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Monkeypox Resources and Information: 
 

1) AABB’s Mpox Fact Sheet (formerly Monkeypox) 
A subgroup of the AABB Transfusion Transmitted Diseases (TTD) Committee recently 
published a supplement to Transfusion containing new and updated Fact Sheets including the 
Mpox Fact Sheet, which is also available on the Emerging Infectious Diseases page of our 
website: 

• Mpox Virus Fact Sheet (formerly Monkeypox) - updated February 2024 
Transfusion, page S142-S147. 

 
The TTD Committee continues to monitor the outbreak and will update the Fact Sheets as new 
information emerges. 
 

2) FDA’s Information for Blood Establishments Regarding the Monkeypox Virus and Blood 
Donation 

• On Aug 12, 2022, FDA issued a Safety and Availability communication reiterating that 
existing safeguards provide sufficient protection against the potential for transfusion-
transmission of monkeypox and ensure the continued safety and security of the blood 
supply.   
   
“Given the robustness of the existing safeguards for blood safety FDA does not 
recommend that blood establishments ask donors additional, specific questions about 
possible exposure to monkeypox virus,” the agency stated. “Further, FDA does not 
recommend using laboratory diagnostic tests to screen blood donors for monkeypox 
virus.”  

 
3) Transfusion Transmission 

• There have been no documented cases of transfusion-transmitted Mpox. [Fact Sheet, 
page S143].  
 

4) Blood Donor Considerations 
• No specific donor screening question is indicated at this time in the United States (US) 

as transfusion transmission has not been demonstrated. [Fact Sheet, page S145] 
• No FDA Guidance or AABB Standard has been issued at this time. [Fact Sheet, page 

S145] 
• The need for specific interventions to minimize a theoretical risk of transfusion 

transmission of Mpox Virus (MPV) during the unique 2022 epidemic is undetermined.   
o Donors must be well on the day of donation, undergo a limited skin 

examination, and have their temperature taken in the donor room. 
o Since 2020 in the US, MSM have been specifically deferred for 3 months after 

the most recent such contact to reduce the risk of collecting donations from 
recently HIV-infected donors. This interval is believed to be well beyond the 
duration of a putative MPV infectious viremia and high adherence to this donor 
criterion effectively mitigates any risk where donors continue to be directly  

https://www.aabb.org/regulatory-and-advocacy/regulatory-affairs/infectious-diseases/emerging-infectious-disease-agents
https://onlinelibrary.wiley.com/doi/10.1111/trf.17630
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/information-blood-establishments-regarding-monkeypox-virus-and-blood-donation
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/information-blood-establishments-regarding-monkeypox-virus-and-blood-donation
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questioned about MSM activity.  
 The US policy was changed by the FDA in May 2023 with most blood 

collection organizations planning to implement the change to an individual 
donor assessment by summer-fall 2023.  According to the new policy, any 
individual with a new sexual partner or multiple partners, either engaging 
in anal sex within the prior 3 months, will be deferred for 3 months. 

 In much of the world, the MSM deferral has been discarded and replaced 
by individual donor assessments. [Fact Sheet, page S145] 

• Optional Development of a Local Deferral: 
o A medical director always has the option to add additional, more restrictive 

questions to the Donor History Questionnaire v4.0 (DHQ), as described in the 
DHQ v4.0 User Brochure, page 6: 
 Adding Questions:  Blood centers may choose to add “local” questions in 

the area designated for additional questions found at the end of the DHQ.  
 This flexibility is built into the process, recognizing the medical 

director may elect to add additional donor screening criteria. 
 The Fact Sheet, page S145, provides the following information for use by 

donor centers considering a local deferral: 
 Prudent practice would be to defer infected donors at least until all 

lesions are fully resolved and a minimum of 21 days after the onset of 
symptoms. 

 Based on the incubation period, CDC has recommended that 
asymptomatic close contacts of infected people or animals be placed 
under fever surveillance for 21 days. The 21 days would be a minimum 
donor deferral if such contact has occurred. 

 
5) Donor Eligibility Following Receipt of Vaccinations 

• FDA’s Key Facts About Monkeypox Vaccine – Current as of 08/18/22 
 
The Food and Drug Administration recommends no donor deferral for pre-exposure 
receipt of the Jynneos vaccine for smallpox and monkeypox, provided the donor is 
otherwise healthy as required under 21 CFR 630.10 and section 630.15. 
 
