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What?  The Tissue Transplant Log (TTL) is required item in the
Wound Center.  There are regulatory requirements around the
transplantation of tissue.
Why? 

Anytime transplantation of an organ, skin, bone, or other
human living cell, there is a potential for rejection, recall
from the manufacturer, etc., and there must be an adequate
tracking documentation workflow.
Appears current policy and process is not hardwired.  This
has caused issues at re-accreditation for facilities.

What and Why is the Tissuelog book needed?



One tissuelog book per center ONLY
Different tissuelog books is
unacceptable and a bad practice

Retired all product literature in the
active file
Ensure there is NO missing FDA
documentation
Educate yourself on the 10-year
archive rule
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SerenaGroup Directives 

Why is this a problem?



 Only the SerenaGroup Approved Logbook will be utilized 
All CTP/HSE will be placed on the same tissue log sheet
Generally, all products are documented with the same elements

 NOTE: THE ONLY PRODUCTS THAT REQUIRE THE COMPLETION OF
TRANSPORT OF TEMPERTURE AND CONTROL ARE THOSE IN
SHIPPING CONTAINERS

All SerenaGroup approved CTP/HSE FDA documentation is on the
SerenaGroup Share Drive (directors have access)  

 NOTE: If your center introduces a new product, you must send the
information to the CCO to ensure the FDA documents are stored on the
share drive.  
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SerenaGroup Process



Approved Tissue Transplant Logbook (TTL) Covers



Policy and Regulatory Tab
Management of Cellular and Tissue Based Products Policy
OP.015.1 and/or Hospital Policy
NOTE: SerenaGroup or Hospitals (know which)
Regulartory (Joint Commission or DNV) EOP

Tissue Logs (one form all types)
Tissue Bank Registration Form (all companies) segregated
Product Inserts (all products) segregated
Completed Logs

What is Inside the Tissuelog Book? 



What does the Regulatory Agency say? 
excerpt Joint Commission - Tab #1)



TS.02.01.01 (10 year rule)
TS.03.02.01 (Tissue Log and Chain of
Custody and Storage of Tissue)
TS.03.03.01 (Adverse events) (FDA
registry)

Joint Commission
Transplant Safety Standard

Pages 553-563
CAMH (PDF manual), January 2021 CAMH, January
2021 | 2021 The Joint Commission. Do not
reproduce or distribute

Where can I find the information?

TO.5 Documentation (FDA Registry)
(adverse events)
TO.6 (10 year rule)
TO.7 (Tissue Log and Chain of
Custody and Storage of Tissue

DNV-GL
Documentation/Transplantation

Pages 203 and 204
NIAHO Accreditation Requirements, Intrepretive
Guidelines and Surveyor Guidance Revision 20-1,
09-21-2020



Approved Tissue Log (tab #2)



Where can I find this? 

All approved and utilized will be on the SerenaGroup Share Drive
(directors have access)

https://www.fda.gov/vaccines-blood-biologics/biologics-
establishment-registration/tissue-establishment-registration

FDA Tissue Registry Form (tab #3)



Product Insert - All (tab #4)



Completed Tissue Log (tab #5)



All SerenaGroup Centers will implement
an approved TissueLog book that has
been inspected by the SerenaGroup CCO
(either onsite or virtually).

SerenaGroup Expectations



SerenaGroup Tissue Log



NOVITAS
Draft LCD, closed for comments, awaiting final LCD

CMS PFFS Fee Schedule
Changing CTP language to wound care material or similiar
language
Elimination to all Q-codes and revising to A-codes (supply)

HOPD OPPS 2023 proposed rule
Anticipate similar language as in PFFS
Anticipate ulcer size limitation
All elements of MN
One and done

Upcoming Regulatory Changes - 2022



QUIZ TIME
Late Effects of Radiation Injury



Question 1
Cellular Tissue Transplant Book

The Tissue Transplant Log is required item in
the Wound Center.



Answer 1
Cellular Tissue Transplant Book

The Tissue Transplant Log is required item in
the Wound Center.



Question 2
Cellular Tissue Transplant Book

The only products that require the
completion of transport of temperture and

control are those in an envelope. 



Answer 2
Cellular Tissue Transplant Book

The only products that require the
completion of transport of temperture and

control are those in an envelope. 

shipping containers



Question 3
Cellular Tissue Transplant Book

SerenaGroup Wound Care Centers should
have  5 tissue log books.



Question 3
Cellular Tissue Transplant Book

1

SerenaGroup Wound Care Centers should
have  5 tissue log books.



Question 4
Cellular Tissue Transplant Book

All SerenaGroup Centers will implement an approved
Tissue Log that has been inspected by the SerenaGroup

CCO (either onsite or virtually).



Answer 4
Late Effects of Radiation Injury

All SerenaGroup Centers will implement an approved
Tissue Log that has been inspected by the SerenaGroup

CCO (either onsite or virtually).
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Thank you!

SerenaGroup Contact:
Matt Schweyer, CCO
mschweyer@serenagroups.com


