Transplant Center Request for Cryopreservation
{Completad by SCL Staff)

Date Raquestad: : [E1  Unplanned Crya
TG 1 Planned Cryo
Reciplentib: o 000 Raciplant Mame:

Donor 1D . Donor Centarg:

Dlagnosis: Dismase Stage:

Product 1 BM [] PESC  [] DLl

Stern Cell Collection Date: ' CCHIACH

Reasons:

Planned Dale for Infusion:

TC coordinatar:
NiDE SCLU staff

NMDP Medical Director / Designee Approval: [ Yes [ ] No

Comments: :

pRese e

NMDP Approving Signalure: . Dbate:r.

Reasons: [] Patient Condition [] Others

'] Donor Sehedula
[ ] CCIAC Schedule Conflict

[ ] Copy to Search Quality Assurance Nurse ({in lieu of QIF}

Return completed document to SCU staff for recipient file

‘Document Namber: FO035d veemim 2.0
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Cryopreservation Data

» Collect data manually
— Every request recorded
— Reason
— Infusion
— Outcome

*« Review data from 2006

Cryopreservation Data .

Total Marrow & Tg;f
L PBSC Product 70
Distribution

(0.04%)
2814

Total
876
23
(0.03%




Cryopreservation Data - Reason

Othet:
No backup product
Bed space |
PBSC only
Clerical ervor
Seaffing issues
Scheduling
_TBI

 Protocol

Cryopreservation Data - [nfusion

... _ 6 Notlnfused |
3 Patient died —

B i i P o s e ——-—’




Cryopreservation Data - Engraftment “

jeors itk

Total Infused
- 84

(T6%)
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Filgrastim-Mobilized Peripheral Blood Stem Cells for Allogeneic
Transplantation with Unrelated Donors

A protocol of
The National Marrow Donor Program®
3001 Broadway Street NE
Suite 500
Minneapolis, MN 55413
612-627-5800
800-526-7809

Principal Investigator:
John Miller, MD, PhD
Medical Director, NMDP

Copyright ® 1908 - 2000 National Marrow Donor Propram. AH rights recerved.

NMDP IRE Approved: May 15, 2009-May 14, 2010
PBEC Transplantation, Version 1540
Tarernal use oniy: Document Number: T00002 revision 15 Page L of 70
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3. . Study Schemata
Figure 1. Filgrastim-mobilized peripheral blood stem. cells for allogeneic transplantation with unrelated donors.

Filgrastim ~10 pg/kg/day
subentanecus injéction
2Ty
HLA-MATCHED UNRELATED DONOR:
SEARCH > CONSENT & WORK-UP=» |12 3456 - s DONORFOLLOW.-UP
DAYS :
T 1
Leukapheresis collections**

TRANSPLANT
INTENDED RECIPIENT: /7 \
CONSENT —» SCREENING ~» PREPARATIVE THERAPY RECIPIENT
: FOLLOW-UP

* Mobilization: . The donor receives filarastim ~10 pg/kg/day subcutaneousty for 5 consecutive days if one standard or two
leukapheresis collections are scheduled:
*¥ Collection: - Leukapheresis is performed on day 5 alone or on'days 5 and 6. The whole blood volume processed will be 121024
liters per collection: See Section 11.4.1 and Table 3.

Copyright ©1989 - 2000 National Marrow Donor Program. All rights reserved.

i NMODP IRB Approved: May 15, 2009-May 14,2010

: PBSC Transplantation, Version 15.0

Internal ise onl: Docament Number: T00002 revision 15 Dage 8 of 70

Table 1. Summary of evaluations, freatments and procedures.

Day ﬁg fg;g;:::t ‘ital Signs Blood Work mﬁm Apheresis
Completed !
1 710 X x x <
2 710 X x %
3 710 X X x
4 710 X X %
= 730 X X x* % x
6 730 X x x* e
2 days post 111 X
1 week post § i X
X

6 months pest 760
] Ammgi' 760 X

* Blood testing is obtained both pre- and post-apheresiz See Section 11.44.
7 Not all doniors will have apheresis collection on day 6. See Section 11.4.1 and Table 3.
1 Form 777 is completed weekly until full recovery is reported by the donior. See Section 11.6.1.

Copyright @ 1999 - 2009 National Marrow Donor Program. All rights reserved.

NMDP IRB Approved: May 15, 2000-May 14, 2010
PBSC Transplantation, Version 15.0

Intarnal wse only: Document Number: T00002 revision 15 Page bof 10
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11.  Research Plan

11.4. Initiating and conducting a search for a PB5C donor

Begin
Search

Preliminary
Search

. ¥

Formal
Search

CT Testing &
Education
111.2

uitable Donor
identified?

 Alternative
Treatment

Request Work-up
Submit
Paperwork
1113

 Moveto
Work-up
Figure §. Flow diagram for the search process.

Copyright £ 1999 - 10600 National Marrew Donor Program. A6l rights rutarved.
NMDP IXE Approved: My 13, 2005 May 14, 2010
PBSC Toamplaviatics, Vertion 15.0
{Internal wee only: Docamant Nambar: TOU002 rerisicn 13 Page 260f 10
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141.2. Donor Work-Up Process

T nE G pocifiod
PBES prodieet.

Bagin Work-up of PBSEC
donor

Perform standard donor
information session include
PBBC consent discussion

Rinor interestad s
continuing in PBSC

Rotily SCU
siudies?

