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TIONAL MARROW DONOR .

Creating Connechions Saving Live

Policy for Disposition of Donor Proeduets, Cord Blood Units and
Specimens

This Policy peniams te the disposition off
ohos producss (e, manew, PBSC, therapeutic vells, whole blood, ste . that were
collecred and not safused into the intended recipicnt;
Entire card Blend vmits selected for and shipped o u ransplant center Unl are
a0t subsequently miveed mia the inlerded recipient; mid

Fartial unused products (e g, marrow, PESC, therapeutic cells, cond blaod, whole bload,
ele ] leli over afier infusion and wused doner specimens (e.g., bload for elinical testing|
Seft over after cliical festing.

I Eniire Donor Producis (non-Cord Blood)

The foliowiae apphics to ell donor products fe o marmow, PBSC. therapeutic cells, whole binod,
ste.} excluding cord blood unifs (see Section |, below, for relevant tenms related to cord blood
umiis)  Entire donor producks that are not infised may ke ervopreserved, discarded or may be
wzzd for anonvmous rescarch provided that:

5 The NMDP Search Coordinating Lingt ¢SCLU s notified in weiting within two business
days in instances wheze 8 doner podduct Bas been collected and the seheduled doner
product infusion s cancelled ar posiponed prior (o Infust
The NMDP SCU s nonifled b weiting within two business days wiea an entire donor
product will be crvopreserved. A covopreserved product, or & porlion thereal, may be
subgequentoy infused into the infended rocivient.

The NMDE SCU is informed in woting within two business days when an entire donoe

product that wae eryopreserved iz infused or discarded.

The NMDP 3CU iz netilied in writing i advance of un entire donor product thal wis no

infused beine used in anonymeus research To thess inttances:

A The NMDP SCU witl notify the donos center and (lie donor center must obisin
permtation from the donor belore the ansplual center can wse the prodit for
aneayImous research;

‘the product must have absalutely ne identifying ik ta the donor, meluding but not
limited o the NMOP donor identifeation nncher and collection date;

The transplant center must notify their local IRB of the anonymous research and
follow all Federul regulations and mstuional policies and procelures or use of
ieftover biotogical specimens that were mmitially collected for & purpose other than the
intended reserch;

The local IRB carmot void the requirement for donor permission. which iz an NMDP
policy requirenent; and

The produc: must be discarded if the donor does not give perimission for the product
to bz used in anonymous research.

. Copyrlot £ 2007 Neeonal Marow Donee Program®. AU Bichis Rensrosd.
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11.  Entire Cord Blood Units
Entire cord blood units that arc not infused may be discacded o7 usad for nnonyvinens résearch
provided that: '

¢ The KMDE Senrch Coordinating Unat {SCUS iz notified in weiling willis two business
: days i instances where 4 scheduled cond Blood anit indusion s cancelied prior o snfusion
it aller the cond blood st Bas been tanslensd wthe tassplant conter
® The NMDE SCU s mnformed mowriting within twe business doyvs when an entire cord
biood wait is not infuscd and s subsequently dizcarded,
& The RMDP SCLU s rotified mowriting in advance of an entire cord blond ongt that was
not infused being vsed in anonymous research. In these mstanges;

3. The NMDP SCU will contact the cord blood bank to detesining of the cord Blond
tanks policies prohibit the vse of cord bleod units in research, In these cases maternal
donors were (old that the cord binod units would only B used for ransplant,

b The cood blood unit st be discazded if the cord blood bank policies prohibitthe use
of the cord blood unil n research;

¢, Punther nisternnl donos perrission is nol required iF cord blood bank policies aliow
vord biood uniis 1o be used n rasearcl;

4. The cord hlood vt must have sbsolutely no identifviog lnk io the donor, inciuding
but not imited to the NMDE cozd bload onit identilication number, cord blood bank,
and cotlecting date: anid

w0 e inneplant ceiier sanst sty e el T ol die snsuiuss veneiels sind
foliow all fedural regulations and institational policies sad procedures for tize of cond
bleod units that were inttially collected for a purpose other tan the intended
resenrci,

L. Partial Unused Products and Unused Donor Specimens
Leftover specimans and partinl products may be crvopreserved, discarded or wsed for anonymous
rosearcn. [n thess circumstances:

*  [he NMDP does nof need to be dnfoened when Ieflover specimens wad partial products
are crvapreserved.

