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WNCCHS-BCHHS Regional Monkeypox Treatment Protocol 

WNCCHS Pharmacy has obtained TPOXX (tecovirimat) oral capsules from the CDC and the 

Strategic National Stockpile to aid in the treatment of monkeypox (MPX). WNCCHS Pharmacy 

agrees to serve as a central point of access to TPOXX treatment for Western North Carolina. 

Since TPOXX is not a 340B-purchased medication, WNCCHS Pharmacy is allowed to dispense 

TPOXX to non-WNCCHS patients. This document contains information about the treatment of 

MPX and the protocol for non-WNCCHS prescribers to access TPOXX from the WNCCHS 

Pharmacy for their patients. This document will be updated as needed and posted on the 

Buncombe County Public Health webpage for healthcare providers. For information on 

assessment and testing for MPX, please see the NCDHHS and CDC websites. 

If you have questions related to the process of obtaining TPOXX from the WNCCHS Pharmacy, 

please contact Joe Blizzard, PhD, RPh, Chief Pharmacy Officer at WNCCHS at 

jblizzard@wncchs.org or 828.285.0622, ext. 4403. To reach the WNCCHS Pharmacy, call 828-

285-0622 and select the pharmacy option. 
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Treatment of Monkeypox 

Supportive 

Care 

Many people infected with MPX virus have a mild, self-limiting disease 

course in the absence of specific therapy. However, in others, pain and 

pruritus may be prominent and disproportionate to rash appearance. Severe 

proctitis has been a presenting symptom and can be associated with 

tenesmus and rectal bleeding. Pain may be severe enough to interfere with 

basic functions such as eating, urination, and defecation and can cause 

significant patient distress. 

 

Supportive care includes maintenance of adequate fluid balance, pain 

management, treatment of bacterial superinfections of skin lesions and 

treatment of co-occurring sexually transmitted or superimposed bacterial 

skin infections. Providers should address these symptoms adequately and 

early to prevent hospitalizations.  

 

Skin lesions should be kept clean and dry when not showering or bathing to 

prevent bacterial superinfection. Pruritus can be managed with oral 

antihistamines and inert, anti-irritant topical agents such as calamine lotion 

or petroleum jelly.  

 

For oral lesions, compounds such “magic” or “miracle” mouthwashes 

(prescription solutions used to treat mucositis) can be used to manage pain. 

Oral antiseptics can be used to keep lesions clean (e.g., chlorhexidine 

mouthwash). Topical benzocaine/lidocaine gels can be used for temporary 

relief, especially to facilitate eating and drinking, but should be limited to 

recommended doses.  

 

For painful genital and anorectal lesions, warm sitz baths lasting at least 10 

minutes several times per day may be helpful. Topical benzocaine/lidocaine 

gels or creams at the recommended doses may also provide temporary relief.  

 

Proctitis can occur with or without internal lesions and, though often 

manageable with appropriate supportive care, can progress to become severe 

and debilitating. Stool softeners such as docusate should be initiated early. 

Sitz baths, as described above, are also useful for proctitis, and may calm 
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inflammation. Similarly, over the counter pain medications such as 

acetaminophen can be used. Pain from monkeypox proctitis may require 

prescription medications, use of which should be balanced with the 

possibility of side effects, like constipation. Proctitis may additionally be 

accompanied by rectal bleeding. Though rectal bleeding has been observed 

to be self-limited, patients with rectal bleeding should be evaluated by a 

healthcare provider.  

 

Nausea and vomiting may be controlled with anti-emetics as appropriate. 

Diarrhea should be managed with appropriate hydration and electrolyte 

replacement. The use of anti-motility agents is not generally recommended 

given the potential for ileus. 

Indications for 

Antiviral 

Treatment 

The prognosis for MPX depends on multiple factors, such as previous 

vaccination status, initial health status, concurrent illnesses, and 

comorbidities among others. Patients who should be considered for antiviral 

treatment might include: 

 

• People with severe disease (e.g., hemorrhagic disease, confluent 

lesions, sepsis, encephalitis, or other conditions requiring 

hospitalization) 
• People who may be at high risk of severe disease: 

o People with immunocompromise (e.g., human 

immunodeficiency virus/acquired immune deficiency 

syndrome infection, leukemia, lymphoma, generalized 

malignancy, solid organ transplantation, therapy with 

alkylating agents, antimetabolites, radiation, tumor necrosis 

factor inhibitors, high-dose corticosteroids, being a recipient 

with hematopoietic stem cell transplant <24 months post-

transplant or ≥24 months but with graft-versus-host disease 

or disease relapse, or having autoimmune disease with 

immunodeficiency as a clinical component) 
o Pediatric populations, particularly patients younger than 8 