FEEC Informey
Consent form
signed?

Complete Donor
Approval for
PBSC

Foem 700
compidod

&y siphnitiad fo
S4U

Medical Evaluation e it
including PESG f fomaia, el
specific evaluationz | 0

Determine
Mobilization and
Coilection
schedule,

Pracead to Donor
Mobilization

Copyright & 1999 - 2000 National Marrees Donnor Progrem. Al rights reiarved.
NMDPIRE Approved: May 13, 2009-May 14, 2010
FBIC Tomiplantatioa, Varcion 15.0
Favermal wse only: Document Nembar: TOD0C2 revicion 13 Page 12 0f 70

fied for PBSC and

Notlfy s8¢

[
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11.3. . PBSC mobilization

Donor Mobilization Process

Eobilization Process

Adjust
doge

Car gty 1 clince
DObialn Blondworek| /2 e, mosm

Breinjection | 270N

bagins

SCU ahips

required

Yigrastim

% A
OC recioves and ¥
logs shipmant Administar | s i
Tiggrasgtim ol

3

Einalizs schedels
tor mobilization

Canfirn
fdgrastim doze

FPerlorm Donor
Asseaamant,

Gompiain
Fam T

¥raat Doncr and
Hodify 80U

Proceod to
Collgetion Process

Figure 10 Flow diagram for the mobilization process.

Copyright @ 1999 - 2009 National Maros

dntermal yre only: Docoment Nember: TOD00Z revition 13
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11.4. PB5G collection

PBSC Collaction Process

S Perform Donor
PESC Collection * Assassiment

ves Is this Day 52 Hatify 5CU
Bore l Begin
Administer i ,|  Apharesis
Fitgrasiim Praparation
Stors andior - ‘b
transpart PRSC e ;E‘;éﬁé‘:::
Product Fovn 70 G
YES Farme 730

opmpiedad

reat Doner and
Hollty 50U

Comple
Faav 03

Pracead with Donor

b ap Rapeat PBSC Coblaction

Figure 11. Flow diagram for the apheresis collection process.

Copyright © 1900 - 1000 National Marrow Donor Program. All rights rocarved.
MMDPETREB Approved: May 15, 200933y 14, 2010
PHSC Teanplasiatioce, Vertion 13.0

fntersel use ooily: Documeont Hember: TODCT revision 13 Page 4l of 70

201



(B 6 ]

