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Learning objectives

At the conclusion of this session, attendees will be
able to:

« Define the impact of NMDP/Be The Match moving toward centralizing
the lot release process

« Share historical findings with DC 001 lot release

- Prepare contracted centers for implementation of lot release
within the coming year
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Question
What Is your favorite Game Show |

A. The Price is Right

B. Jeopardy
C. Who Wants to Be a Millionaire
D. Wheel of Fortune
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Warm up Polling question

How many people registered for this session

today?
A. 492
B. 19
C. Actual correct answer
D. Everyone
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Panel Interview

» Stephanie Thompson

— Quality Regulatory
Specialist Auditor
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21 CFR 1271.265(c)

(c) Availability for distribution. (1) Before making an HCT/P
available for distribution, you must review manufacturing
and tracking records pertaining to the HCT/P, and, on the
basis of that record review, you must verify and document
that the release criteria have been met.

A responsible person must document and date the
determination that an HCT/P is available for distribution.
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“Elements of Eligibility”

HHSQ / Zika

Physical Examination ]

v

- Statement of Urgent Medical Need & Attachments

IDMSs

Donor Center Review of Medical Records
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21 CFR 1271.265(c) continue

(c) Avalilability for distribution. (1) -
Before making an HCT/P available for Declaration of
distribution, you must review Eligibility-Adult Donor
manufacturing and tracking records
pertaining to the HCT/P, and, on the
basis of that record review, you must . :
verify and document that the release Qua“_ty .COH’[I'O| _
criteria have been met. A responsible Specialists Review
person must document and date the

determination that an HCT/P is

available for distribution.
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Panel Interview

* Laurie Schmitt

— Supervisor, Quality
Management
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High Level Overview
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Introducing the NODE

(aka Lot
Release)

Relevant
Medical
Records
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Determine Eligibility

29 -
BE 2 THE MATCH
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| think t
process is
easy!
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Staff will be
pleased with the
new streamlined

process.
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- Karen Hidding
Donor Services Liaison
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Panel Interview
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Panel Interview
* Lori Gaus

Quality Control
Specialist
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Quality Control Specialist Team
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High Level Process ©§

Store to
Paperwork

Continue with
the process

Determine
Eligibility
Prepare
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Submit to QCU
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Summary of Requirements

Documents Reviewed Review Requirements
HHSQ and Zika Assessment « Completeness and accuracy
DC Review of Medical Records  Version control

Addendum to PE, if applicable « Appropriate error correction
IDMs

DOE

DEHR (future state NODE)

SUMN (future state DUMN), if
applicable
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DR OF
PROGRAN

Scenario 1: Set up

.
: . THANK YOU, :
The Examining Medical Professicnal actions are complete with Section 3 signature.

SECTION 4 Complated by DONOR CENTER MEDICAL DIRECTOR o designes

Based upon the preceding documented examination for physical evidence or sk for communicabie disesse,

| rave delenmined that this person:
BLARK ONE:

A, Does not exhibit physical evidence or risk for communicable diseases. > A, [

B. Doss exhibit physical evidence or risk for communlcable diseases. > B.O
I¥ B s bean seleched b efhor See Tor 205 aapectad thal B woukd! be mrarked b Zec 4. I B 15 mecked, asplain Mg

Frinted HamaiTilla Gignalure Data

Document Mumber: FOOR06 rev, 2 (2013) Mationa! Marrow Donar Program® Page 2 of 2
Replaces: FOOH06 rav 1




Scenario 1: Question

What do you feel is the appropriate action with
this form?

A. Pass
B. I'd like to skip this question

C. Return for correction or more information Nvg’f,f,!
D.

don’t know
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Scenario 1: Wrap Up

SECTION 4 Compleled by DONOR CENTER MEDICAL DIRECTOR or designee

Based upon the preceding documented examination for physical evidence or risk for communicable disease,

| have determined that this person:
-+ MARK CNE:

A. Does not exhibit physical evidence or risk for communicable diseases. » A,
B. Does exhibit physical evidence or risk for communicable diseases. = ”:X
If & has been seleoted in efher Sec 1 or 2, it 13 expecied thal B would bo marksd i Sec 4, If B {5 markod, dxplain fndings.