years of age 
o People with a history or presence of atopic dermatitis, 

persons with other active exfoliative skin conditions (e.g., 

eczema, burns, impetigo, varicella zoster virus infection, 

herpes simplex virus infection, severe acne, severe diaper 

dermatitis with extensive areas of denuded skin, psoriasis, or 

Darier disease [keratosis follicularis]) 
o Pregnant or breastfeeding women 
o People with one or more complications (e.g., secondary 

bacterial skin infection; gastroenteritis with severe 

nausea/vomiting, diarrhea, or dehydration; 

bronchopneumonia; concurrent disease or other 

comorbidities) 

https://www.cdc.gov/poxvirus/monkeypox/clinicians/treatment.html
https://www.cdc.gov/poxvirus/monkeypox/clinicians/treatment.html
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• People with MPX virus aberrant infections that include accidental 

implantation in eyes, mouth, or other anatomical areas where MPX 

virus infection might constitute a special hazard (e.g., the genitals or 

anus) 

TPOXX (Tecovirimat) Drug Information 

  Tecovirimat (also known as TPOXX or ST-246) is FDA-approved for the 

treatment of human smallpox disease caused by Variola virus in adults and 

children. However, its use for other orthopoxvirus infections, including 

monkeypox, is not approved by the FDA. Therefore, CDC holds non-

research expanded access Investigational New Drug (EA-IND) protocol that 

allows for the use of tecovirimat for primary or early empiric treatment of 

non-variola orthopoxvirus infections, including monkeypox, in adults and 

children of all ages. 

 

TPOXX is provided at no cost to the patient or provider. 

 Eligibility See above section on Indications for Antiviral Treatment. 

 

People who are ineligible for tecovirimat treatment under the EA-IND 

include: 

• Patients (or their legally authorized representatives) who are 

unwilling to sign an informed consent and refuse tecovirimat 

treatment 
• Patients with known allergy to tecovirimat and/or excipients of 

tecovirimat 
Efficacy In animal studies, tecovirimat has been shown to decrease the chance of 

dying from infections with orthopoxviruses when given early in the disease 

course. In people, efficacy has been limited to drug levels in blood and a few 

case studies. A case series of individuals infected with MPX virus, which 

included one patient treated with tecovirimat, suggests that tecovirimat may 

shorten the duration of illness and viral shedding. 

Formulation Tecovirimat is available as a pill or an injection for IV administration. 

(Injectable formulation may be available through Mission/HCA Hospital 

system for hospitalized patients.) 

 

WNCCHS has the oral formulation which comes as a 200mg capsule. For 

children who weigh < 28.6 pounds, the capsule can be opened, and medicine 

mixed with semi-solid food. Drug absorption of the oral formulation is 

dependent on adequate concurrent intake of a full, fatty meal. 

Contra-

indications 

• Known allergy to tecovirimat and/or excipients of tecovirimat 

o The capsules include the following ingredients: colloidal silicon 

dioxide, croscarmellose sodium, hydroxypropyl methyl cellulose, 

lactose monohydrate, magnesium stearate, microcrystalline 

cellulose, and sodium lauryl sulfate. 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/214518s000lbl.pdf
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(22)00228-6/fulltext#%20
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• Patients (or their legally authorized representatives) who are unwilling to 

sign the informed consent required for treatment under EA-IND 

Warnings & 

Precautions 

(Drug-Drug 

Interactions) 

• Significant interactions have been reported in healthy adults with co-

administration of repaglinide (hypoglycemia) and midazolam (decreased 

effectiveness of midazolam). 

o Monitor blood glucose and monitor for hypoglycemic symptoms 

during co-administration with repaglinide. 

o Monitor effectiveness of midazolam during co-administration with 

TPOXX. 

• Tecovirimat is a weak inducer of cytochrome P450 (CYP)3A and a 

weak inhibitor of CYP2C8 and CYP2C19. However, the effects are not 

expected to be clinically relevant for most substrates of those enzymes 

based on the magnitude of interactions and the duration of treatment of 

TPOXX. 

Adverse 

Reactions 

Clinical trials in people showed the drug was safe and had only minor side 

effects. For the oral formulation, the most common side effects were 

headache (12%), nausea (5%), abdominal pain (2%), and vomiting (2%). 

Neutropenia was found in one study participant. 

Pregnancy/ 

Lactation 

Although tecovirimat has not been studied in pregnant and nursing women, 

they are not excluded from treatment if deemed appropriate following 

careful clinical assessment and discussion of risks/benefits with patient 

using a shared decision-making model. There are no human data to establish 

the presence or absence of tecovirimat-associated risk of fetotoxicity, effect 

on milk production, the presence of drug in human milk, and/or effects on 

breastfed children. No fetotoxicity was found in animal studies, though 

tecovirimat was detected in trace amounts in milk. 

