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Meet the Panel
Casey Beardslee

Session Moderator

Stephanie Thompson 
Quality Regulatory Specialist  Auditor

Laurie Schmitt
Supervisor, Quality Management

Karen Hidding 
Donor Services Liaison

Lori Gaus
Quality Control Specialist

2



COUNCIL MEETING: Sharing Our Passion For Life

Disclosures 
The following faculty and planning committee staff have no 

financial disclosures: 
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Name Institution

Casey Beardslee NMDP/Be The Match

Stephanie Thompson NMDP/Be The Match

Lori Gaus NMDP/Be The Match

Karen Hidding NMDP/Be The Match

Laurie Schmitt NMDP/Be The Match
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Objectives

Panel Interview

Case Studies

Q&A
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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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Vote 

NOW!
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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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Vote 

NOW!
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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

• IDMs

• Donor Center Review of Medical Records

• Statement of Urgent Medical Need & Attachments
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21 CFR 1271.265(c) continue

• (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.

• Declaration of 

Eligibility-Adult Donor

• Quality Control 

Specialists Review
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Panel Interview 
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• Laurie Schmitt

– Supervisor, Quality 

Management



High Level Overview
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Introducing the NODE
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Possible quote(s) from
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I like it!

Staff will be 

pleased with the 

new streamlined 

process.

The lot 

release pilot 

has been a 

breath of 

fresh air!

I think the 

process is quite 

easy!



Panel Interview 

• Karen Hidding

Donor Services Liaison
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Panel Interview 
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• Lori Gaus

Quality Control 

Specialist



Quality Control Specialist Team
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High Level Process 

21

D
o

n
o

r 
C

e
n
te

r

Determine 
Eligibility

Prepare 
Paperwork

Submit to QCU 
for review

Q
u
a
lit

y
 C

o
n
tr

o
l 
U

n
it Review 
paperwork

Return to DC

D
o
n
o
r 

C
e

n
te

r

Store to 
Paperwork

Continue with 
the process



Summary of Requirements
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Documents Reviewed

• HHSQ and Zika Assessment

• DC Review of Medical Records

• Addendum to PE, if applicable

• IDMs

• DOE

• DEHR (future state NODE)

• SUMN (future state DUMN), if 
applicable

Review Requirements

• Completeness and accuracy

• Version control

• Appropriate error correction



Scenario 1: Set up 
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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

D. I don’t know
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Vote 

NOW!
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Scenario 1: Wrap Up

25



Scenario 2: Set Up
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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. I don’t know
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Vote 

NOW!



Scenario 2: Wrap Up

28



COUNCIL MEETING: Sharing Our Passion For Life

Scenario 3: Set Up 

What is the donor’s eligibility determination?
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Scenario 3: Question 

• MNC(A) had IDMs drawn on 11th, collection is on 
the 25th. What is the donor’s eligibility status? 

A. I’d like to use the 50/50 option and reduce the 
answer options by 50%

B. Ineligible

C. Eligible

D. Incomplete
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Vote 

NOW!



Scenario 3: Wrap up
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Scenario 4
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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

B. Missing required documents

C. Incorrect transcribed information

D. Incomplete document
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Vote 

NOW!



Scenario 4: Wrap up
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Scenario 5: Set Up
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Scenario 5: Question 

What do you think the outcome of this 
submission should be? 

A. Return for correction or more information

B. I always wear red on Saturdays

C. Pass

D. I don’t know
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Vote 

NOW!



Scenario 5: Wrap Up
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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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