PBSC Workup and Donation Process PBSC Workup and Donation Process
+  Opporunity fo Partcipats In e NMDP Research Sampis Repostory Brochure —Materals Catalog
9. PBSC Workup and Donation Process + PBSC Consent Form. Network Web s22
+ PBSC nformation Session Web ste
Purpose +  PBSCWorkup Checkist Web ete
To provide information on donor activities to facilitate the PBSC workup process. +  Poiicy for Disposion of Doncr Products, Cord Blood Units and Specimers o NetworkWeb ste
Tools and Resources : Dol\:l:by NAMDP Danars. . pass Network Web e2a
«  Asszssment Notebook at Saarch (Network Web stz) o Proceaes of Fierickon Cankar
A At Manal «  Profocol Devaton Form 3000 Network Web ste
o FedEx'Webste +  Ratonale and Acton Guide for Heatn History Screening Quessonnatre 3t HRICTAWU. Network Web ste
«  FeeFor-Servios Poicies and Reimbursement Procadures + Redpient Diagnosis Cades. Web il
*  FormsNet™ appication +  Research Database for Unretated Donor Transplant DonocSubject Research
+  FomsNer™ Users Guds Congent Form Network Web s22
+  NMDP Network Web Ste + Contribuon of 2 Biood Sample o he Natbnal Uamow Donor Program’s Research Sampie
. i e :epowybmmed ecearcn ConsentFom T NetworkWebete
«  PBSC vs. Manow Randomized Trial Donor Companion Manusal : e i gl
L s +  Research Sampée Excuse Code Foms Netwerk Web e22
«  STARLNA® Users Guge €'/ Sugpevied Lefer fo Aleical Prov Network Web ste
ST «  Summary of Danor EIGITY. Netact Wed s2a
) +  Wmngness to Consider 3 Szcond Donaion Letierand QuesSonnaire___ STAR Link application
+ Webmal Users Guds =
*  Websarpls
+  Websorpis: Donor Center User Guide
Materials
. F ger
+  Apherees Center Relmbursement Chapier Nebwork Web st
«  Approval of Extended Medical Fess. NMDP generated
. Tool 3t Workup Metwork Web 522
* Basks of Infectious Disease TesingforStemCediDonars —— Network Web sta
+  Checkist for Contents of Doncr CenteriApheress Center Procedures (POI)_—__ Network Web ete
. NMDP generated
+ DonorandPaSentConficentiatyGuidetnes . NeorkWebste
«  Donor Center Abnommal Frangs Letier genenated
+  Donor Center Manual of Operaions: Adverse Events, Chapier 15 NetworkWeb st
+  Donor Center Manual of Operafions: Celular Product Labelng and Transport, Chapter 12 Nebwork Web s22
+  Donor Centsr Manual of Operaticns: DoncrAdvocacy, Chapter 14 NetworkWebste
+  Donor Center Manusl of Operations: Donor Center Support Senvices, Chapter 16 Network Web g22
+  Donar Center Manusl of Operations: Miscafanacus Donor Center Processes, Chapler 13 Network Web s22
+ Donor Center Manual of Operations: Post Donation Folow-Up, Chapter 11 _ Nework Web s2e
Natonal Marow Darer Program® Natons MaTow Daner Program®
Document Tits: FESC Warkis ard Donston Fracess - Desument Tits: FB3C Warkp ard Dorasion Process =3
Dosument Number: AJD183 revivion 9 (472003) Oocument Number. ADD129 revision 9 [42003)
Replaces: AJD133 verson 5.0 Replases: ADQ153 versicn 8.0
PBSC Workup and Donation Process PBSC Workup and Donaton Process
+  Donor sz at Network Web 22
e . _— bt Web e Table of Contents
*  Donor Insurance Policy. Network Web s22 94. Overview 97
*  Donor NEwancs Summary. e NebrGEWEb e 9.2. C iali i 98
*  DonorVadca Senvices Coverage Card, catslogRemPiDed  Materals Cataicg 9.3, i i and 98
* ' RONEREA :_ He s 94. Forms i 98
+  Donor Workup Request Form of Infemational equivaient Network Web £%/SCU genersted
»  FedEx® Pointers on Shipping: 9.5. Held for Workup Request 9.9
Cilnical Sampies, Diagnostic Specimens and Environmentai TestSamples | FedEx Wed st= 9.6. PBSC Workup Request 99
. Cels for Afogensic
i noked Networt Wed ste 9.7. Donor Workup Request Forms
. Fna Donce Elgbity and Insruetons. Netatrk Web s2e 9.8. Locating and C¢ ling the Donor
+  FolowupQusctons forReactve Chagas ScreeningTesiResut  Network Webets 9.9. Interaction between Donor Center and Transplant Center .
*  Fom S, Webd 822 9.10. Donor Transfer of Workup Request ..
+  Form 700, Determhasion of Stem Ced Doncr Network Web 22 9.11. Donor Health History Review
« Form 701, Sm Ced Netaort Wed ste - s
912, Session.
+  Fom 702, Determiason of Stem Cel Donor Sutabily, Greater Than 8—12 Weeks Fost Medcal : : -
Evalaton Network Web st 9.12.1. paring for the Session
= Form 703, Determinacon of Stam Cedl Donor SLXadbily, Greater Than 12 Weeks—6 Moams Post Uedical 9.122. C ing the ion Session
Evabatan ‘Nebeorx Web st ) 5
+ Form 705, Danor Pregnancy Tessng b Vs 9.12.3. Outcome of the Session 947
«  Form710.Figrastm Days One, Two, T Network Web ste. 9.13. Medical Services Coverage Card 9-18
«  Fofm 730, Figrastm UobEzed PESC D3ys Five and Sk Donor ASsessment /ADheresss 9.14. Donor
Procegue. Network Wed st = < o e
9.15. Donor Life, Disability and Medical Insurance .
+  Form 760, Post-Donston - Ons Lisah, Ste Lizaehs and Network Web s22
. FomTm, Stem Cet (PBSC) Web st 9.16. Consent to Donate 9-18
»  Fom 777, Stem Ced Donor | Netaork Wed e2= 9.17. Donor Physical inati 9-19
« Gudsfor Infecso. { g o NetworkWebsts 9.47.1. ining Physici: 9-19
* DM Eignity and Ladeing Guide Network Web etz 9.17.2. Scheduling and Coordinating the Physical Examination ...
«  Important Intrmation For Your Safelyand Your Recipiente Satety. . Neteuk Wed st 9.17.3. Distant Donor
. mms::uwdﬂlmrsn Network Web s2e 9.47.4. Physical E
= i 9.18. Outcome of the Physical inati 921
+  NUDP Research Sampis Excuse Code F Network Web s2e )
+ NMDP Verty Congrion of generated CREEEIE SndClastanco $es
e NMDPVerBcalonofPBSCRequest  NeteorkWebste 9.18.2. Physical ination and Testing 923
. Factors Sutabiy Nebaork Web st 9.18.3. Clinically Signi Findings. 9.23
Q Donor PBSC Donaton NMDP geseraied 9.18.3.1. Ciinically Signif Findings: Donor
«  Now That You Are A Match Video. Materials Catalog Risk 923
+  Now That You Ma'eria’s Catalog 9.18.3.2. Ciinically Signi Findings:
e e Tl g’ Matorsi Msow Doner Progran®
s Desument Tibe: FESC Werkes ard Donaton Process =~
Dosmmand The: P20 1orsp a0 Donton Process = Berm e a3 i3 )
Replases: ADD1E3 verzion 8.0 "

202



PBSC Workup and Donation Process

ipient Risk 924

9.18.4. Donor Deferral 924

9.19. D ining Donor Eligibilif 925
9.19.1. Summary of Donor Eligibility ... 925
9.19.2. Final Eligibility D i 8-26

9.19.3. Declaration of Urgent Medical Need....
9.19.4. Final Declaration of Donor Eligibility. ..
9.20. Donor Exclusion Criteria for PBSC Protocol ... -
9.21. NMDP Verification of PBSC Request 927

9.22. Setting a Date for PBSC Collection ...
922.1. Interval Ev: i 928
9.23. NMDP Research Database & Research Sample
itory 930
9.24. Obtaining Donor Consent for Studies 9-30
9.25 icipation in Other Studies Q.32
9.26. Pi ion Samples 9-32

9.27. Infectious Disease Marker (IDM) Testing within
30 Days of PBSC Donation.

9.28 Pregnancy Testing
9.28.1. Pregnancy Testing 15 Days Prior to Collection.....
9.28.2. Pregnancy Assessment 2 Days Prior to Collection ...

