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11.4.1. Leukapheresis schedule

One or two mononuclear cell-leukapheresis collections will be required and determined
according to the unadjusted body weight of the recipient (Table 3). PBSC will be collected using
the Fenwal CS-3000. COBE Spectra or comparable automated cell separator according to
established procedures. The apheresis facility must have a written procedure(s) for the collection
of peripheral blood stem cells by leukapheresis.

It is expected that routine leukapheresis procedures under this protocol will only occur on
Monday through Friday. The available schedules for leukapheresis are displayed in Table 4 for
all recipient weights.

Each PBSC product. each day of collection, should have a minimum final volume of 200 mL
after removal of a maximum of 5 mL for testing. For some blood cell separators. additional
autologous plasma will need to be collected and added to the PBSC product at the end of the
procedure. Mononuclear cell apheresis collections are generally performed using citrate:whole
blood ratios of 1:12 to 1:13. Using these ratios, the ACD-A :plasma ratio in the final product
should be 1:6 to 1:8.

The use of heparin fo reduce ACD-A requirements during leukapheresis is allowed. but at low
ratios there is an increased rate of clotting in the product. Therefore, if a citrate:whole blood ratio
of less than 1:13 is used, then 15 ml of ACD-A should be added to the component bag
inunediately after the procedure is completed to prevent the product from clotting.
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Paost Donation Follow-Up

11. Post Donation Follow-Up

Purpose
To provide post donation follow-up requirements for data collection and
confidentiality.

Tools and Resources

= - Donor Forms Instruction Manual

«  FormsNet™ appheation

= FormsNet™ User’s (ide

= NMDP Network Web Site

= - NMDP Standards

= - PBSC Resource Manual

= PBSC vs. Marmow Randomized Trial Donor Companion Manual
«  STAR Link® application

»  STARLink®User's Guide

= Webmad

= Webmad User's Guide

»  Webseripts

= Webhseripts: Donor Center User Gude

ﬁaten&ls
CIBMTR { NMDP Protocol Deviaton Form 2000 : HNetwork Web sife
*=  Consent to Release a Donar's Perconal Information Natwork Web sie

+ Consentio Release 3 Recipient's Personad Information. ... ... Network Web site/TC generated

= Donor Center Manual of Operabons: Adverse Events Chapter ... Network Web site
+ Form 180 Senes ... s Metwork Web site/TC generated
= Foen701 ... oo : ... Network Web site
= Form780. ... ... .. daiiiinn Network Web site
« Form7i7 ... - -. Network Web sie
+ Form778 : i i Network Web sie
= Fom 779 : o Network Web site
= NMDP Donor & Patent ConBdentiality Gudelnes .. Nehwork Web sile
= NMOP Intemnational Centers Policies Regarang Post- Transpianz

Communication Between Donorand Recpwent .. . Network Web sae
= Procedure to Obtain Consent to Release Donor Information & Network Web s
= Procedure tb Obtain Consent 1o Release Patent Infomation . HNatwork Web site

Copyright & Matlonal Marrow Donos Program . All Rights Reserved.
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Post Donation Follow-Up

11.1. Overview

After a stem cell collection, the donor's health must be assessed to monitor the
recovery process and long-term health effects of the donalion, as wellas to
ensure that the donor continues to observe confidentiality requirements.

11.2. Software Applications and Processes

NMDP Network donor cenlers communicate with the NMDP using an approved
process of application. In this chapier, 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 equivalent information using Webscripts or ancther NMDP-approved
application. See the STAR Link User's Guide or Webscripts: Donor Cenler User
Guide for additional information.

11.3. Forms Submission

Data Collection Forms (DCF) refers to the collection of required data for data
entry and storage in the STAR® system. DCFs include the Form 700 series,
Form 24 and Form 50. In this chapter, when donor centers are instnicted fo
submit a form to the NMDP or Search Coordinating Unit (SCU), the donor center
is responsible for submitling the form in the appropriate manner. This may
include submitting forms via the FormsNet™ application, fax, or mail.

infectious Disease Marker (IDM) information is used to determine eligibility of
donors o donate their stem cells according to FDA regulatory requirements.
Danor center staff are responsible for obtaining IDM testing and screening results
from the testing laboratory and for accurately reporting the resulis fo the NMDP
on the Forms 24 and 50. The reporting process should include at least a two-step
review process fo ensure accuracy.

