
SUMMARY OF RECORDS: DONOR ELIGIBILITY DETERMINATION PERFORMED
HCT/P type: Testicular Tissue  FORMCHECKBOX 
 
Sperm  FORMCHECKBOX 
 
Ooctye  FORMCHECKBOX 
 
Ovarian Tissue  FORMCHECKBOX 
 

Donor-Eligibility Determination is not required at time of retrieval.

For Autologous or sexually-intimate partner use only.
In the event that the cells or tissue subsequently are intended for donation, advise recipient that screening and testing of the donor was performed at the time of retrieval of the reproductive cells or tissue.
DONOR 

      (insert patient identification number)
Retrieval date of specimen (date of surgery)



 
Serology Testing
Results/Date for Tissue Donor Drawn 
Anti HIV 1&2

___________________/______________________




Anti HB core (total)
___________________/______________________


 

HBsAg 


___________________/______________________



Anti HCV

___________________/______________________



Syphilis RPR

___________________/_______________________



HTLV 1 and 2

___________________/______________________ (Not required for oocytes)
NAT (HIV1/HCV)
___________________/______________________

CMV


___________________/______________________ (Not required for oocytes)
Testing completed within 30 days prior or 7 days after retrieval for oocytes:  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
NA
Testing completed within 7 days of retrieval for sperm, testicular or ovarian tissue:  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
NA

Communicable disease testing was performed by a laboratory or laboratories which was: (1) certified to perform such testing on human specimens under the Clinical Laboratory Improvement Amendments of 1988 (42 U.S.C.263a) and 42 CFR part 493; or (2) meeting equivalent requirements, as determined by the Centers for Medical and Medicaid Services (CMS).  A listing of testing completed on the tissue provider is listed above.  This clinic cannot guarantee that the enclosed tissue is disease-free for the testing completed, even though the tests may indicate otherwise.

Screening

Physical Examination   
Risk factors identified:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   Date completed: _____________
Donor Questionnaire 
Risk factors identified:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   Date completed: _____________
DONOR ELIGIBILITY DETERMINATION

Donor eligibility determination is not required per 21 CFR 1271.90.  This is a summary of records, the complete donor screening and testing records are available at this site.  Based on the FDA Regulations for physical examination, testing results, screening information provided by the individuals, and/or the summary of records the donor is determined: 

Circle one: Approved / Not Approved for use.





If not approved *, the reason is_____________________
The document was prepared by: [Clinic Name], [Address], [City, State, Zip] [Phone Number]
IF YOU HAVE ANY QUESTIONS, PLEASE CALL 866-708-3378.
* Ineligible donors may require additional labeling, see 21 CFR 1271.65. 
Choose one: 








Please view disclaimer here: oncofertility.northwestern.edu/disclaimer

Version: 3/8/2018 DED Subsequently Performed