9.29. Infectious Disease Marker (IDM) Testing on Day of PBSC

C i 9-36
9.30. Fil im Admini i 9-36
9.30.1. Receipt of F i 937
9.30.2. Proper Disposal of Filgrastim Vials.... .9-38

9.30.3. Donor Assessment During Filgrastim Administration ..

9.30.4. Treatment of Donor

9.30.5. Filgrastim Dose
9.31. PBSC Collection Protocol

9.31.1. Preparation Prior to the Day of Collection ..

9.31.2. Day of Collection

9.31.3. Donor Safety C

Natoral Marrow Dasor Program

Osemment Tihe: FBSC Wertw ard Donaton Pracens 35
Number: 3123 revizion 3 (470%3)
m.-un A58 versen 8.8

PBSC Workup and Donaton Process

9.4. Overview

NMDP donor centers and apheresis centers each play an important role in
coordinating the PBSC wotkup and donation process. Donor centers are required

to establish written

with each is center that

performs PBSC collectons 'nnherdonots The pmcedues of interaction define
the tasks that are the center’s responsibility.

The workup is a process to determine if the donor is medically suitable and
willing to donate peripheral blood stem cells (PBSC). The activities described in
this chapter are established by the protocol titled Filgrastim-Mobilized Peripheral
Blood Stem Cells for Allogeneic Transplantation with Unrelated Donors. If the
donor is suitable for donation (cleared to donate), the donor center is responsible
for coordinating the donation process. The donor center is responsible for
facilitating the day of donation activities and for monitoring the donor’s recovery.

Throughout the entire process, the donor center is responsible for the workup
activities described within this chapter, which may be tailored to local procedures
using the procedures of interaction checklist for donor centers and apheresis
centers. Each component of the workup process is highlighted as a separate
function; however, some lasks may be performed in conjunction with other tasks

for operational efficiency.

Prior to donation the donor center and apheresis center’s roles during the PBSC
workup process includes, but are not Emited to:

DC Responsibility
= Assess donor’s interest and perform a
donor health history screening.

* Coordnate scheduing workup and
collection dates

« Enter dates n the STAR Link application,
webscripts, o send electronically

= Conduct the information session

« Provide donor wih t Information
For your Safety and Your Recipient’s
Safely

* Obtain donor consent

« Coordnate a venous assessment

* Coordnate the physical exam and
approvais

* Provide appropriate documents 1o the
NMDP Search Coordinating Unt (SCU)
for donor clearance

* Confirm and continue coordnate
scheduling the coliection

* Determine donor's eligbity based on
relevant communicable disease risk

AC Responsibiit

= Schedule and conduct the physical exam or
review physical exam resuks provided by a
ysician

= Sign appropriate NUDP forms indicating
donor clzarance (or the need for additional
testing)

= Work with donor center personnel to
coordnate the scheduing of the PBSC
collecton

* Work with donor center personnel to
factate additonal donor testing as required

* Coordinate donor figrastm administraton n
conjunction with local donor center as
needed

» Notfy and counsel the donor reganding any
abnomal test results or fnding from the
physical exam
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DC Responsibility, confinved
* Facltate donor actvites including
arranging for research and pre-collection
samples, infectous disease marker and
pregnancy testing, arangng for filgrastm
injections, etc.

* Organize the Iabeling, transport and
delvery of the product.

After coflection the donor center and apheresis center’s roles during the PBSC
workup process include, but are not limited to:

DC Responsiility AC Responsibility

* Monior dons recoveryimimediately aer | » Ensurethe donor's heskh s approprise for
donation unti completely recovered

* Perfom a ane-month six month, and . Fm-de post-donation instructions to the
annual follow up including assessment and

irequred Sodits D el . Be avalable for emergency care

collection and report results

9.2. Confidentiality Guidelines
The need lo adhere to strict confidentiality guidelines increases as the donor

faces the decision of whether or not to donate stem cells. At this stage, the donor
center and apheresis center leam the name and location of the recipient, as well

as specific details regarding the recipient's clinical condition and disease. For

specific guidance on how to manage confidentiality at the workup stage, see the

Donor and Patient Confidentiality Guidelines on the NMDP Network Web site.

9.3. Applicati and

NMDP Network donor centers communicate with the NMDP using an approved
process or application. In this chapter, the reader will find references to donor
centers receiving or entering information in the STAR Link application. Donor

centers that do not use the STAR Link application should receive and must enter

the ion using

or other NMDP-approved

application. See the STAR Link User’s Guide or Webscripts: Donor Center User

Guide for additional information.

9.4. Forms Submission

In this chapter, when centers receive instruction to submit a form to the NMDP or
SCU, the center is responsible for submitting the form in the appropriate manner.

This may include submitting forms via the FormsNet™ application, fax or mail.

A data collection form (DCF) refers to the collection of required data for data
entry and storage in the STAR® system. DCFs include the Form 700 series,

‘MNatons Marrow Donor Program®
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Form 24, Form 50 and Protocol Deviation Form 3000. Note: Forms 702, 703,
705, and 773 cannot be completed through the FormsNet application.