AABB reminds members that monkeypox is not known to be transfusion-transmissible 
and there have been no reports of transfusion-transmitted cases.  
 
DHQ v4.0 Flowchart, Question 9:  

 
Question 9: In the past 8 weeks, have you had any vaccinations or other shots?  
 
Donor Eligibility: FDA recommends deferral for replication-competent smallpox vaccines as stated in 
FDA’s December 2002 Guidance, Recommendations for Deferral of Donors and Quarantine and 
Retrieval of Blood and Blood Products in Recent Recipients of Smallpox Vaccine (Vaccinia Virus) and 
Certain Contacts of Smallpox Vaccine Recipients Smallpox Vaccine and consistent with the flowchart 
below. Donors are not automatically deferred following other vaccinations and the vaccine deferral policy 
is determined by the responsible physician. When developing a deferral policy, the physician may 
consider the following: 

https://www.aabb.org/docs/default-source/default-document-library/resources/dhq-v4-0/pdfs/dhq-v4-0-user-brochure.pdf?sfvrsn=597f9f43_0
https://www.cdc.gov/poxvirus/monkeypox/clinicians/monitoring.html
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDcsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMjA3MjguNjE0NTY1MzEiLCJ1cmwiOiJodHRwczovL3d3dy5mZGEuZ292L3ZhY2NpbmVzLWJsb29kLWJpb2xvZ2ljcy92YWNjaW5lcy9rZXktZmFjdHMtYWJvdXQtbW9ua2V5cG94LXZhY2NpbmU_dXRtX21lZGl1bT1lbWFpbCZ1dG1fc291cmNlPWdvdmRlbGl2ZXJ5In0.tn-3B9TlTuu5V9m8EoKKQFTNbVZeWbuWJyTgPsZKaC8%2Fs%2F1255637511%2Fbr%2F141741532725-l&data=05%7C01%7Ckpalmer%40aabb.org%7C40856b16c8cf40d1472808da70e47360%7C37c4458864ee436d9cc894c1035284a0%7C0%7C0%7C637946423905452247%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=KabNL93c9LDocASwi%2By59dN185NfXkL3mQ5I9STAkDE%3D&reserved=0
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-630/subpart-B/section-630.10
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-630/subpart-B/section-630.15
https://www.aabb.org/docs/default-source/default-document-library/resources/dhq-v4-0/pdfs/dhq-v4-0-flowcharts.pdf?sfvrsn=aa096c03_6
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-deferral-donors-and-quarantine-and-retrieval-blood-and-blood-products-recent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-deferral-donors-and-quarantine-and-retrieval-blood-and-blood-products-recent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-deferral-donors-and-quarantine-and-retrieval-blood-and-blood-products-recent
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When developing a deferral policy and SOPs, the physician may consider the following: 

 
• AABB ACCREDITED FACILITIES: Refer to the current edition of the Standards for Blood Banks and 

Transfusion Services Reference Standard 5.4.1A for immunization and vaccination deferral 
requirements and AABB’s Updated Information on Donation of CCP, Blood Components and HCT/Ps 
During the COVID-19 Pandemic. 

 
 
Note on 9alt Flowchart: The 9alt Flowchart provides a simpler but more restrictive deferral scheme in 
which all donors who received the smallpox vaccination are deferred for a minimum of 56 days, 
regardless of when the scab fell off. Blood centers using these criteria should use 9alt Flowchart. 

 
 
 

 

 

 

 

 

 

 

 

 

 

 

 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 

Was the vaccination 
for smallpox? 

Q9: In the past 8 
weeks, have you had 
any vaccinations or 

other shots? 

No 

Yes 
• Determine details of the vaccinations or other 

shots.  
• Qualify or defer donor per SOP and physician 

approved policy regarding donation following 
vaccination or other shots. 

• Refer to AABB Standards and resources 
listed above. 

No 

Yes 

Next question 
Did you receive the 
Jynneos vaccine? 