Additionally, there are forms that donor centers complete orf receive that are not
entered into the STAR system, for example, product verifications, health history
forms, etc. The donor center submils these types of forms as requested via fax,
mait or other acceptable process.

it is the responsibility of the donor center o submit required forms to the NMDP.
‘The NMDP has a tracking system in place to assist donor centers in identifying
when a form is due and if it has been received and entered at the NMDP. When
a form becomes due, or is pasl due, it appears on a center specific forms due
report. For additional information on forms submission, see the FormsNef User's
Guide and Bonor Forms Instruchon Manual.

Copyright & Halional Marow Donor Program®. Al Rights Reserved.
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Post Donation Follow-Up

11.4. Donor Deferral Recommendations

After a donor provides a stem cell or blood product, there are reguired time
frames during which the donor is not "available” for other potential recipients. The
lime frames will vary depending on if it is the donor’s first or second donation, but
the following quidelines apply to most situations:

s After a first stem cell donation (marrow or PBSC) the donor is TU for one
year.

= After a second stem cell donation the donor is TU for three years.

These recommendations do not apply to situations where a donor is asked to
make a subsequent donation 1o the same recipient. When the same recipient
needs a donation from the same donor the waiting periods are reduced fo two -
four weeks. See Policy for Subsequent Donation by NMDFP Donors.

11.5. Follow-Up Schedule

After a marrow or peripheral blood stem cell (PBSC) collection, the donor center
is responsible for evaluating the donor's health at specific time intervals as
defined in specific NMDP clinical trial protocols and the NMDP Standards. The
Donor Forms Instruction Manual provides information on collecting data and
completing the NMDP 700 series data collection forms (DCEs).

Donor follow-up after marrow or PBSC donation is required within 48 hours of
donation, at one week, weekly until the donor reports full recavery, at one month.
six months and annually. When the donor reaches 61 years of age and is delsted
from the NMDP Registry, annual follow-up is still required. Follow-up time points
and whether blood tesls are required differ depending upon tnial-specific protocol
requirements. The “forms due” function in the STAR Link application identifies
when each DCF (form) is due.

in the event the donor receives a homologous (not the donor's own) blood
product, there is a delay in discharging the donor from the hospital, or an adverse
event occurs, the donor center musi immediately notily the NMDP Search
Coordinating Unit (5CU). See the Adverse Events chapler in this manual for
additional information.

11.5.1. Immediate Donor Follow-Up

Donor follow-up is required within 48 hours post donation. The donor
center is responsible for the following activities:

A. Coniact a member of the collection team to be aware of any problems
or complications that occurred durning the stem cell collection.

B. Contact the donor.

Copyright © Nalional Marrow Donor Program™. All Rights Reserved.
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Past Donation Follow-Up

C. Document each donor follow-up encounter by completing the Form
717, Stem Cell Donor Follow-Up Evaluation.

D. Submit the form to the NMDP and maintain 2 copy in the donor chart.

E. Call the SCU immediaiely if the donor reporls any adverse events that
are grade 3 or higher and then report on the Form 701, Stem Cell
Donor Adverse Event Farm.

E. Hi the donor reports any adverse events that are grade 2 or less, the
Form 701 does not need o be compleled.

11.5.2. Weekly Donor Follow-Up

Donor follow-Up s required at one week post-donation and then weekly
until the donor reporis full recovery. In some circumstances, the donor
follow-up may be more or less frequent than at one-week intervais.

The donor center is responsible for the following aclivities:

A. Contact the stem cell donor within one-week post-donation and then at
seven-day intervals until all responses to the donor health assessment
questions indicate complete recovery.

B. Document each donor folliow-up encounter by compleling a Form 777
The one-week is completed on a Form 780 and ongoing weekly follow-
up is completed on a Form 781,

C. Submit the form to the NMDP and maintain the oniginal in the donor
chart.

11.53. Ongoing Follow Up

Donor follow-up is required at one month, six months and annually post
donation. The donor center is responsible for the following aclivities:

A_ Conlact the stem cell donor at the specified time intervals.