Infectious Disease Marker (IDM) mfwmahon is used to determine eligibility of
donors to donate their stem cells to FDA reg

Donor center staff must obtain IDM screening and cmﬁnnabry resuilts from the
CMS certified testing laboratory using FDA approved kits for donor screening and
accurately report the results to the NMDP on the Forms 24 and 50. The reporting
process must include at least a two-step review process to ensure accuracy.

Additionally, there are forms that donor centers complete or receive that are not
entered into the STAR system, for example, the workup request form, product
verifications, health history forms, etc. Apheresis centers are responsible for the
Form 770/771, PBSC Product Analysis. Centers submit these forms as
requested via fax, mail or other acceptable process.

The NMDP has a tracking system in place to assist centers in identifying when a
form is due and if it has been received and entered at the NMDP. When a form
becoma due, or is past due, it appears on a center specific forms due report.
For on forms see the FormsNet User’s Guide
and Donor Forms Instruction Manual.

9.5. Held for Workup Request

A donor requested to be “held for workup® is reserved for the patient for up to 60
days. A transplant center may request that a donor be *held for workup® for two
reasons:

* A donor may be reqnated for “held for workup® while another donor is
asked lo consider stem cell donation.

* A donor may be requested for *held for workup® when no other donor has
been asked to donate.

The SCU will send donor center information about why a donor is being
requested as *held for workup® and a tentative imeline for the request. The donor
center should contact the donor, confirm the donor’s willingness to continue, and
ask if there have been any changes in the donor’s health since the most recent
health history screening was administered. If a recent health history screening is
not ava-hhle it may be necessary to administer a new one. Confirm the donor’s

around the ion date. Once an ‘Inform
Donor” date should be entered in the STAR Link application.
Inform the Search C of any time ints or health

regarding the donor’s participation.

9.6. PBSC Workup Request

The transplant center selects a donor for workup by submitting a request to the
SCU. The donor requested meets the transplant center's requirements for HLA
Natona Marrew Daner Frogram®
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Urgent Request:
o Proposed time to collection less than four weeks
o Unstable or acute disease
Standard Request:
o Proposed time to collection is more than four weeks
o Stable disease

Preferred type of stem cell donation

o If a second choice (altemative) stem cell product is acceptable, the
donor must be informed.
If a second choice stem cell product is not indicated and the donor
declines the PBSC donation, the donor is released in the STAR
Link application as “Not Interested in this product’, identified by a
code of NA.

Desired PBSC and/or marrow cell doses

o

Pre-collection sample requirements

* Proposed collection dates

Day of collection sample requirements
Product tag information

Spedial Instructions (when applicable)

Interational donor centers may receive an Infectious Disease Marker
(IDM) Testing Laboratory Requisition from the SCU in addition to the
Workup Request Form, instructing the donor center to collect and send a
blood sample to the NMDP contract lab within 30 days prior to collection
date. Blood tube and shipping requirements are provided within the form.

Donor center responsibilities include the following:

A Review the forms andlor electronic mfommbon if applicable, and
utilze the i in for the donor.

B. Review readily available donor records for information affecting
donor eligibility such as previous health history questionnaires, IDM
test results, donor chart no!ea previous eligibility status if donor

L donated, and tion provided by the

donor.
C. Construct a preliminary schedule of donor workup events.

D. Note the patient’s weight and the suggested number of collections
the transplant center indicates.
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matching, CMV, age, sex, and other factors. The majority of workup requests
result from a recent CT request; however, in some circumstances, a doner could
progress from high resolution typing (HR) to workup. A donor may be requested
for workup without a prior HR or CT request for the recipient. In these cases, the
CT would be requested as part of the workup request

At the time of the workup request, the SCU reviews all previously reported
infectious disease marker (IDMs) test results.

The donor center receives the workup request in three ways:
* An electronic message summarizing the workup request from the SCU.

= Anew PBSC requestin the "ABP Pending” section of the STAR Link®
application, which may inciude information from the Donor Workup
Request Form (if electronic workup).

* A fax request that includes either the Donor Workup Request form or the
original TC Donor Request Report (if electronic workup).

NOTE: Intemational transplant centers are allowed to submit workup request
forms that vary slightly from NMDP forms. The World Marrow Donor Association
(WMDA) creates standardized workup request forms that most countries agree to
accept. Throughout this chapter these international forms are referred to as
“international equivalents.”

The donor center shall confirm receipt of the PBSC workup request in the STAR
Link application within three calendar days. This happens automatically by
accessing the donor center's workup screen or search folder in STAR Link. If
there are muttiple workup coordinators, inform the SCU of who will manage the
workup activities. This may be accomplished while in the STAR Link application
by assigning the workup request to a specific workup coordinator or by emai
notification. Update the SCU on the progress of the workup at least once a week
by entering dates in the STAR Link application, through NMDP Web mail, or by
phone.

9.7. Donor Workup Request Form

Donor centers may receive information from the Donor Workup Request form
electronically through the STAR Link application (“electronic workup®). All donor
centers will receive a faxed Donor Workup Request form or the original TC Donor
Request Report as well. The Donor Workup Request form originated at the
transplant center. When the request is from an intemational transplant center, the
donor center may receive an intemational equivalent of this form. The form
provides information about the PBSC workup request and includes the following:

* Recipient's current diagnosis
* Classification of workup

Natorsl Marew Darct Program®
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E. Provide a copy of the workup request forms to the apheresis
center.

