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OBJECTIVES

1. Describe the 
historical context for 

the Hemovigilance 
Module. 

2. Explain how CDC, 
healthcare facilities, 

and health departments 
are collaborating to 

improve hemovigilance. 

3. Demonstrate when 
and how to report to the 
revised Hemovigilance 

Module.

Chat and Q&A features are limited to only 1000 participants. 



HISTORICAL 
CONTEXT

COLLABORATING 
TO IMPROVE 

HEMOVIGILANCE

REPORTING TO 
THE REVISED 

HEMOVIGILANCE 
MODULE

OBJECTIVES

Chat and Q&A features are limited to only 1000 participants. 



Transfusion-associated 
adverse reactions can be 
severe and result in death. 

Chat and Q&A features are limited to only 1000 participants. 



In the United States, hemovigilance is inadequate:

No requirement for transfusing hospitals to report transfusion-transmitted 
infections (TTIs) or other serious acute transfusion reactions to the 
Hemovigilance Module

Transfusion history is not a required field on most case report forms 
for nationally notifiable diseases

Ongoing risk of emerging pathogens in the U.S. blood supply 

Chat and Q&A features are limited to only 1000 participants. 



HIV spread through the blood supply.

Hemophiliacs were being diagnosed with AIDS at an alarming rate. 

Image Credit: Centers for Disease Control and Prevention (U.S.) MMWR. Morbidity and Mortality Weekly Report, Vol. 31, No. 48, December 10, 1982



“How many people [with hemophilia] have 
to die? Is three enough? Is six? Is ten? Is a 
hundred enough? Just give us the number 

so we can set the threshold!” 

                                    - CDC official Don Francis

The meeting produced no recommendations or changes. 

How many…

Image credit: Hemophilia Federation of America. Retrieved from History of Bleeding Disorders - Hemophilia Federation of America accessed on  5/15/25.

Chat and Q&A features are limited to only 1000 participants. 

https://www.hemophiliafed.org/history-of-bleeding-disorders/
https://www.hemophiliafed.org/history-of-bleeding-disorders/
https://www.hemophiliafed.org/history-of-bleeding-disorders/


Institute of Medicine

• The Secretary of the Department of Health and Human Services 
(DHHS) asked a Committee of the Institute of Medicine (IOM) to 
review the scientific evidence that was available to decisionmakers 
during the early 1980s when the AIDS epidemic emerged, to 
examine the decision-making processes, and to evaluate the 
actions taken to contain the epidemic

•  In 1995, the committee published 2 recommendations for CDC:  

• The PHS should establish a surveillance system, within CDC, that 
will detect, monitor, and warn of adverse effects in the recipients of 
blood and blood products.

References: Institute of Medicine (US) Committee to Study HIV Transmission Through Blood and Blood Products. HIV And The Blood Supply: An Analysis Of Crisis Decisionmaking. Edited by Lauren B. Leveton et. al., National Academies Press (US), 1995. 
doi:10.17226/4989; Institute of Medicine. Emerging Infections. Washington, D.C.: National Academy Press, 1992.

Chat and Q&A features are limited to only 1000 participants. 

https://www.ncbi.nlm.nih.gov/books/n/nap4989/ddd00270/def-item/ggg00050/


National Healthcare Safety Network (NHSN)

The Biovigilance Component - 

Hemovigilance Module serves 

as the only national surveillance 

platform for recipient 

hemovigilance.
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Chat and Q&A features are limited to only 1000 participants. 
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• 379 facilities are 
actively enrolled in 
the Hemovigilance 
Module

• 5,948 potential 
facilities

• Only 3 TTIs were 
reported in 2025

Facilities enrolled in NHSN Hemovigilance Module, 
November 2025

Chat and Q&A features are limited to only 1000 participants. 



TTI investigations by CDC 
over the years, 2015-2025

None of these were reported 
through the Hemovigilance 
Module – it is likely that 
serious TTIs may be 
unrecognized.