Tatfon on rolet/ dory

Printed NameaTitle Signature Date

Johm Smdh, MD ﬁ;&;/.,w /?;;-;4,';:*;L_, 062
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Scenario 2: Set Up

41,

Hawe you ever lested pos

A2

Hawa you, any of your sed
procedure fat imodaed b

43

In the paat 12 months, hal
infection. Mote I perfomns

. In the past 12 months, haf

45, In the past 12 months, ha|

bloed Haough an open wy
yaur eya or mouth)?

have you recaived He

Inthe past 12 menths, far

47, In the pest 12 manths, have you had sex, even onoe, with aryane who has wsed a peedla b taka dnags, steralds, or
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anything elsa net prescribed by a dockor i the past 5 years? -;“I:] PWE
A8 In lhe past 12 months, have you ghven maney, dnugs, or sther paymeent for sen OF bave vou had sex, ever coce, with ¥ D N E

enyone wha has faken mansy, dngs or other payment in exchange for s6x in Bre past 5 yaers? o e
48, Inthe past 12 merihs, have you hed sex, even once, with anyone who has taken human-derved clofing lactors in the

pasl 5 yaars? ves []| Mo [X]
50, Inthe past 12 months, h had sax, , with wha hiag HiV of AIDS or tasled fow the HIV

“r_-m;pa ave you had sex, even ence, with anyone of A0S o lasled posiive ves [ 1] Mo [E]
&1, In the pas! 12 mankhs, have you been heald ina ja4, prison, jverde detenton, or lockup far more than 72 confinuous

hiours? ves |t [X]
52, FEMALE DONORS ONLY: In the past 12 manths, have you had zex with a male who has had sax, aven | ¥ maLl

once, with another male in fe past 5 years? ek A Yos ]| Mo
53, MALE DONORS CMLY: In lhe past & years, have you had sex. sven once, wilh anclher mals? N E ves (| Mo [T
&4 In Lhe past 5 years, have you izken maney, drigs, or shor payment in exchangs far sme? vee [ ]| W]
66, In the past 5 hava you used & needle, € o ks 3 alsa nal bed

! pasl 5 years, ol £, Ve ONeE, degs, steralds, or anylhing else nol prescribed by a ves [l Wo[®]
6. Slnce 1977, were yau born in or have you Eved in Afica? ves 1 wo[%]

I YES, answer questions #564 & 9588, 1l NO, do nol answer #564 & #508; go to #57_| ' ° §
§6A. Was il Benin, Cameroon, Ceniral Africen Republiz, Chad, Conge, Equatardal Guinea, Gaban, Kenya,
Niger, Migania, Sanegal, Togo, or Zamiblad ves[J| wo [
586, Did you recaive a blood fransfusion or medical ireatment with a bood product while here? Tes HDD

& 2014 Natlonal Marrow Donor Prograny
Documanl # FOD2A0 cev. 8 (2014}
Page 5 ed 7
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Scenario 2: Question

What do you feel is the appropriate action
with this form?

A. Pass

B. Tweet a friend for help

C. Return for correction or more information
D. | don’t know

COUNCIL MEETING: Sharing Our Passion For Life
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NOW!




Scenario 2: Wrap Up

43. In the past 12 months, have you had a tattoo? Provide date of tattoo application and if you have any signs of /
infection. Note if performed in licensed establishment. l,/@if : (; vd i w\

domay ave (1-09-200.