Yes 

No 

Continue this question on  
the next page. 

https://www.aabb.org/docs/default-source/default-document-library/regulatory/summary-of-blood-donor-deferral-following-covid-19-vaccine-and-ccp-transfusion.pdf?sfvrsn=91eddb5d_0
https://www.aabb.org/docs/default-source/default-document-library/regulatory/summary-of-blood-donor-deferral-following-covid-19-vaccine-and-ccp-transfusion.pdf?sfvrsn=91eddb5d_0
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Flowchart Question 9 continued: 
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vaccination date or until 

scab(s) spontaneously falls 
off, whichever is later. 

Is the scab(s) still 
on? 

Yes 

Defer donor until 
21 days after the 
vaccination date. 

Was it given 
more than 21 

days ago? 

Yes 

No 

No 
Did the scab(s) fall 

off by itself? 
Defer donor 56 days after 

vaccination date. 

Yes 

Yes Did you have any 
illness or complications due 

to the vaccination? 

Defer donor until 14 
days after symptoms 

resolve. 

No 

No 
Next question 
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• AABB Standards for Blood Banks and Transfusion Services 33rd edition 

 
Reference Standard 5.4.1A Requirements for Allogeneic Donor Qualification 
Category Criteria/Description/Examples Deferral Period 
Immunizations and 
Vaccinations 

• Receipt of Jynneos vaccine for Smallpox and 
Monkeypox (Attenuated, live, nonreplicating vaccine). 

None 

 • Smallpox Vaccinia Vaccine (Live virus vaccine 
comprised of Vaccinia Virus – “replication competent” 
vaccine)  

Evaluate for deferral, as 
required in FDA Guidance2 

 
 

6) Consignee Notification Considerations 
If a blood collection organization receives information that a donor has received a diagnosis of 
MPV infection after donation and decides to notify consignees of this information and 
voluntarily withdraw untransfused in-date products, the most appropriate message is that the 
MPV has never been shown to be transmitted by transfusion, the donor was healthy at the 
time of donation and that the risk, if any, is believed to be minimal. 

 
7) Donor Center Staff Considerations: 

• Donor center staff reporting a Monkeypox infection: 
o The staff member should follow CDC guidance and remain isolated at home at least 

until signs and symptoms are gone, all scabs have separated, and the skin healed.  
o According to CDC, “a person with monkeypox can spread it to others from the time 

symptoms start until the rash has fully healed and a fresh layer of skin has formed. 
The illness typically lasts 2–4 weeks.” 

• Donor center staff reporting a Monkeypox exposure 
o Assess the nature of the exposure. Was it a close contact exposure? 

According to CDC, a close contact is: 
 Direct contact with monkeypox rash, scabs, or body fluids from a person with 

monkeypox. 
 Touching objects, fabrics (clothing, bedding, or towels), and surfaces that have 

been used by someone with monkeypox. 
 Contact with respiratory secretions. 

o Such employees should be monitored for the development of illness for 21 days. 
Isolation is recommended for those who develop an illness consistent with 
monkeypox.  

• Notification of donor center staff following exposure in the donor center 
o Consider notification of donor center staff following an exposure to an individual with 

a confirmed Monkeypox infection to facilitate monitoring for illness. 
• Notification of donors following an exposure in the donor center 

o Consider notification of donors following an exposure to an individual with a 
confirmed Monkeypox infection.  

 
 
 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-deferral-donors-and-quarantine-and-retrieval-blood-and-blood-products-recent
https://www.cdc.gov/poxvirus/monkeypox/transmission.html
https://www.cdc.gov/poxvirus/monkeypox/transmission.html
https://www.cdc.gov/poxvirus/monkeypox/clinicians/monitoring.html
https://www.cdc.gov/poxvirus/monkeypox/clinicians/monitoring.html
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8) Disinfection Considerations: 

• Refer to CDC’s Monkeypox>Healthcare Professionals>Infection Control 
 

9) FDA - Additional Information: 
• FDA’s Information for Blood Establishments Regarding the Monkeypox Virus and Blood 

Donation – current as of 08/12/2022 
 

• FDA’s Update on Agency Response to Monkeypox Outbreak – July 29, 2022 
In this bulletin FDA provides “an update to it’s multipronged response to monkeypox in the 
United States including its efforts in areas of diagnostics, vaccines and therapeutics.”  
 
