V VIRGINIA
DEPARTMENT
OF HEALTH

Tecovirimat (TPOXX) Ordering Information for Virginia Providers

and Local Health Departments

Summary

Tecovirimat (also known as TPOXX or ST-246) is an antiviral drug stockpiled in the Strategic
National Stockpile (SNS) for smallpox preparedness and the use of tecovirimat for treatment of
mpox is investigational.

Oral tecovirimat is no longer available via the STOMP trial which closed on November 27,
2024, based on the study's Data Safety and Monitoring Board recommendation to stop further
enrollment of participants who were being randomized to tecovirimat or placebo. Initial
analysis of data from two randomized clinical studies designed to assess the efficacy and
safety of tecovirimat in treating mpox showed that tecovirimat was safe but didn't reduce the
time to resolution of mpox lesions.

Tecovirimat remains available under the CDC's expanded access Investigational New Drug
protocol (Expanded Access IND Protocol: Use of Tecovirimat (TPOXX®) for Treatment of
Human Non-Variola Orthopoxvirus Infections in Adults and Children (Version 6.5)) only for
eligible patients. The CDC refers providers with patients who meet EA-IND eligibility for
tecovirimat treatment for mpox to local health departments to see if any previously deployed
tecovirimat supply remains available within their jurisdiction.

The process below is intended to provide a process to receive previously deployed supply of
tecovirimat in Virginia that still remains within expiry, which may be used for patients who
meet EA-IND eligibility criteria.

Step 1: Contact Local Health Department (LHD)

Non-LHD providers should contact the LHD to facilitate TPOXX request. The LHD will be responsible
for determining patients meet eligibility criteria as outlined in Section 2.0 of the protocol, establish any
case tracing activities and then contact Division of Pharmacy Services (DPS) to assist with the
request for the tecovirimat. LHD providers requesting TPOXX for their own patients may contact DPS
directly for assistance.

Step 2: Obtain Informed Consent

Informed Consent Form (version 6.5 dated January 31, 2025): Providers must obtain
informed consent (English) | Spanish prior to obtaining treatment. A copy of the signed
informed consent should be maintained at the treating facility/institution. It does not need to be
returned to CDC unless the treating facility/institution cannot maintain copies. Only if the
signed informed consent forms cannot be maintained at the treating facility/institution and
there are no other suitable means to store/retain the documents, then they may be sent to
CDC within 7 calendar days of tecovirimat initiation.

VDH TPOXX Ordering Information for Virginia Providers and LHDs Updated 8/19/2025

Page 1 of 2


https://www.cdc.gov/mpox/media/pdfs/2024/08/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.cdc.gov/mpox/hcp/clinical-care/tecovirimat.html
https://www.cdc.gov/mpox/media/pdfs/2024/08/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.vdh.virginia.gov/health-department-locator/
https://www.cdc.gov/mpox/media/pdfs/2024/08/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Attachment-1-Informed-Consent.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Attachment-1-Informed-Consent-Spanish.pdf
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o Alternative Consent Forms that can be used to obtain informed consent:
o Short Form (English) | Spanish
o Written Summary (English) | Spanish
o If a provider is unable to obtain informed consent, the provider must complete page 7 of the
informed consent (English) (or Spanish) and notify CDC via email (regaffairs@cdc.gov) within
3 working days of tecovirimat initiation when the treatment determination was made based on
the certification within the form by the treating physician and an independent physician.

Step 3: Submit order to DPS
o LHD or Provider must send the prescription order to DPS. Prescription information (orders
may be submitted verbally, faxed or electronically)
¢ Ship to location: the medication may be shipped to the hospital, provider or patient instead of
the LHD based on LHD/provider preference.

Step 4: Complete Facility Level CDC Documentation
Submit the following forms through the Tecovirimat IND Online Registry:
e Patient Intake Form: Submit within seven days of starting treatment.
o FDA Form 1572: Submit within seven days of starting treatment. One form per facility for all
TPOXX treatments administered at the same facility.
o Serious Adverse Events: Report life-threatening or serious adverse events associated with
TPOXX by completing a PDF MedWatch Form and returning it to CDC within 72 hours of
awareness or sooner, if possible.

To contact VDH'’s Division of Pharmacy Services, please utilize the following:
Email: pharmacy@vdh.virginia.gov

Phone: 804-786-4326

Fax: 804-371-0236

Email, voicemails, and faxes are not monitored when state offices are closed. If trying to reach
outside normal business office hours, LHDs should utilize the EPI on-call number.
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https://www.cdc.gov/mpox/media/pdfs/2024/08/Short-Form-Instructions.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Short-Form-Instructions-es-P.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Written-Summary.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Written-Summary-es-P.pdf
https://www.cdc.gov/mpox/media/pdfs/2024/08/Attachment-1-Informed-Consent.pdf
mailto:Spanish
mailto:regaffairs@cdc.gov
https://airc.cdc.gov/surveys/?s=N3KPDHHPAJARPR7X
https://www.cdc.gov/poxvirus/monkeypox/pdf/MedWatchForm-for-Tpoxx.pdf
mailto:pharmacy@vdh.virignia.gov