2015 St Louis Encephalitis

2022

Acinetobacter  spp. (platelet)
Acinetobacter  spp., Staphylococcus saprophyticus ,  & Leclercia 
adecarboxylata (platelet)
Malaria

2025 Malaria  

West Nile Virus

2017

Anaplasmosis
Malaria
Clostridium perfringens (platelet)
Klebsiella pneumoniae (platelet)

2021

Acinetobacter spp. & Staphylococcus saprophyticus (platelet)
Powassan

2016

2020

2018

Acinetobacter spp., Staphylococcus saprophyticus (platelet)
Malaria
Cache Valley Virus

Brucellosis  (only Donor)

2024 Malaria (only Donor)
Ehrlichiosis 

Chat and Q&A features are limited to only 1000 participants. 



The Next Generation Hemovigilance Module

Abbreviations: AHTR, acute hemolytic transfusion reaction; DHTR, delayed hemolytic transfusion reaction; TACO, transfusion-associated 
circulatory overload; TRALI, transfusion-related acute lung injury; TTI, transfusion transmitted infection; TAD, transfusion-associated 
dyspnea; ATR, allergic transfusion reaction; HTR, hypotensive transfusion reaction; FNHTR, febrile non-hemolytic transfusion reaction; 
DSTR, delayed serologic transfusion reaction; TAGVHD, transfusion-associated graft versus host disease; PTP, post-transfusion purpura.

Hemovigilance Module v2.9 The Next Generation Hemovigilance Module

Annual Acute Care Facility Survey
Annual Facility Survey Non-Acute Care Facility

Annual Facility Survey 
(one form instead of two)

Adverse Reactions
AHTR
TACO
TRALI
Other Transfusion Reaction

Monthly Reporting Plan
Monthly Reporting 
Denominators
Incident Form
Monthly Incident 
Summary
DHTR
TAD 

ATR
HTR 
FNHTR
DSTR
TAGVHD
PTP
Unknown Transfusion 
Reaction

Adverse Reaction Investigation Form 
(one form instead of four)

TTI Rapid Alert

No longer reported to Hemovigilance Module

Adverse Reactions
 Transfusion Transmitted Infection (TTI) TTI Investigation Form+

January 2026

March 2026

Streamlined so that every facility can participate. 

Chat and Q&A features are limited to only 1000 participants. 



These adverse reactions are rare.
The Next Generation Hemovigilance Module

Annual Facility Survey 

Adverse Reaction Investigation Form 

TTI Rapid Alert TTI Investigation Form+

January 2026

March 2026

• 1 submission annually
• Est. 30 minutes

• Submission based on occurrence
• TACO: 19.3 per 100,000 transfusions1

• TRALI: 1.0 per 100,000 transfusions1

• AHTR: 1.66 per 100,000 transfusions1

• Est. 20 minutes/occurrence

• Submission based on occurrence
• TTI ~0.25 per 100,000 transfusions1*

• Rapid Alert: Est. 5 min/occurrence
• TTI Investigation Form: Est. 60 min/occurrence

There may be years where a facility may not have any reactions to report to the module.

1Griffin IS, Kracalik I, McDavid K, et al. Supplemental findings of the 2023 National Blood Collection and Utilization Survey. Transfusion. Published online August 1, 2025. doi:10.1111/trf.18336
*May vary by pathogen

Chat and Q&A features are limited to only 1000 participants. 



CDC’s NEW 
Annual Facility 
Survey

H E M O VI G I L A N C E  M O D UL E  V 3 . 0 • Facility characteristics

• Electronic monitoring of transfusions and adverse events

• Total units transfused by blood component

Chat and Q&A features are limited to only 1000 participants. 



CDC’s NEW 
Adverse Reaction 
Investigation Form 

H E M O VI G I L A N C E  M O D UL E  V 3 . 0 Simplified to one form for TACO, TRALI, AHTR or Other 
Transfusion Reaction

• Recipient Information

• Adverse Reaction Details

• Clinical Presentation

• Treatment

• Outcome

• Laboratory Test Results

• Investigation Findings

Chat and Q&A features are limited to only 1000 participants. 