E2 File the forms in the donor chart.

9.8. Locating and Contacting the Donor

After receiving the workup request, the donor center must establish direct contact

with the donor. This may prove challenging if an extended period of time has

elapsed since the donor was active on the search. Upon establishing contact, the

donor center educates the donor about the request, acknowledges any limitation

for participation, and supports the donor's decision to proceed or not.

The patient's name, age, sex and diagnosis are available in the STAR Link

application. The donor center must not disclose the patient’s name but may

decide whether to share the patient's age, sex and/or diagnosis or not. For donor

centers that do not use the STAR Link application, see the Recipient Diagnosis

Codes for a definition of the patient’s disease.

Donor centers have the tﬁscrenon to schedde workup events as separate
orasa of that occur on the same day.

As an organizational tool, see the PBSC Workup Checklist.

The donor center is responsible for the following activities, which may be tailored

to local procedures:

A. Create a donor chart and print a tracking sheet. It is recommended that
pertinent information be documented in STAR Link.
B. Contact the donor.
. Introduce yourself and the NMDP.
. Confirm donor’s identity and verify donor’s legal name. Document
how identity was verified.
3. If appropriate, remind the donor of when he or she was previously
requested for search activity or joined the NMDP.

. Explain that he or she is requested to consider PBSC donation.

5. Enter “Initial Contact® date in the workup screen in the STAR Link
application. This date is used for donor center tracking purposes
and is not relayed to the SCU or transplant center.

C. Ifthe donor is interested in proceeding:

1. Discuss tentalive schedule of workup events.

2. Schedule an information session, physical exam, collection date(s)
and other workup activities, as appropriate. Any collection dates

prior to must be i tentative.

N o=

-~
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3. Enter the appointment date(s) into the STAR Link application.
These dates are relayed to the SCU and transplant center. Share
any new information conceming a tentative workup plan with the
SCU as it is known. If possible, present a complete tentative
workup plan to the SCU within seven days of receiving the workup
request.

. Administer the health history questionnaire at a time thatis
eonvement pnor to lhe physical exam. A new workup health history
must be atthe time of the
workup request and prior to the PE, regardless of the amount of
time that has elapsed since the health history quesionnaire was
administered at HR andl/or CT.

D. Provide a written update to the search coordinator at three days to confirm
status of donor contact and report any anticipated delays or constraints
regarding donor’s participation.

e

E. If the donor is not interested or unable to proceed, enter the appropriate
resolution in the STAR Link application as identified in Table 8-1.

Table 8-1: Resolution Descriptions and Codes
Code Resolution Description
TU Temporardy Unavadable
Msmmbmmammmwmami confict, but
vants to particpate at a later date. Use the code of Tempararly Unavalable” only
when drect contact has . Do not use this code for less than ona-month

If no Available date is entered. the default deferral is three months.
uc Unable to Contact
Donor cannot be located or doss not respond to messages left and letters sent. The
donor is deleted from the NMDP. Apply this code when itis felt that every effort has.
been made to try to locate this person. If donor subsequently contacts the donor
center, 4 may be necessary to change the denor’s status to avalable. See
MisceBansous Donor Center Processes chapter, of ths manual.

53] Donor Deferr=d
Donor is deferred for medical reasons and deleted from the NMDP.

N ot Inferasted
The donor has been located and contactd, but s not interested in parkcipating and
s deleted from the NMDP.

A Tol Inferasted in Product Request

Donor s interested in donatng, but not the product requested.

9.9. Interaction between Donor Center and Transplant Center

To promote non-coercive decision-making, the donor center and transplant
center must not communicate untd donor clearance is achieved. The transplant
center only receives information about a donor's workup from the SCU.

When the SCU sends the Notification of Donor Clearance for PBSC Donation to
the donor and transplant centers, the donor is considered cleared for donation. It
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@

. This interaction must occur before donor clearance and again if an
interval PE is required and the HHSQ is seli-administered.

. The same staff members do not need to complete both review
sections.

. Both review sections (Section 4A and 4B) do not need to be
completed at the same time.

»

o

C. Compare the answers against the Rationale and Action Guide for Health
History Screening Questionnaire at HR/CT/Workup, the Assessment Tool at
Workup, Non-Medical Factors Affecting Donor Suitabiity, other applicable

in the at Search, as well as readily
available, previously completed HHSQ forms.

- Review questionable situations with donor center medical director,
collection center medical director, or NMDP personnel.

2 Inform the SCU of defined situations according to the above
identified assessment tools.

bl

Positive responses to a question in Section Two (communicable
disease assessment) must be relayed to the SCU prior to or at the
time of donor clearance, if the response impacts the donor’s
eligibility status. (See table 9-2 in this chapter)

4. ande a copy of the eomplehzd Hedm History Screening
to the the physical
examnabon. (See Donor Physical Examination section in this
chapter.)

5. Intemational donor centers and cooperative registries are required
1o ask all health history screening questions listed on the Ineligible
Donor-International Health History Screening (A3). Itis not required
that questions be asked exactly as written, but the m(ended content
of the question, once itis into the
must be maintained.

