INITIAL REPORT OF FATALITY RELATED TO DONATION 

(Please fill in all blanks. If the information is unknown, enter “unknown.”)

When reported 

to FDA:

____________________________
  ______________________AM/PM




Date



   
  Time

Person reporting 

fatality: 

____________________________
  ____________________________




Name



    
  Title

Contact numbers:
____________________________
  ____________________________




Telephone No.

                 
  Fax No.




____________________________
  ____________________________




Pager No.


    
  Email address

Facility Name:     
__________________________________________________________
Facility Address:      __________________________________________________________




Street



City/State


Zip code

Facility License/Registration Nos.: 
____________________    ___________________







License No.

          Registration No.

How did you first learn of the donor’s death?

□  Direct observation  (Attach a description of the medical interventions taken or other response to the situation.)


□  Notified by other health-care entity           □ Read death notice in the newspaper  

□  Contacted by third party (specify) _______________________________________________

□  Other (specify) ______________________________________________________________

Type of collection: 

□   Allogeneic — whole blood donation

□  Allogeneic — automated collection (check ALL that apply)

  ○ Platelets      ○  Plasma
   ○   Red cells      ○  Granulocytes     ○ Other __________

  __ Double
   __ Jumbo
     __Double

  __ Triple
   __ Source

□  Autologous—whole blood donation
(specify)_________________________

□ # Autologous—automated collection
(specify)_________________________

Donation frequency:     □ First time      □ Repeat    ____ times/past year      □ Unknown
Demographic Data

Unique Identifier:  ____________________________________

NOTE:  This can be any institutionally defined code, EXCEPT it cannot be the person’s name. For example, it could be a unit number, donor number, or medical record number. This identifier should be used for all attachments and follow-up information.

Age:   _____ years
Gender:     □ Female    □ Male      Weight:    _______ lb/_____kg

Name and address of facility (if known) where fatality occurred (if different from your own):

__________________________________________________________________________

__________________________________________________________________________ 

Time relationships between donation and death (if known or best estimate):
Date of donation _____________________   Date of death ______________________

Interval (actual or best estimate in hours) between donation and 

onset of symptoms ________hours
Interval (actual or best estimate in hours) between donation and death _____________hours

Predonation Vital Signs:
  

Temperature ____oF/___ oC    Pulse ____ bpm  □ Regular  □ Irregular   

Blood pressure:  Systolic _____ /Diastolic _____

Any problems during collection? (Attach completed report.)

□  Device related

□ Disposables

□  Donor reaction
Will an autopsy be performed?    □ Yes
       □ No

□ Unknown

For Automated Collections:
Name of collection device ________________Model ______________________
Manufacturer ___________________________  Manufacturer  notified?   □ Yes    □ No

Name of disposable collection sets used ___________________________
Lot No._________________

Expiration date _________________

Duration of collection ________hours
Collection volume _________ mL

Replacement fluids used during collection (check all that apply):

□ ACD  ____ mL   □ 0.9% NaCl  ____ mL    □ Other (specify) ____________   ____ mL

Disposition of collection:   □ Quarantined
     □ Distributed   
□ Destroyed

□ Other (specify) ____________________