Health Department Hospital
(Clinical Lab)

Health Department works with facility 
to complete the TTI investigation form 
and submits to NHSN.

Laboratory system flags for 
pathogen of interest*

CDC identifies emerging threats to 
blood supply.

Hospital epidemiologist 
determines patient’s 

transfusion history and 
notifies CDC via NHSN

TTI Rapid Alert 

Hospital
Epidemiologist/

 Blood Bank

CDC sends Health 
Department

TTI investigation form

1 2
3

5

4
*Pathogens of Interest
Viruses: Cache Valley, Colorado tick fever, Dengue, Eastern Equine Encephalitis Hepatitis A, 
Hepatitis E, Japanese Encephalitis, Oropouche, Powassan, St. Louis encephalitis, Tick-borne 
encephalitis, Chikungunya, Yellow Fever, Zika.
Bacteria: Acinetobacter baumannii, Anaplasma phagocytophilum, Brucella spp., Coxiella burnetii 
(Q Fever), Ehrlichia spp., Leclercia adecarboxylata, Rickettsia rickettsii.
Parasites: Babesia spp., Leishmania spp., Plasmodium spp. (Malaria).

Proposed TTI Reporting Structure

Chat and Q&A features are limited to only 1000 participants. 



CDC’s NEW 
TTI Rapid Alert Form

H E M O VI G I L A N C E  M O D UL E  V 3 . 0

Chat and Q&A features are limited to only 1000 participants. 



CDC’s Updated 
TTI Investigation Form 

H E M O VI G I L A N C E  M O D UL E  V 3 . 0 • Patient Information

• Patient Medical History (reason 
for transfusion)

• Adverse Reaction Details

• Laboratory Test Results

• Signs and Symptoms

• Patient Treatment

• Recipient Epidemiologic Risk 
Assessment (to rule out 
transfusion)

• Component Details (ISBT-128 
product codes, pathogen 
detected)

• Donor Investigation (mosquito or 
tick exposures, travel history)

• Investigation Findings (Case 
Definition, Severity, Imputability)

• Facility Investigation Notes

• CDC Investigation Notes

Chat and Q&A features are limited to only 1000 participants. 



CDC and FDA identified 8 cases and 20 contaminated products in 
12 states. 

Nationwide platelet contamination

MO

Chat and Q&A features are limited to only 1000 participants. 



Investigation Findings

• Environmental isolates from the bag manufacturing 
facilities were genetically related to clinical sepsis 
cases and contaminated products.

• Issues with collection set sterility were observed 
during inspection of the facility.

Nationwide platelet contamination

Chat and Q&A features are limited to only 1000 participants. 



379 facilities are 
actively enrolled in 
the Hemovigilance 
Module

Currently, do we think the module would provide an 
early warning system for a similar outbreak? 

Chat and Q&A features are limited to only 1000 participants. 



Health Department Partners, March 2026

Met 1:1 with 58/65 
health departments 
about the 
Hemovigilance 
Module

Collaboration with Health Departments

Chat and Q&A features are limited to only 1000 participants. 



Facility Outreach
Region 1 
223 facilities
Connecticut, Maine, Massachusetts, 
New Hampshire, Rhode Island, 
Vermont

Region 2
359 facilities
New Jersey, New York (NYC), Puerto 
Rico, US Virgin Islands

Region 3
472 facilities
DC, Delaware, Maryland, 
Pennsylvania, Virginia, West Virginia

Region 4
1125 facilities
Alabama, Florida, Georgia, Kentucky, 
Mississippi, North Carolina, South 
Carolina, Tennessee

Region 5
1024 facilities
Illinois, Indiana, Michigan, Minnesota, 
Ohio, Wisconsin

Region 6
1023 facilities
Arkansas, Louisiana, New Mexico, 
Oklahoma, Texas

Region 7
516 facilities
Iowa, Kansas, Missouri, Nebraska

Region 8
368 facilities
Colorado, Montana, North Dakota, 
South Dakota, Utah, Wyoming

Region 9
605 facilities
Arizona, California, Hawaii, Nevada

Region 10
233 facilities
Alaska, Idaho, Oregon, Washington

5,948 facilities nationwide

Chat and Q&A features are limited to only 1000 participants. 