B. Arrange for the biood work for the annual follow-up according to the
speciic prolocol

1. PBSC vs. Marrow Randomized Trial donors require an annual CBC
for three years after collection.

2. Effective June 16, 2008 neither PBSC nor marrow donors require
an annual CBC. '

C. Document each donor follow-up encounter by completing the Form
760, Post Donation — One Month. Six Months and Annual Donor
Assessment at the specified time infervals. ‘

Copyrignt & Malional Marow Donoe ngran)*‘. All Rights Reserved.
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Post Donation Fallow-Up

D. Submit the form to the NMDP and maintain the original in the donor
chart.

E. Coordinate study specific follow-up requifements {e g PBSC vs.
Randomized Trial).

11.6. Encouraging Donor Participation in Follow-Up

A key slep fo ensuring successiul donor pardicipation is to emiphasize the
imporiance of the follow-up requirements in the information session with the
donor. Listed below are tips for encouraging donor follow-up and the benefits of
follow-up visils:

= Explain to the donor the importance of follow-up. which includes annual
assessments.
Note: If the donor was a PBSC vs. Marrow Randomized Trial participant.
follow-up may also include a blood sample collection

= Provide donor with a follow-up schedule at time of donation and, #
possible, schedule follow-up appointments at this time.

»  Remind donor of the next scheduled follow-up coniact during current
follow-up session.

+ Use donor’s preferred method of follow-up contact (e g . phone, e-mail)
and/or allow donor to contact the center.

» if blood draw is necessary (PBSC vs. Marrow Randomized Trial
patticipant), call donor of send a reminder message prior 1o laboratory
appoiniment.

+ Thank the donor at each follow-up session and reiterate importance of
collecting follow-up information.

Follow-Up Benefits:

= Donor safely

= Free blood "check-up® with CBC draw (if PYM donor)
= Reminder of their "gift of life” donation

« Benefi to fulure donors and recipients

s Advancing lransplantation science and research

Capyright © Nalional Maow Donoe Program”™. All Rights Reservest.
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Paost Donation Follow-Up

44.7. Donor Lost to Follow-Up

A donor may be declared lost {o follow-up on a visit-by-visit basis or permanently
if he or she refuses o participate in any fulure follow-up visits. A donor may only
he declared lost to follow-up if the donor center has been unsuccessful in
reaching the donor at the address and phone number on file, or the donor has
requested not fo be contacied.

All attempts and correspondence must be documented. Donors should be
declared lost 1o follow-up only as 3 last resort. Depending upon the
circumstances, complete and submit the appropriate form o the NMDP and
maintain the original in the donor chart.

= Form 778, Omilted Donor Follow-Up Visit is completed when follow-up Is
omitted for that visit and is completed only on a visit-by-visit basis.

= Form 779, Donor Follow-Up Withdrawal is compieted when the donor has
requested not to be conlacted and declines to participale in future follow-
up. The donor center needs to have the request in writing from the donor
or can document the verbal conversation with the donor in the donor's
chart.

If no contact was attempled, a Protocol Deviation Form 3000 must be submitted
for PBSC and PVM donors. ‘

11.8. Donor Center Reimbursement

U.5._ donar centers receive reimbursement for the coordination of the annual
testing required during the post-donation follow-up process. Other follow-up
reimbursement is part of the workup fee. See the NMDP Fee-For-Service
Policies and Reimbursement Frocedures for specific informalion. Intemational
daonor centers receive reimbursement for services through separate mechanisms.

11.9. Post Donation and Post Transplant Confidentiality Guidelines

‘The need to maintain donor and recipient anonymity remains after stem cell
collection and ransplant The objective is to ensure privacy for both the donor
and recipient. For specific guidance on how to manage confidentiality duning the
search process, see the NMDP's Donor and Patient Contidentiality Guidefines on
the NMDP Network Web site.

To protect donor anonymity after stem cell donation, the donor center must

= Continue to screen all correspondence andfor grfts BEIEte any reference
that might aliow the recipient or donor to identily the other individual
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Post Donation Follow-Up

{location. names, identifying landmarks, efc ). Contact the SCU for
additional assistance if necessary.

s . Submit to the NMDP SCU all correspondence and/or gifts between an
international donor and/or recipient. This communication must be
screened by the NMDP Search and Transplant Services

s Inform the donor that NMDP policy does not permit the potential exchange
of identifying donor information with the recipient unfil one-year post
donation.

= [nform the donor that the regulations of some donor centers, fransplant
centers and cooperalive regisiries may not ever allow donor and recipient
pairs to meet or correspond direclly, regardiess of NMDP policy. S5ee
NMDP Infernational Cenfers Policies Regarding Post-Transplant
Communication Between Donor and Recipient for additional information.

= Obiain a signed consent from the donor if the donor would like 1o release
personal information 1o the recipient. Explain the risks involved in such an
action. Direct contact cannot occur unless signed consent form is obtained
and on file for both the donor and recipient and at least one year has
passed since the donalion date.