D. Accept or defer the donor, as appropriate.

1. Document the dedision and inform donor, if necessary.

2. If deferred, assign the resolution in the STAR Link application. See
Table 8-1.

E. Provide the following to the donor: For
Your Safety and Your Recipient’s Safety. Instruct the donor to inform the
donor center if any changes occur between receipt of document and the
collection date.

F. obtan donor signature on the questionnaire prior to or at the time of the
session or physical exam.
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is only then that the transplant and donor centers may begin direct
communication, or they may choose to continue to communicate through the
SCu.

9.10. Donor Transfer of Workup Request

In the event that the donor has relocated, or another donor center is
geographically closer, the donor should be counseled about his or her option to
work with the most geographically convenient donor center. Before transferming
the donor, briefly describe the current request, assess me donor's continued
interest, and complete the health history ire. For i
information, refer to the NMDP donor transfer pfocedunas located in the
Miscellaneous Donor Center Processes chapter (chapter 13) of this manual.

9.11. Donor Health History Review

The purpose of the health history review is to assess the donor’s current state of
health and eligibility status in preparation for the physical exam. it is important to
identify health concerns early in the management of {he workup process.

‘The NMDP has developed several tools to nsess a donor’s health and eligibility.
Donors with atypical to the i must be on
a case-by-case basis to determine donor efigibility and donor suitability. The
individual performing or evaluating the health history should be knowledgeable
by training or experience to accept or defer stem cell donors.

The donor center is responsible for the following:

A. Document the donor’s current health and efigibiity status using the Donor
Health History Screening Questionnaire for Use at HR/CT/Workup, and any
related addendums, when applicable. The health history questionnaire may
be self administered or administered by a donor center representative.

. I the donor is reactive for Chagas, the addendum F00658, Follow-up

Questions for Reactive Chagas Screening Test Resulf, must be
administered and responses rel-uyed to me SCU in a timely fashion,

giving the center more for ing potential risk
to the patient.
B. If Donor Health History Screening Questionnaire (HHSQ) is self-
administered:
1. DC staff must VERBALLY interact with the donor to review and
donor’s responses to the HHSQ.

2. This interaction must be documented utilizing Section 4B on the
HHSQ.
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G. Maintain the signed questionnaire in the donor chart at the donor center.

9.42. Information Session

The next step in the workup process is for the donor to participate in an
information session, which assists me donor in mskng an informed decuslon The
donor center has the primary for and donor
information sessions.

During the information session the donor is educated about why the donation is
needed, how the donation happens, the risks and benefits to the donor and the
possibility of a subsequent product request for the same recipient. The
information presented must refiect the content of the consent document.

It may be necessary for the information session to take place over the telephone.
The presenter must develop skills to assess donor comprehension and emotional
reaction to the information.

9.12.1. Preparing for the Information Session

The average length of an information session is one to two hours. Donors

are encouraged to include a family member and/or friend. When

scheduling the session, arrange for the donor center medlcal dlector to
or at a mini to answer

materials are often provided to the donor prior to the information session.

The donor center coordinator is responsible for the following:

A the i ion session
B. Notify the SCU of appointment date by entering it in the STAR Link
application.

C. Make arrangements for the information session and gather appropriate
materials including, but not Emited to:

- Now That You Are A Match: The PBSC Donation Process video

. Now That You Are A Match notebook

. Educational articles

Donor and apheresis center contact information

. Relevant local donor center information

. Consent form(s), donor i y and iary
card

7. Important Information: For Your Safety and Your Recipient's
Safety, if not already provided

o m oW N
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9.12.2. Conducting the Information Session

The NMDP encourages the use of the PBSC Donor Information Session

Outline when counseling the donor. This outiine may be tailored to refiect

donor center processes.

The donor center is responsible for the following activities:

A_ Ensure that the Now That You Are A Match video is viewed by the
donor prior to or at the information session and discuss the content of
the cormesponding notebook.

B. Provide the donor with contact information for the NMDP Donor
Advocate, and local donor advocate if available.

C. Review the i i il in the PBSC Dx hject Consent
Form.
D. Ensure that the donor cenler medical director is available to answer

any questions in person or by phone.

E. Answer any questions or concerns. If applicable, contact the donor
center medical director for assistance.

9.12.3. Outcome of the Information Session

A donor may sign the consent form immediately or may choose to take
additional ime to consider his or her decision. The donor center shall
obtain a decision from the donor within a reasonable imeframe. If the
donor has not signed the consent within 72 hours, alert the SCU.

Outcomes of the information session may include:
+ Donor expresses a commitment to proceed and signs the consent
form. See Donor Consent to Donate section of this chapter.

+ Donor is not interested in proceeding with any type of donation. Enter
the donor’s status as “Not Interested” in the STAR Link application.

Donor is not interested in PBSC bulwil'ng to donate marrow as
requested as an alternate source of stem celis. Enter the donor's
status as “Donor not interested in prod” in the STAR Link application
and/or contact the SCU.

Donor is willing to donate marrow and/or PBSC, but an altemate
source of stem cells is not indicated on the Donor Workup Request
Form. Contact the SCU to discuss the proposal.

Donor is willing to donate PBSC but marrow is contraindicated. Alert
SCU that marrow is not an altemative option in this situation. (For
example, donor diagnosed with sleep apnea or a back issue that would
preclude the donor from donating marrow.)
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B. Record the NMDP donor identification number (not the local ID) on
each page of the consent form.

