
These molecules existinmany similarbut differentforms.

HTA
The HumanTissue Authority.

International cord bloodbank
Abankof CordBlood Unit(s)located outside the UK.

International Cord Blood Unit(s)
ACordBloodUnit(s)whichisheldbyanInternational Cord Blood Bank.
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Internationaldonor
Adonoronaregisterheldbyaninternational Establishment.

International Establishment

o  Aninternationalregistry,or

o A hospital, situated outside the UK, which is seeking to perform transplantation of
haematopoietic stemcells orlymphocytes for patients with various malignant andnon-
malignant conditionsandis
- accreditedby EBMT, or
- listedasanInternationalorUSNMDP Transplant Centre, orwhichhasprovided
Anthony Nolan with informationregardingits clinical activity and has been
approved by the Anthony Nolanmedical director.

International registry
Aregistry situated outside the UKwhichholds aregisterofinternationaldonors.

ISCT
International Society for CellularTherapy.

JACIE
JointAccreditationCommittee -ISCT & EBMT.

Laboratory

Alaboratory whichis (i) licensed under the HTA oris the subject of a Third-Party Agreementmade
pursuanttoregulationsunderthe HumanTissue Act2004; or (ii) isotherwise acceptable to Anthony
Nolan. (“Third Party Agreement” is defined in the regulations.)

Lymphocytes

A type of white blood cell. A subset called T cells is used in donor lymphocyte infusion.
Lymphocytes are vital components of the body’s immune system - the defence against
invading organisms.

MDT
Multi-disciplinary Team Meeting.

NHSBT
National Health Service Bloodand Transplant.

NHS Cord Blood Bank

Abankof CordBloodUnitsmanagedbythe NHS. Searches of thisNHS Cord Blood Bankon
behalf of UK patientsare handledby Anthony Nolan. Searchesrequestedbyinternational
registriesonbehalf of overseaspatientsare managed by NHSBT.

NHSBTDatabase

A searchable register of volunteers who are willing to donate haematopoietic stem cells or
lymphocytes. Searches of this NHSBT Database on behalf of UK patients are managed by
AnthonyNolan. Searchesonbehalf of overseaspatientsaremanaged by NHSBT.

NHSBTdonor

Adonorlistedonthe NHSBT Database. NHSBTdonorsare alsolisted onthe AnthonyNolanand
NHS Stem CellRegister.
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NMDP
The NationalMarrow DonorProgram, whichisaUS donorprogramme.

Patient
Thepersonintendedtoreceivethedonationof the cellproduct.

PBSC
Peripheralbloodstemcells.

Promise
AUKdatabase of the patientswhohave undergone ahaematopoietic stemcelltransplant.

Relateddonor

Abiologicalrelative of the patient who is a suitable HLA match for a stem cell donationwho
mayresideinthe UnitedKingdomandwhoisovertheage of 16 years,orwhomay reside in the
United States of America or any other country outside the United Kingdomprovided Anthony
Nolan has (or can putin place) an arrangement with aregistry or hospitalinthe applicable
countrytofacilitate suchrequests,andwhoisovertheage of 16years.

Serious Adverse Event
Any untoward occurrence which may be associated with the procurement, testing,
processing, storage or distribution of tissue or cells intended for human application and which,
inrelationtoadonoroftissueorcellsintendedforhumanapplication, orarecipientof tissue or
cells:
(@ mightleadtothetransmissionof acommunicable disease,todeathorlife-
threatening, disablingorincapacitating conditions, or
(b) mightresultin,orprolong, hospitalisation ormorbidity.

Serious Adverse Reaction

Anunintendedresponse,includingacommunicable disease,inadonoroftissue orcells
intendedforhumanapplicationorarecipient of tissue orcells,whichmay be associatedwith
the procurement orhuman application of tissue or cells and which is fatal, life- threatening,
disabling, incapacitating or whichresultsin, or prolongs, hospitalisation or morbidity.

Service Level Agreement
Anagreementbetweentwo partiesbothofwhicharelicensedbythe HumanTissueAuthority.

Transplant Centre

Ahospitalinthe UKwhichcarries out transplantation of haematopoietic stemcellsor
lymphocytes for patients with various malignant and non-malignant conditions. The hospital
musthave beenapprovedbythe Anthony Nolanmedical director.

WBMDR
Welsh Bone Marrow Donor Registry whichis a searchable register of volunteers who arewilling
to donate haematopoietic stem cells or lymphocytes. It is managed by the Welsh Blood
Service.

WBMDR Donor
Adonorlistedonthe WelshBone MarrowDonorRegistry. WelshBone Marrow donorsarealso
listedonThe Anthony Nolanand NHS Stem CellRegister.
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WelshBlood Service

Thedivision of Velindre NHS Trust which haslegalresponsibility forthe Welsh BoneMarrow
DonorRegistry.

WMDA
World Marrow DonorAssociation.

WMDA SearchandMatchService
The searchable online global database foradult unrelated donorsand cordblood units.
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