11.10. Consent to Release Personal Information

Itis an NMDP policy that donors and recipients cannol exchange information
until one year post-donation. The donor center is responsible for nolifving the
transplant center of the donot’s intent to release personal information by sending
a copy of the document titied Consent fo Release a Donor s Personal
Information. Danar centers must follow the Procedure lo Oblain Consent o
Release Donor Information.

It is important to inform donors that some transplant centers do not permit direct
contact with the recipient, and that there is no quaraniee that the recipient will
reciprocate. See the NMOP Infernational Centers Policies Regarding Post-
Transplant Communication Between Donor and Recipient for specific guidelines
on communication with donors and recipients from intemationat NMDP centers
and cooperative registries.

The donor’s decision fo release personal information to the slem cell recipient is
a personal one. A decision to release personal information must also be made by
the recipient. While some donors will want to release information. others will
make the decision lo remain anonymous.

Personal information cannot be released until both the donor's and the patient's

writien consent is obtained and on file at both the donor center and the ransplant

center. The Transplant Amendment Act of 1990 defines penalties for anyone who
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discloses the content of 3 donor record (for example, identily, address, HLA type
or managing donor center) without prior written consent of the donor.

The Procedure to Oblain Consent Io Release Donor Information, Consert to
Release a Donor's Personal Information, and NMDFE International Centers
Policies Regarding Post-Transplant Cornmunication Belween Donor and
Recipient are available on the Network Web sile.

11.11. NMDP Donor Pins

Donors receive a special donor pin as 3 token of appreciation for their marrow or
stem cell donation. The NMDP mails the pin and a personalized thank you letter
to the donor center within one month of the stem cell collection. The donor cenfer
is responsible for forwarding both the pin and letter direcily 1o the donor. Contact
Donor Resources if the lelter and pin are nol received.

11.12. Donor Salisfaction Survey

A Donor Satisfaction survey is distributed to all donors who have completed the
donation process. approximaiely one month post-donation. The purpose of the
survey is to determine how satisfied donors are with their experience and o
identify areas for improvement.

‘The survey focuses on the quality of the donor experience and donor retention.
Key content areas o be evaluated are service access, service quality and the
donor s experience with staff that provided service at the Donor Center, and
Collection Center/Apheresis Center, as applicable.

‘The donor will remain anonymous unless they choose o contact the Donor
Advocacy Program with additional information or questions. Survey resulls are
tracked by both DC and CCJ/AC that provided service and the product type.
Responses are compiled and aggregate resulis shared with the Network. Resulis
for each center will be reported to that center, and specilic issues will be shared
with the involved center on a case by case basis.

11.13. Recipient Updates

NMDP Network transplant centers are expected {o submit recipient update
information to the SCU related to the recipient's stalus post-transplant. Donor
centers should assess the donor's interest in receiving recipient updates. These
updates are relayed lo the donot center 1o allow the donor to be informed aboul
the patient’s progress. The donor center must provide accurate counsel to the
donor about what to expect post-iransplant. Although transplant centers are
expected to submit updates in a limely manner, not all do. Some recipienis may
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decline 1o padicipate, but this will he conveyed on the form. Recipient updates
are not available from a cooperative registry.

11.13.1. Recipient Updates {30 days, six months and one year)

‘Transplant cenlers are expected to submil recipient update information fo
the NMDP at 30 days, 6 months and one year post-iransplant. Note that
there is a two week grace period for the 30 day update, and a one month
grace period for the six month and one year follow ups. The ransplant
center submits this information to the NMDE using the Forms 180/183/184
for the 30 day, six month and one year updates. The donor center
receives this information via NMDP Web mail. Completed forms can also
be accessed via Formsiet.

The recipient updates include the following information:
» The recipient's engrafiment status (day 30 only)
= Current recipient siatus

s Additional oplionat commentis

Donor centers will receive nolification of completed Form 180/183/184.
The information received should be shared with the donor if the donor
desires to be informed of recipient updates.

11.13.2 Recipient Death Information

it is a requirement that transpiant centers nofify the CIBMIR if the
recipient dies. When the transplant center provides this information fo the
CIBMIR, a notification of the recipient’s death 1s sent to the donor center
by NMDFE Weh mail. Due fo privacy regulations. the exact date and/or
cause of death cannot be shared.

When the SCU receives notification of the recipient’s death. the search
coordinator contacts the donor center via NMDP Webmall. fax or phone.

Donar centers are responsible for the following:
» Receive notification via NMDP Webmail.

= Review donor chart to see if the donor wants to receive recipient
updates and when the last update occunred.

= Notify the donor by phone andior lefter.
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