*  The NMDP does not need to be informed when leftover specimens ot pariial products are
deseanded or nsed in anonyimous resedrch.

*  Where leBover specimens or partal products arz used in anonymous ressarch:

& The leRover specimen or partial produc: must have absolutely no identifying link to
the donar, including bue not limited to the NMIE?P donor identificstion number or
NMDP cord blood unit sdentification number und collection date;

h. The ranspiant center must notify their local IRB of the aronymous sescarch and
Tollow alt federsl repulations and mstitutional policies and procedures foruse of
Ieftover hiological specimens that were initinlly collected for o parpose other than the
intended regensch: and

¢ Doaor permission is not required for the use of leftover specimens or pantial products
in aunnymous rescarch,

i
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STANDARD OPERATING PROCEDURE

OBJECT]

Describe the process for requesting and monitoring cryopreservation
requests for marrow, PBSC, and T cell collections. Includes process for
requesting cryopreserved products for anonymous research.

MATERIALS
1. Personal computer

2. Writing materials

1. Form #: FOO354, Transplant Center Request for Cryopreservation

2. Cryopreservation Approval Letter {Located on SCU reference
page)

3. Alttachment # AUO353, NMDP Policy for Disposition of Donoe
Products, Cord Blood Units, and Specimens

4,  Form # F0UG46, Transplant Center Request to Use Cryopreserved
Product for Anonymous Research

5. SOP #: 500J85, Maﬁagaméﬁt of Past Collection Danor R&E‘:}VEW
and IDMs
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DEFINITIONS

1.

Cryopreservation: Preservation of biologlcal materials, such as
stem cells, at very low temperatures. This enables the product to
be used at a later time, as it remains viable after thawing.

Quality Improvemaeant System: A system used to capture
essential information regarding incidents reported to the NMDP,
including crynpreservation requests, protocal deviations and other
process deficiencies and failures. The database Is managed by
Regulatory Affalrs of the NMDP Qual iE:y Systems and Membership
Services Daepartment.

Search Quality Assurance Nurse (SQAN)-Point person in the
Sparch and Transplant Sorvices deparbrment who assists o tho
management of the Quality Improvement Systam.

SAFETY
Not Applicable

GENERAL PROCEDURE

L

2.

ag ti st

Receiye written notification from transplant center (1C) to delay a
planned marrow, PBSC, or Therapeutic Cells, T-cells collection
along with the reason for the delay.

1.1. In rare circumstances, the 5C receives notification from the
donor center (DC) indicating the donor is interested (n
donating but unavallable for the requested time frame. If the
DC asks for/recommends cryopreservation as an option,
proceed to Step #4 after notifying the TC of the DC
preference.

Notify DC of request to delay planned collection and ask DC to
investigate the possibility of a delay with the denor and apheresis
center {(AC) / collection center (CC).

2.1. Reschedule collection whenever possible,
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3. When DC reports the availability of doror and AC / CC, notify TC
about the options for rescheduling,

3.1, If rescheduling is possible, remove the existing collection,
prep, collection, and transplant dates from SEARCH Link®,
Continue with routine procedures for scheduling a hew
collection date.

3.2. I rescheduling is not possible, TC may consider
cryapreservation of the donor's stem cells,

4, The TC must initiate a cryopreservation request with a letter of
medizal necesslty from a physician or designee at the TC. The
tettar should mclude: :

«  Current patient status
+ Reason for delay
s Likellbood of product infusion
« Planned date for initiation of patient prep and transplant
5. Review letter of medical necessity to ensure receipt of
Informatlon.

6. Inform DC that a request hasg been received from the TC and Is
being reviewed by a manager or NMDP physician.

7. Complete Form #: FO0354, Transplant Center Request for
Cryopreservation

7.1, Include reciplent & donar circumstances leading to
cryopreservation request.

