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Objectives
Rise of Directed Donations

Current Safety of the Blood Supply

Risks of Directed Donations

Hospital Role



29-year-old female with a history of FHTMR

Recent miscarriage, D&C, Hb 16 ⟶ 9

Dr. Hermelin,
can you speak to her?



"Pure" Unvaccinated Blood

December 7, 2022

Concerns from donors, patients, and public



"Don't want the vaccine" "Don't want to have side 
effects and die of the 
vaccine that's in the 

blood" 
"Blood clots"

"Do not want debris in 
my body"

Concerns



Timeline

Acquired Immune 
Deficiency Syndrome 

(AIDS) epidemic

Interest in blood 
segregation, directed 
donations in demand

Covid-19 mRNA vaccine 
introduced

1981 2020

2015 2022

HIV 5th generation testing



Legislative activity on directed donations has surged since 2023, 
with bill language ranging from universal rights to medical-
need-only access.



Map of State Based Legislation - America's Blood 
Centers



Definitions

a person who has been deemed the best 
candidate to meet a specific medical need, such as 

compatible red cells to match a rare blood type

Designated
request that specific individuals donate blood 

for their upcoming transfusion related 
procedure or surgery

Directed



Biologic Drugs

Regulated by the FDA
• Biologic Drugs 
• Must be ordered by an 

appropriately licensed 
health care provider

• Informed consent of 
risks



TRANSFUSION RISK

Infectious Noninfectious
TACO, TRALI, FNHTR, Immunologic

Alternatives to transfusion 



01 Most hospitals restrict to rare, 
medically necessary indicated

02 Patient education is essential to 
reduce the risk for 

03 Role of the ordering provider to 
communicate the scientific 
consensus and safety of the blood 
supply 

HOSPITAL POLICIES 
FOR DIRECTED 
DONATIONS

04 In 2023 , FDA cautioned against 
the selected of directed donors for 
indications lacking scientific basis

Important Information About Directed Blood Donations that are 
Not Medically Indicated | FDA



Belts & Suspenders

Blood tests drawn at the time of donoation:
HIV, HBV, HCV, Syphilis, HTLV

(Malaria, et.)

Infectious Disease Testing
Set of 40 questions that surveys medical history, 

travel history and donor behavior

Donor Questionnaire



Safety of Blood
Adverse Event and Approximate Risk Per Unit Transfusion of RBC

1:60

Febrile 
Reaction

TRALI Hep C HIV

1:12,000 1:1.5 M 1:1.47 M

Risk of dying from a lightning strike: 1:161,000



Vaccines
+ Blood 
donation

"In the past 8 weeks, have 
you had any vaccinations 
or other shots?"

Deferrals for vaccines (2-4 wks)
⚬Live attenuated
⚬False positive testing

Vaccine Categories
⚬Live attenuated 

viral/bacterial
⚬Toxoids, mRNA synthetic 

or killed viral/bacterial 
⚬Unlicensed



Labeling

We do not label our blood 
products based on vaccine 
status



1. A multi-hospital study of 21,750 transfusion 
episodes found no increase in thrombosis, 
respiratory needs, ICU stay, mortality, or 
rehospitalization before, during, or after 
widespread donor COVID-19 infection and 
vaccination. These findings confirm that 
transfusions remained safe across all 
pandemic phases.

2.  Analysis of over 34,000 transfused units with 
linked donor infection/vaccination data showed 
no association between donor COVID-19 history 
or antibodies and adverse outcomes in 
recipients. The study reinforces that blood from 
vaccinated or previously infected donors 
poses no added risk.



Medical and Logistical Challenges

Infectious disease risk

Alloimmunization

Product Handling

Financial Implications



Infectious 
Diseaese
• Individual should be selected who 

have donated blood in the past to 
decrease ID risk

• Positive ID testing require that blood 
be discarded

• Notification of both donor and 
recipient

• Notification to State Public Health 
Dept 



Alloimmunization • ABO, RH compatible
• Incompatibility testing could 

lead to delays and confusion 

• Avoid using spouse or partner 
to prevent HDFN or NAIT

Pregnancy or Female of 
Child Bearing Potential

Children or 1rst degree 
Relatives

• Irradiation required for parent, 
sibling donated units; shelf-life 
reduced to 28 days.

• Risk of HLA alloimmunization 
affecting future organ donation.

• Increased TRALI risk with related 
donors.



Financial and 
Logistical
• May be a charge for 

directed donations due to 
extra resources to collect

• Insurance companies 
may not reimburse

• Coordination of 
scheduling and 
expiration





29-year-old female with a history of FHTMR

Recent miscarriage, D&C, Hb 16 ⟶ 9

Dr. Hermelin,
can you speak to her?



3 Take Home 
Points

Ordering Provider plays a 
key role in providing consent 
and risks of transfusions, 
including directed donations

There is no safety risk to the blood 
supply for recipients of blood from 
COVID-19 vaccinated donors

Uniformity in transfusion practice 
as a public health initiative
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