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HCTP Case Presentations: Adverse Reactions  
and Product Deviations

E. Richard Jordan, BBA, CEBT, CTBS, UT Southwestern Medical Center
Transplant Services Center – LEB

 The following 12 case studies are based on actual donor situations and actions taken.  They are presented for review 
and discussion as to potential appropriate disposition of tissue, physician and/ or patient follow up, and regulatory or 
medical standards compliance.
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Notification of cornea surgeons is an organizational decision in this 
case. Notification decision should be based on Medical Director 
opinion and other organizational considerations such as relative 
risk to recipients, perceived risk to organizational reputation and 
public trust, etc.

Slide 9:

Slide10:

Slide 11: 

 
Donor eligibility determination failed to identify the history of 
Alzheimer’s. The donor was not free from risk factors for, and clin-
ical evidence of, infection due to relevant communicable disease 
agents and diseases.
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Consignee notification is required because there were risk factors 
for relevant communicable disease agents.
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The tissue bank failed to identify that all release criteria had been 
met prior to distribution (e.g. tissue had passed its established expi-
ration date). 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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This scenario is more complex than it may initially appear as 
the slightest variation(s) in the facts of similar scenarios could 
render completely different reporting requirements. Work closely 
with FDA staff in determining appropriate reporting. However, 
be aware that decisions are ultimately the responsibility of the 
HCT/P establishment.
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The HCT/P establishment failed to record and approve this de-
parture prior to making the HCT/P available for distribution. You 
must not make available for distribution any HCT/P manufactured 
under a departure from a procedure relevant to preventing risks of 
communicable disease transmission, unless a responsible person 
has determined that the departure does not increase the risk of 
communicable disease through the use of the HCT/P. You must 
record and justify any departure from a procedure at the time of 
its occurrence. Had the departure been approved prior to making 
the HCT/P available for distribution, this would not have been a 
reportable HCT/P deviation.
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Although the HCT/P establishment established expiration dating, 
it failed to establish appropriate expiration dating. Where appro-
priate, you must assign an expiration date to each HCT/P based on 
the following factors:
(1) HCT/P type;
(2) Processing, including the method of preservation;
(3) Storage conditions; and
(4) Packaging.
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