FDA Commissioner Robert M. Califf, M.D. stated “We understand that while we are still 
living with COVID-19, an emerging disease may leave people feeling concerned and 
uncertain, but it’s important to note that we already have medical products in place, 
specifically an FDA-approved vaccine for the prevention of monkeypox disease and an 
FDA-cleared diagnostic test. The FDA is using the full breadth of its authorities to make 
additional diagnostics and treatments available. We will continue to collaborate with our 
partners across all sectors to expand accessibility to countermeasures and bolster the tools 
in our arsenal as appropriate.” 

 
• FDA Monkeypox Response – webpage describing FDA’s roles in monkeypox preparedness 

and response – current as of 03/30/23 
 

10)  Human Cell, Tissue, and Cellular and Tissue-based Product (HCT/P) Considerations 
FDA’s Important Information for Human Cell, Tissue, and Cellular and Tissue-based Product 
(HCT/P) Establishments Regarding Monkeypox Virus and HCT/P Donation – 08/29/22 
 

• Worldwide there have been no reports of transmission of monkeypox virus through use 
of human cells, tissues, or cellular or tissue-based products (HCT/Ps); therefore, the 
risk of infection transmitted by implantation, transplantation, infusion, or transfer of 
HCT/Ps remains theoretical. 

• Routine screening measures are already in place for evaluating risk factors and 
conditions as well as clinical evidence and physical evidence of infection in HCT/P 
donors. Allogeneic donor screening includes a donor medical history interview and 
review of relevant medical records to look for risk factors and conditions that may lead 
to a determination that a donor is ineligible. Accordingly, “due to the robustness of 
existing donor screening recommendations,” the agency does not recommend using 
laboratory diagnostic tests to screen HCT/P donors for monkeypox virus. 

• Existing regulations require that the HCT/P establishment’s responsible person must 
determine and document the eligibility of an allogeneic cell or tissue donor. Similar to 
their approach early in the COVID-19 pandemic, FDA stated that, based on information 
available at this time, establishments may wish to consider, whether, in the 21 days 
prior to HCT/P recovery, the donor:  
o was diagnosed with or was suspected of having a monkeypox infection;  

 

https://www.cdc.gov/poxvirus/monkeypox/clinicians/infection-control.html
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/information-blood-establishments-regarding-monkeypox-virus-and-blood-donation
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/information-blood-establishments-regarding-monkeypox-virus-and-blood-donation
https://content.govdelivery.com/accounts/USFDA/bulletins/325c9e6
https://www.fda.gov/emergency-preparedness-and-response/mcm-issues/fda-monkeypox-response?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/important-information-human-cell-tissue-and-cellular-and-tissue-based-product-hctp-establishments-0
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/important-information-human-cell-tissue-and-cellular-and-tissue-based-product-hctp-establishments-0
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-L/part-1271/subpart-C/section-1271.75
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-L/part-1271/subpart-C/section-1271.75
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=1271.3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-L/part-1271/subpart-C/section-1271.50
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o had close contact with a person or an animal diagnosed with or suspected of having 

monkeypox infection regardless of the donor’s vaccination status; or  
developed a rash or other symptoms suggestive of monkeypox infection.  

• For donors who have received a vaccine: 
o the ACAM2000 vaccine, a licensed live replicating virus vaccine indicated for active 

immunization against smallpox that may be used against monkeypox,  
recommendations outlined in the 2007 guidance on HCT/P donor eligibility remain 
applicable. The guidance also includes recommendations for donors with clinically  
recognizable vaccinia virus infection from contact with someone who received a live 
replicating virus smallpox vaccine.  

o The licensed non-replicating virus vaccine indicated for prevention of monkeypox 
(JYNNEOS) does not carry this same concern.  

• For cadaveric (non-heart-beating) donors, FDA recommended that HCT/P 
establishments determine whether an autopsy was not performed due to a perceived 
risk of transmission of communicable disease or, if an autopsy was performed, whether 
any special precautions were taken that would suggest there was a special concern 
over the risk of transmission of a communicable disease from the donor.  

 
11)  Information shared by Dr. Lou Katz to AABB’s Transfusion Transmitted Diseases 

Committee meeting - 08/03/22 
 
Slides begin on page 10 

 

https://www.fda.gov/vaccines-blood-biologics/vaccines/acam2000-smallpox-vaccine-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/eligibility-determination-donors-human-cells-tissues-and-cellular-and-tissue-based-products
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