Support for Reporting

HEALTH DEPARTMENTS

• Ongoing Collaboration

• NHSN Hemovigilance 
Groups

CDC

• Monthly Office Hours

• Weekly Q&A sessions

25
Chat and Q&A features are limited to only 1000 participants. 



Benefits of Healthcare Facility 
Participation

• Early warning system for emerging 
pathogens

• Facilities can systematically track the 
safety of transfusions

• Save lives through rapid reporting and 
investigation of TTIs

• Nationwide estimates of serious 
adverse reactions

Chat and Q&A features are limited to only 1000 participants. 
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How to Report to the Module

• Activate the Hemovigilance Module

• Complete the Hemovigilance Annual 
Facility Survey

• Submit a Transfusion-Transmitted 
Infection Rapid Alert, upon occurrence 

• Complete a TTI Investigation Form 
and Adverse Reaction Form, upon 
occurrence

Chat and Q&A features are limited to only 1000 participants. 



Activating the Hemovigilance Module
Only a NHSN Facility Administrator can add their facility to a component. 

Chat and Q&A features are limited to only 1000 participants. 



Hemovigilance Module 
Resources
W W W . C D C . G O V / N H S N / B I O V I G I L A N C E

Chat and Q&A features are limited to only 1000 participants. 



What can you do now?

• Activate the Hemovigilance Module 
(Biovigilance Component) for your facility

• Submit your Annual Facility Survey

• Report any potential transfusion-transmitted infections 
via a TTI Rapid Alert

Chat and Q&A features are limited to only 1000 participants. 



Knowledge Check
CDC began operating the NHSN 
Hemovigilance Module in response to the 
Institute of Medicine’s recommendation to 
do which of the following?

A. Establish a surveillance system to detect, 
monitor, and warn of adverse effects in 
recipients of blood and blood products. 

B. Pilot a surveillance system for blood and blood 
products for a small group of hospitals 
focused on HIV.

C. Track all blood transfusions in real-time 
nationally.

Chat and Q&A features are limited to only 1000 participants. 



Knowledge Check
Revisions to the Hemovigilance Module are 
designed to:

A. Create more work for everyone. 

B. Focus on elements with the highest public 
health priority. 

C. Reduce reporting burden.

D. B and C  

Chat and Q&A features are limited to only 1000 participants. 



Knowledge Check
What next steps are recommended for 
facilities?

A. Activate the Biovigilance Component 
(Hemovigilance Module) in NHSN, if you haven’t 
already.

B. Complete the Annual Facility Survey, if you 
haven’t already.

C. Report potential transfusion-transmitted 
infections via a TTI Rapid Alert

D. All of the above

Chat and Q&A features are limited to only 1000 participants. 



Questions?

Email our team directly at 
hemovigilance@cdc.gov.  



For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348  https://www.cdc.gov/
Follow us on social @CDCgov

The findings and conclusions in this report are those of the authors and 
do not necessarily represent the official position of the U. S. Centers for 
Disease Control and Prevention.

Thank you.
For any questions or concerns, contact the NHSN Helpdesk

• NHSN-ServiceNow to submit questions to the NHSN Help Desk. 
• Access new portal at https://servicedesk.cdc.gov/nhsncsp . 
• If you do not have a SAMS login, or are unable to access ServiceNow, you 

can still email the NHSN Help Desk at nhsn@cdc.gov.

36

https://www.cdc.gov/
https://servicedesk.cdc.gov/nhsncsp
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