11-0Y-20779

NOD

44. Inthe past 12 months, have you had an ear, skin, or body piercing using shared instrumenis or needles?

No[X]

g ec28mievack COUNCIL MEETING: Sharing Our Passion For Life
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Scenario 3: Set Up

Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 2 3 4 5 6 7
MNC(A)
Request
8 9 10 17— 12 13 14
IDM’s
Drawn TODAY!
15 16 17 18 19 20 21
22 23 24 25 2l wewenie | 27 28
Collection
Date

%9 :
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What is t
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Scenario 3: Question

« MNC(A) had IDMs drawn on 11t collection is on
the 25™". What is the donor’s eligibility status?

A. I'd like to use the 50/50 option and reduce the

answer options by 50% L —
B. Ineligible
P Vote
C. Eligible NOW!
D. Incomplete
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Scenario 3: Wrap up

Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 v 3 4 5 6 7
MNC(A)
Request
8 9 10 1] ——— 12 13 14
IDM’s TODAY!
15 16 14 19 20 21
22 23 24 25 4 g e—w || 27 28
Collection
Date
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Scenario 4

- e "
= BE a0 THE MATCH
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Scenario 4: Question

What Is the most common reason for return
for rework for the past month?

A. Missing/incorrect calculated date T —
B. Missing required documents
C. Incorrect transcribed information s

D. Incomplete document

COUNCIL MEETING: Sharing Our Passion For Life 33



Scenario 4: Wrap up

Number of Defects
700

600

500

400

300

200

100

Missing/Incorrect Date Missing Required Document Incorrect Information
(Calculated) (or page(s))

Incomplete Document

d 8e 38 THE MATCH'
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Scenario 5: Set Up

Ml BE £¥ THE MATCH

Donor Center Review of Medical Records

Page | _of |
MNMDFP or Cooperative 2 =
Registry Donor Identification; ' 2>4-5578-9
NMDP Recipient ID: SB7-654-3
Records Reviewed: Include any IDMs, HHSQs, PE or other historical relevant medical records reviewed.
Creation or Dﬂte_ Record
_ Record Type Blood Draw Relevant Communicable Disease or Risk Rmne_wed &
(ie., IDMs, HHSQ, PE, etc) Date Xenotransplant Risk E"‘E;;ﬂ"}“ Reviewer
(i) (sl
CT HHSQ 08/01/20 & M
17 E 10/3if2007
Zika 09/01/2017 fortolnizam
Form 24 08/07/2017 E b 1751 2002
Ll &
MA A
1 1
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Scenario 5: Question
Vote

NOW!

What do you think the outcome of this
submission should be?
A. Return for correction or more information

always wear red on Saturdays
Pass

don’t know

O 0OWw
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Scenario 5: Wrap Up

MATIONEL
M BE ¥¥ THE MATCH Donor Center Review of Medical Records
- Page I o [
DP or Cooperative
Registry Donor Identification: 1234-5678-9
NMDF Recipient ID: QET-654-3 )
Records Reviewed: Include any IDMs, HHSQs, PE or other historical relevant medical records reviewed,
Creation ar Risk Eahi Recn:
Record Type Blood Draw Relevant Communicable Disease or Excnirati eviewed
(ie. IDMs, HHSQ, PE, ete) | Date Xenotransplant Risk piration | Reviewer
(e ) Initials
jids {mmiddfyvyyy)
MA A
CT HHSQ 09/01/2017 H o~ 10631200
Zika 00/01/2017 A _ﬁ‘ Lotalzizady
Form 24 09/07/2017 %_ N.]A FARYTIRY FEETL
Fo i o fglzeli—
SL Nides G 2t E’ % ﬁ.f{rfaf_fzof-?
MA, MNA
1 [
MA,
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Learning objectives

At the conclusion of this session, attendees will be
able to:

« Define the impact of NMDP/Be The Match moving toward centralizing
the lot release process

« Share historical findings with DC 001 lot release

- Prepare contracted centers for implementation of lot release
within the coming year
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Evaluation Reminder

Please complete the Council Meeting 2017
evaluation in order to receive continuing
education credits and to provide suggestions for
future topics.

We appreciate your feedback!
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