Pediatrics Tecovirimat has been used in a 28-month-old child with no adverse effects 

attributed to the drug, but no clinical studies have been done in pediatric 

populations.  

Geriatrics No alteration of dosing is needed for patients ≥ 65 years of age. 

Renal & 

Hepatic 

Impairment 

No dosage adjustment is required for patients with mild, moderate, or severe 

renal impairment or patients with end stage renal disease (ESRD) requiring 

hemodialysis. 

 

No dosage adjustment is required for patients with mild, moderate, or severe 

hepatic impairment. 

TPOXX Packaging, Storage, & Handling 

 • 200mg capsules in bottles of 42 capsules 
• Stored at room temperature 

TPOXX Dosing 

 **TPOXX should be taken within 30 minutes after a full meal of moderate 

or high fat. 
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Recommended Oral Dosage Instructions for 14 Days (from EA-IND Protocol) 

 
 

Preparation 

for 

Administra-

tion to Infants, 

Children, and 

Those Who 

Cannot 

Swallow 

Capsules 

• TPOXX capsules can be administered by carefully opening the capsule 

and mixing the entire contents in 30 mL of liquid (e.g., milk, chocolate 

milk) or soft food (e.g., apple sauce, yogurt). The entire mixture should 

be administered within 30 minutes of its preparation. 
o Caregiver/patient instructions on how to administer the medication 

in this way can be found here.  

o Opening tecovirimat capsules and mixing with food for children 

weighing < 13 kg, is allowed under this IND protocol (differs from 

the FDA-approved tecovirimat package insert). 

 

Documentation Required for TPOXX Prescribing 

Investigational 

New Drug 

(IND) Protocol 

Because tecovirimat use for MPX is under an EA-IND, certain 

documentation is required to be submitted to the CDC by the treating 

provider. The EA-IND protocol is found here. Treating providers should 

review the protocol, especially Section 7.0, Clinical Assessment and 

Monitoring of Patients. Treating providers are responsible for completing 

all documentation required by the EA-IND. (WNCCHS staff is not 

responsible for completing the documentation for non-WNCCHS providers.) 

Required 

Document-

ation for 

Treating 

Provider to 

Complete at 

TPOXX 

Treatment 

Initiation 

 

1. Informed Consent Form English| Spanish 

• Treating Provider must obtain signed consent form prior to 

initiation of treatment. 

• Treating Provider must provide a copy to the patient and 

retain a copy at their clinic (can be added to the patient’s 

chart). 

• A copy does NOT need to be returned to the CDC. 

2. Patient Intake Form 

• Baseline assessment that needs to be returned to the CDC 

within 3 working days of TPOXX initiation. 

3. FDA Form 1572 

• Complete and return to CDC within 3 working days of 

TPOXX initiation along with a copy of the CV of the 

Treating Provider. 

• This form only needs to be submitted to the CDC for a facility 

(not for each individual provider) once to cover all TPOXX 

treatments administered under the EA-IND at the same 

facility. 

https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-3-Opening-Capsules-Mixing-with-Food.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Tecovirimat-IND-Protocol-CDC-IRB.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-1-Informed-Consent.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-1-Informed-Consent-Spanish.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-2-Form-A-Patient-Intake-Form.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Tecovirimat-IND-Form-FDA-1572.pdf
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Required 

Document-

ation for 

Treating 

Provider to 

Complete 

During and 

Following 

TPOXX 

Treatment 

 

1. Clinical Outcome Form 

• Return to CDC within 3 working days of last patient 

follow-up. 

2. Serious Adverse Events 

• Report any life-threatening or serious adverse events 

associated with TPOXX by completing a PDF MedWatch 

Form and returning it to CDC via email (regaffairs@cdc.gov) 

or uploading to ShareFile within 72 hours of awareness or 

sooner, if possible. The PDF MedWatch Form can also be 

downloaded from the FDA website. (Note: The MedWatch 

Form can only be viewed on the Adobe desktop app. Please 

save or download the form for viewing.) 

How to 

Submit 

Documents to 

CDC 

1. Secure Share File for lesion photos and large file sizes (please zip 

multiple files and use filenames with patient identifier, facility name, 

and date): 

https://centersfordiseasecontrol.sharefile.com/rr3941801ebcbd4002b

4dfe98e314ec697  

2. Encrypted email: regaffairs@cdc.gov (personally identifiable 

information should not be emailed without encryption)  

3. Fax: 404-902-5921  

Optional 

Document-

ation 

 

1. Optional lesion photos – If feasible, take lesion photos at baseline 

prior to tecovirimat treatment, and post-treatment to follow lesion 

progression and healing during treatment. When submitting photos, 

please indicate date the photo was taken, the corresponding 

tecovirimat treatment day, patient name or medical record number, 

and treating facility. 

