Obtaining and Using
TPOXX (Tecovirimat)
for Treatment of
Monkeypox
By Raghav Tirupathi MD FACP FIDSA

Monkeypox Facts
• The Monkeypox virus has rapidly spread across the US and the globe
• It has been declared a public health emergency in the USA
• The WHO has declared it a Public Health Emergency of International Concern
• Monkeypox spreads primarily through close and intimate contact
• It can affect people of any age, gender, or race
• The 2022 outbreak in the USA has disproportionately affected gay, bisexual, and other men who
have sex with men
• There is a distinct lack of proven, effective and safe treatments
• TPOXX (Tecovirimat) is a promising potential option

Tecovirimat
• There is a theoretical basis for tecovirimat improving outcomes in monkeypox
• There is also anecdotal evidence of tecovirimat speeding up resolution of some symptoms
• However, evidence is sparse and there is an urgent need for clinical trials.
• Despite the endemicity of monkeypox in West Africa, tecovirimat trials have not been
conducted to date
• Tecovirimat is approved for smallpox based on studies of primates infected with monkeypox
virus*
• NIAID plans to conduct clinical trials beginning Sept 2022 on tecovirimat as a treatment for
monkeypox
*The approval was based on the “animal” rule that allows efficacy of drugs for certain life-threatening conditions to be
established based on well-controlled studies in animal models of the human disease or condition of interest WHEN it is NOT
feasible or ethical to conduct human trials

Indications for
TPOXX:

• excruciating anogenital
or oral lesions
• immunocompromising
conditions
• encephalitis
• eye involvement
• untreated HIV
• atopic dermatitis

How to obtain TPOXX (Tecovirimat)
• TPOXX is available from the Strategic National Stockpile through an Expanded Access
Investigational New Drug (EA IND) program from CDC.
• I have procured TPOXX for 2 patients with clinical features consistent with monkeypox
‒ They both had several anogenital infections when I initiated the process

‒ One was confirmed positive and the other was probable with pending tests

• CDC has streamlined and simplified the process of obtaining TPOXX

‒ Significantly reduced the several hours of paperwork required in the early days in May - June
‒ Dr. Erica Shenoy has created a smart text tool to help you fill out the forms. Find it here

• Clinicians and care facility pharmacists can request TPOXX by contacting their state/territorial health
department
‒ Your local health department clinician is your friend in expediting the approval from CDC!

• You can also contact the CDC Emergency Operations Center (Phone: 770-448-7100; Email:
Poxvirus@cdc.gov)

Expanded Access (EA) to Investigational Drugs
for Treatment Use (EA-IND)
• An EA-IND granted by the FDA allows the use of an investigational drug
 The primary purpose must be to diagnose, monitor, or treat a serious or immediately life-threatening
disease or condition
 When the disease lacks therapeutic alternatives
 Not primarily intended to obtain information about the safety or effectiveness of a drug
 Increases awareness, knowledge, and facilitates the use of experimental drugs
 While protecting patient safety and avoiding interference with the development
• EA-INDs may be provided for:
 Drug not being developed (e.g., drug target is too rare for clinical trial by sponsor)
 Drug being developed but patient(s) cannot access trial
 Drug previously approved but no longer available
 Drug has similar profile to an approved drug that is unavailable

Intermediate-Size Patient Population EA-IND
• CDC holds an intermediate-size patient population EA-IND from the FDA
o EA for intermediate-size patient populations is for multiple patients requesting
a drug for the same use
o They are generally smaller than those typical of a treatment IND or treatment
protocol
• Intermediate-size patient population EA-IND allows access to and use of TPOXX
for treatment of orthopoxvirus infections, including monkeypox
• Clinicians and facilities do not need to request and obtain their own INDs.
• For facilities requiring a reliance agreement, CDC IRB will provide a pre-signed
reliance agreement to sign documenting reliance on CDC IRB (huma@cdc.gov).