C. Provide the donor with a copy and file the original, signed consent at
the donor center.

. Enter the date in the *Consent” field in the STAR Link application
Record this date on the Form 700, Determination of Stem Cell
Suitabifity.

o

9.17. Donor Physical Examination

The NMDP requires that the donor complete a physical examination (PE) to
ensure that he or she meets the requirements necessary to serve as an
unrelated stem cell donor. The PE must occur after the workup request is
initiated and after the donor has signed the consent to donate form. The
apheresis and donor center medical directors must both agree that the donor is
suitable for donation.

9.17.1. Exammmg Phyalclan

forp fing the safety of the

donor fmd kx identifying eoncihoﬂs whld’| may be tmnsmlssble by

The the donor's
examlnahon shaﬂ not be the primary physician of the intended recipient.
The i {or i licensed supervis mid-level it
may be from the apheresis center or a third party. When using a third
party physician, the donor center must communicate in advance that the
NMDP has a fee schedule specifically related to the location of the
apheresis center. Questions regarding rates paid to third party physicians
can be directed to NMDP Accounts Payable, Medical.
Note: If information provided on the NMDP Donor Health History
Screening Questionnaire (HHSQ) or other relevant medical records
indicate a potential risk for a communicable disease, the donor may be
deferred orthe physcal examm:sbon perlom\ed must mclude an
disease.

Referto Donor Phys:cnl Assessment, ADOZZD

The examining physician must note any exclusion to donating marrow or
PBSC regardless of the primary product requested. Any concemn
regarding a donor’s safety in relation to anesthesia should be noted by the
physician at the time of the initial physical evaluation.

9.17.2. Scheduling and C. inating the Physical

The apheresis and donor center medical directors must agree that the
donor is suitable for donation. The donor center must schedule an
i with the ician at the earfiest ient time for the

Natonal Mavow Dercr Program®

Doemmont Tihe: P52C Warkep sed Ooeaton Prcens EXt)
Document Number: AT 133 revizon $ (42023)
Rovimoee: AZOIES rentom 83

PBSC Workup and Donation Process

* Donor wishes to continue with the program but is unable to participate
at this time. Enter the donor’s status as “Temporarily Unavailable® and
record the date that the donor anficipates being available.

9.13. Medical Services Coverage Card

The purpose of the Medical Services Coverage Card is to improve the biling
process between medical service providers and the NMDP. Donor centers
should provide this card and letter to all workup donors. In turn, the donor
presents this card to medical providers at each medical appointment scheduled
by the donor center. The lefter is available as a template in the STAR Link
application for printing on stationery simiar to the Donor Welcome Letter. The
stationery is available through the Maferials Catalog, item PO144.

9.14. Donor Advocate

The donor center is responsible for informing each donor about the availability of
the NMDP Donor Advocacy Program. The donor advocate explains the donor's
rights and responsibilities, and assists the donor in making an informed decision.
See the Donor Advocacy chapter (chapter 14) of this manual for details regarding
the function of the donor advocate. Donor centers may choose to also offera
local donor advocate, although this is not a requirement.

9.15. Donor Life, Disability and Medical Insurance

Donors must be provided with information and materials specific to the NMDP
donor insurance coverage. See the Donor Advocacy chapter of this manual for
complete details.

9.16. Consent to Donate

The donor may sign the PBSC Donor/Subject Consent Form at any time after the
information session but it must be signed before the physical exam occurs.

If the donor decides to continue, the donor center’s responsibilities are as.
follows:

A_ Provide consent form to the donor.
- Review the consent with the donor.

2. The donor shall read, sign, and date the consent form if
proceeding.

3. The counseling health care professional shall sign and date the
document.
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donor. Report the PE appointment date by entering it into the STAR Link
application.
The donor center’s responsibilities are listed as follows:

* Coordinate the scheduling of the donor PE with the apheresis center
OR amange for a third party physician, if necessary.

* Communicate the date and time of the PE along with logistical details
such as parking and applicable admission procedure with the donor.

* Provide ici ing the PE with the Donor
Physical Assessment and DM testing requirements

. Prowde noopyol\he oomp(eted HHSAQ to the physician, or ata
disease section (Section
Two) of me HHSO if donor responds “yes® to any quetﬁon in that
section, if the response makes the donor ineligible.

¢ Provide PE pap: and i to the is center
and/or third party physician. See Physical ination Requil
section of this chapter.

Communicate to the PE provider that results and completed forms
should be made avaiable to the donor center within five business days
of the examination.

* Amange fo receive history and physical results (PE results) for review
by donor center medical director. See the Donor Suitability and
Clearance section of this chapter for additional information.

9.17.3. Distant Donor Management

Donors who live a significant distance from the apheresis or collection
center may require special management during the PE. Options include
transferring the donor to a different donor center, arranging special
transportation and/or lodging to allow the donor to be seen at the
apheresis or collection center or third party physician. Contact the SCU or
NMDP Donor Resources Liaison with questions regarding unique
circumstances.

9.17.4. Physical Examination Requirements

The designated physician performs a medical history and physical
examination according to standard medical practice. The donor shall meet
the requirements as defined in the Iatest National Marrow Donor Program
Standards and the protocol.

There are activities that must be performed and data that must be
collected as part of the physical exam. The donor and apheresis or
collection center must establish procedures of interaction defining who is
responsible to perform the following activities:
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