2. Patient diary – If feasible, treating clinicians may provide a diary 

form for patients to complete at home daily. Patients voluntarily 

return the form directly to CDC. 

3. Ideally, obtain samples from any new lesions that develop during 

tecovirimat treatment or after completion of tecovirimat treatment 

for development of antiviral resistance mutations. Follow CDC 

guidance under “Lesions samples for resistance testing” here. 

Process for Filling TPOXX Prescriptions at WNCCHS Pharmacy 

 1. Provider will ensure the patient has signed the TPOXX Informed 

Consent (see link above).  

2. Provider will send an electronic prescription for TPOXX to the 

WNCCHS Pharmacy, 257 Biltmore Avenue, Asheville, or fax a 

prescription for TPOXX to the WNCCHS Pharmacy at 828-255-

4880. 

3. Provider also will fax a completed WNCCHS Pharmacy TPOXX 

Form (see Appendix 1) to the WNCCHS Pharmacy at 828-255-4880. 

a. WNCCHS staff will contact the provider by phone if the 

provider fails to check off on the form that the informed 

consent for TPOXX treatment has been signed by the patient 

https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-2-Form-B-Clinical-Outcome-Form.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/MedWatchForm-for-Tpoxx.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/MedWatchForm-for-Tpoxx.pdf
mailto:regaffairs@cdc.gov
https://centersfordiseasecontrol.sharefile.com/share/upload/r3941801ebcbd4002b4dfe98e314ec697
https://www.fda.gov/safety/medical-product-safety-information/medwatch-forms-fda-safety-reporting
https://centersfordiseasecontrol.sharefile.com/rr3941801ebcbd4002b4dfe98e314ec697
https://centersfordiseasecontrol.sharefile.com/rr3941801ebcbd4002b4dfe98e314ec697
mailto:regaffairs@cdc.gov
https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-2-Form-C-Patient-Diary.pdf
https://www.cdc.gov/poxvirus/monkeypox/pdf/Attachment-2-Form-C-Patient-Diary.pdf
https://www.cdc.gov/poxvirus/monkeypox/clinicians/obtaining-tecovirimat.html
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as signing of the informed consent is required prior to 

initiation of treatment. 

4. WNCCHS Pharmacy staff will call the patient and verify that they 

have agreed to take the TPOXX therapy. 

5. WNCCHS Pharmacy staff will then process the prescription and 

arrange a time for the patient to come to WNCCHS to pick up the 

prescription. (If the patient does not live in the Asheville area, 

mailing arrangements will be made with the patient at no cost to the 

patient.) 
6. The patient will park outside the WNCCHS Pharmacy and notify the 

pharmacy of their arrival. 
7. WNCCHS Pharmacy staff will take the TPOXX prescription to the 

patient’s car, provide medication counseling, and answer any 

outstanding questions. 
a. If necessary, WNCCHS Pharmacy staff will have the patient 

sign the informed consent for TPOXX treatment. 
8. WNCCHS Pharmacy staff will contact the provider at the number 

listed on the WNCCHS Pharmacy TPOXX Form to inform them of 

the outcome of the prescription (e.g., the patient picked up the 

medication, the medication was mailed to the patient, the patient 

refused treatment, the patient did not pick up the medication, etc.). 
9. It is the responsibility of the prescribing provider to complete all 

required TPOXX forms and submit them to the CDC. (See pages 6-7 

of this protocol.) 
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APPENDIX 1: 

 

 

WNCCHS TPOXX PHARMACY FORM  

 

Providers that prescribe TPOXX (tecovirimat):  

Please print out this form, complete the requested information and FAX to WNCCHS Pharmacy at 828-

255-4880 when sending in the prescription for TPOXX. WNCCHS Pharmacy staff will use this form to help 

meet the CDC requirements for ensuring Informed Consent was obtained by the provider. This form also 

aids the WNCCHS Pharmacy staff in effectively communicating and ‘completing the loop’ with the 

provider by using the provider’s private number (not office number) to leave a message indicating 

whether the patient picked up the TPOXX prescription, the prescription was mailed out, or the patient 

refused therapy.  

FAX to: 828-255-4880  

ATTN: WNCCHS Pharmacy staff  

 

Date: ______________  

Patient Name: _________________________________   DOB: _____________  

Patient’s Best Phone Number to call to reach them: _______________________  

INFORMED CONSENT form obtained: YES______ or NO ______ (Please indicate)  

Provider Name: ___________________________  

Provider Personal Phone #____________________  

If there are questions, please call the WNCCHS main phone line at 828-285-0622 and select the option 
for the Pharmacy department. 

 