Forms to be completed by Healthcare Providers

Informed Consent Form

Patient Intake Form

FDA Form 1572

Clinical Outcome Form

To be obtained from the patient before treatment begins

Baseline assessment
One signed 1572 per facility for all TPOXX treatments
administered at the same facility
Progress information during and post treatment

Informed Consent Form
•

If taking tecovirimat by mouth:
 Patients should eat a full, fatty meal 30 minutes
before tecovirimat and should take it with a full glass
of water
 The meal should be about 600 calories with 25 grams
of fat (e.g. cheeseburger with fries, rice with fried
chicken, pasta alfredo, bagel with cream cheese,
avocado, peanut butter, ready-to-drink meal, etc.)

• Those unable to take capsules or eat a full meal (e.g.,
hospitalized with serious illness) may take IV tecovirimat

Informed Consent Form
Continued
The most common adverse events in people who took
tecovirimat were:
 Headache
 Vomiting
 Nausea
 Stomach pain
 Dizziness (only with IV tecovirimat)
 Pain/swelling/redness at the injection site (only
with IV)

Informed Consent Continued

Informed Consent Continued

• Tecovirimat and repaglinide taken together
may cause severe hypoglycemia and should
be avoided.
• Safety profile data in pregnancy is limited.
• The drug is free and paid by CDC.
 Other costs will need to be paid by your
insurer, Medicare, Medicaid, or you
• You have the right to refuse tecovirimat.
• The Informed Consent Form can be found
here.

Patient Intake
Form
• I would recommend
adding the patients
EMR note with pictures
of the lesions if
possible. CDC
encourages obtaining
pictures of the lesions,
but it is not a must.
• Form can be found here

Patient Intake Form Continued

• Signed by one investigator per
site
• The Investigator must possess
the qualifications and
experience to administer
TPOXX
• They must abide by the
protocol and agree to the FDA
reporting requirements
• They should be qualified to
conduct the investigation and
committed to abide by
regulations
(https://www.fda.gov/media/7
8830/download)
• The form can be found here

FDA Form 1572

Good to know

• Treatment with TPOXX can begin upon receipt, after informed consent is obtained
• No pre-registration is required for clinicians or facilities
• Forms requested under the EA-IND can all be returned to CDC after treatment begins.
• TPOXX use is not considered human subjects research; federal-wide assurance requirements
do not apply.
• Virtual and televisits are allowed as an option for prescription of TPOXX

Optional

• If feasible, take lesion photos at baseline
and post-treatment to follow lesion
progression and healing
• Optional Lesion Samples for Resistance
Testing
• I am planning to follow-up at 7, 14 and 21
days after starting treatment.

Tecovirimat
Clinical Outcome
Form
• This Form is very
straightforward
• It can be found here

Clinical Outcome Form Continued

Patients are advised to keep a diary

Additional Resources

• Dr. Erica Shenoy and her colleagues have created a smart text tool to help you fill
out the forms. Find it here
• Information for Healthcare Providers on Obtaining and Using TPOXX (Tecovirimat)
for Treatment of Monkeypox | Monkeypox | Poxvirus | CDC
• CFR - Code of Federal Regulations Title 21 (fda.gov)
• https://www.fda.gov/media/85675/download
• https://www.fda.gov/media/78830/download

Share your case on
CURE ID
• Help the clinical community better understand the use of
tecovirimat
• Submit a very brief case report form to CURE ID. It takes less
than 5 minutes!
• CURE ID is a collaboration between NIH (NCATS) and FDA
• The goal is to collect and better understand real-world data on
using repurposed drugs for infectious diseases.
• The collected case reports are completely de-identified and you
can anonymize a submission.
• The current CURE ID case report form (disease-agnostic) can be
used to share cases of use of tecovirimat, as well as any other
drug treatment for monkeypox
• A monkeypox-specific case report form for both clinicians and
patients is under development and is expected by the end of
August.
• Visit CURE ID to register and share your treatment experience!

And Soon the TPOXX will
arrive!