8. Forward both the TranSp[an& Center Request for Cryopreservalion
form and letter of medical necessity to a manager or NMDE
physician for review,

9, The manager or physician reviews the information and decides o
either approve or deny the request. The reviewer documents the
decision, the reasoning (e.g. patient condition, donor schedule)
and signs the Transplant Center Reqguest for Cryopreservation
form.
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ia.

11,

12,

13,

14,

15,

16,

17.

i

If cryopreservation of product is approved, reviewing manager or
physician signs form and returns to the 5C with the letter of
medical necessity.

Glve a copy of the final Transplant Center Request for
Cryopreservation b Search Quality Assurance Nurse (SOAN).

Fax a crvopreservation approval letter to the 7C,
12.1.Maintain the approval letter, Transplant Center Reguest for
Cryopreservation form and the letter of medical necessity in
patient chart.
Inform DC of cryopreservation approval.

13,1.Confirm donor agrees with cryopreservation, collection and
infision plans.
13.1.1. If the donor decilines to bave product eryopreserved,
notify the TC and discuss the other search options.
After collection occurs, the SC U1 manages the donor recavery
until the cells are infused,

14,1 Refer to SOP #: 500269, Management of Poct Collection
Donor Recovery and IDMs.

1C provides reqular updates on patient’s clinical status until
product is infused,
15.1.Contact TC to obtain patient updates as necessary.
On planned transplant date, verify with TC that product is infused.
16.1 Notify DC when the product is infused.

date, request documentation of new prep and transplant
dates from the TC as soon as available.

16.2.1. When new dates are known, update prep and transplant
dates in SEARCH Link®,

Repeat Step 16 untll product is infused or TC indicates no plans
for infusion.
17.1.When 1C indicates the product will not be infused or the
patient has died, natify the DC of this outcome.
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17.2.Remove prep and transplant dates and add "Moo plan for
infusion” or "Patient Died” 1n the tentative collection date field
in Search Link@.

18, If the 7C informs the 5C of a product cryopreserved without pre-
approval, reguest documentation of new prep and transplant
datez from the 1C as soon as avallable.

18.1.Complete the Transplant Center Request for Cryopreservation
farm and check “unplanned cryo’,

18.1.1. Send copy of form to SOAN.
16.1.1.1. Maintain a copy in patient chart.
18.2.Inform DC of unplanned cryopreservation.

19, Perform chart review and give Lo the 5C 1o finalize all search
stages.

20. Repeat Step 16 until product is infused or TC indicates no plans
for infusion

21. If cryopreservation of the product is declined, reviewing manager
ar physician informed the 1C In writing.

21.1.Discuss other search aptions with TC

21.Z2 Maintain the form, Ietter of medical necessity, and written
notification fo the TC in patient charti,

aduct DI tio  Anonymo h

22. When the 5C receives written notification from the TC that the
product was discarded:

22.1.Notify the DC {courtesy copy the SOAN) of the disposition.
22.2 Place documentation in patient chart.
23, The SOAN or designee enters data into cryopreservation log.

24. When the TC requeste advanced approval to use the product for
anonymous research, provide them with a F00646, Transplant
Center Request to Usze Cryopreserved Product for Anonymous
Research form to complete.
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24. 1. Receive and raview the form for complatian.

24.2.5end the form to the DC for review and documentation of
denor permission.

24 3. Receive the form from the DC with the donars’ tesponse,
24.4 Send completed form to the TC.

24.4.1. If donor declines, refer TC to NMDP's Policy for
Disposition of Doncr Products, Cord Blood Units, and
Specimens.

24.5.5end copy of form to SOAN,
24.6.Maintain copy of form in patient chart,

25 S0AN of designee enters the disposition data into
Liyupiescrvation oy,

Revision History

e i e i S

Revisian Brief Description of Revision

500219 revision New 50P
1.0

S00219 revision Changed name of S0P and updat&d to include
2.0 NMDP Disposition Policy and new process when a
TC requests cryopreserved products for

_|angnymous research

of SOP to put most ccmmc::n step ﬁrst {approval
of crycpreservatmn and then decline of

Mot Applicable
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