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Oversight: MPV Virus (MPV) in New York City





I. Introduction

On August 24, 2022, the Committee on Health, chaired by Council Member Lynn Schulman, will hold a hearing on the ongoing monkeypox virus outbreak and New York City’s response. Witnesses invited to testify include representatives from the Department of Health and Mental Hygiene (DOHMH), advocacy groups and organizations, and other interested stakeholders.
II. Background 
a. Origin and History of the Monkeypox Virus
MPV is a rare disease caused by the monkeypox virus (MPV).[footnoteRef:2] MPV is a viral zoonosis (a virus transmitted to humans from animals) that primarily occurs in central and West Africa, often in proximity to tropical rainforests, and has been increasingly appearing in urban areas.[footnoteRef:3] Animal hosts include a range of rodents and nonhuman primates.[footnoteRef:4] MPV is part of the same family of viruses as the variola virus, the virus that causes smallpox.[footnoteRef:5]  [2:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: About Monkeypox, (updated Jul. 22, 2022), https://www.cdc.gov/poxvirus/monkeypox/about.html. ]  [3:  WORLD HEALTH ORGANIZATION, Monkeypox, May 19, 2022, https://www.who.int/news-room/fact-sheets/detail/monkeypox. ]  [4:  Id.]  [5:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, supra note 1.] 

MPV was first discovered in 1958, among colonies of monkeys kept for research (hence its name), but its origin is still unknown.[footnoteRef:6] The first human case of MPV was reported in a nine-month-old boy in 1970, in a region of Democratic Republic of Congo, where smallpox had been eliminated since 1968.[footnoteRef:7] Since then, multiple MPV cases have been reported throughout Central and West Africa and other countries that are linked to international travel and animal imports.[footnoteRef:8] The first outbreak outside of Africa was reported in the United States in 2003, where over seventy people contracted MPV through infected pet prairie dogs smuggled from Ghana.[footnoteRef:9] Over the last few years (2018-2022), several accounts of travel-related MPV cases have been reported in countries including Ghana, Israel, Singapore, United Kingdom, and the United States.[footnoteRef:10] [6:  Id.]  [7:  WORLD HEALTH ORGANIZATION, supra note 2.]  [8:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, supra note 1.]  [9:  WORLD HEALTH ORGANIZATION, supra note 2.]  [10:  Id.] 

b. MPV Transmission and Symptoms
MPV is a contagious disease that is transmitted via close physical contact with an infected person, animal, or material contaminated with the virus.[footnoteRef:11] In the current outbreak, the virus is spreading mainly during oral, anal, and vaginal sex and other intimate contact, such as rimming, hugging, kissing, biting, cuddling, and massage.[footnoteRef:12] Other ways in which MPV may spread includes: direct skin-skin contact with rash lesions; sexual/intimate contact; kissing while a person is infected; living in a house and sharing a bed with someone; sharing towels or unwashed clothing; respiratory secretions through face-to-face interactions (the type that mainly happens when living with someone who has MPV).[footnoteRef:13] The virus is not known to linger in the air and is not transmitted during short periods of shared airspace.[footnoteRef:14] The CDC is still ascertaining whether spread can occur through contact with semen or vaginal fluids, or contact with people who are infected but have no symptoms.[footnoteRef:15]  [11:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: How It Spreads, (updated Jul. 29, 2022), https://www.cdc.gov/poxvirus/monkeypox/transmission.html. ]  [12:  ]  [13:  U.S. Centers for Disease Control & Prevention, CDC Monkeypox Response: Transmission (June 9, 2022), https://www.cdc.gov/media/releases/2022/0509-monkeypox-transmission.html. ]  [14:  Id. ]  [15:  Id. The CDC currently believes that people with symptoms are most likely associated with the spread, but some may have very mild illness and not know they are infected. Id. ] 

Globally, the mortality rate for MPV is between three to six percent.[footnoteRef:16] In countries like the United States, where most individuals have some access to quality health care, the death rate falls below one percent.[footnoteRef:17] However, immunocompromised individuals, people with HIV/AIDS, those with a history of eczema, children under eight years of age, and pregnant or breastfeeding persons may be at a higher risk of developing serious illness or death as a result of infection.[footnoteRef:18] Although there is no current data on how many individuals diagnosed with MPV are HIV positive, people with advanced HIV infection or who are not taking antiretroviral drugs may be at an increased risk for severe disease if they contract MPV.[footnoteRef:19] [16:  WORLD HEALTH ORGANIZATION, supra note 2.]  [17:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: Frequently Asked Questions, (updated Aug. 5, 2022), https://www.cdc.gov/poxvirus/monkeypox/faq.html. ]  [18:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: Signs & Symptoms, (updated Aug. 5, 2022), https://www.cdc.gov/poxvirus/monkeypox/symptoms.html. ]  [19:  U.S. DEP’T OF HHS, Monkeypox Update, HIV.GOV, Aug. 17, 2022, https://www.hiv.gov/hiv-basics/staying-in-hiv-care/other-related-health-issues/monkeypox. ] 

 Typical symptoms of MPV include rashes, sores, swollen lymph nodes, excruciating pain and discomfort from the lesions, fevers, chills, headaches, muscle aches, and backaches that appear seven to twenty-one days after exposure and may last for up to two to four weeks.[footnoteRef:20] While infected, rashes resembling pimples or blisters may appear on various parts of body such as the face, hands, chest, feet, genitalia, as well as inside the mouth.[footnoteRef:21] Some individuals may develop a rash before experiencing other symptoms, while others may only develop a rash.[footnoteRef:22] [20:  Id.]  [21:  Id.]  [22:  Id.] 

c. Testing, Treatment, and Prevention
	MPV is identified through nucleic acid amplification testing and polymerase chain reaction (PCR) tests to detect the virus’s unique sequence of deoxyribonucleic acid (DNA).[footnoteRef:23] A MPV sample is collected by vigorously brushing lesions with a swab,[footnoteRef:24] which is then sent to the lab for processing.[footnoteRef:25] The turnaround for MPV results depends on which commercial laboratory is used to process the tests, and ranges from twenty-fours (Aegis), to two to three days (Quest), to three to four days (Labcorp).[footnoteRef:26] In New York City (NYC), specimens are submitted to participating commercial laboratories, which include LabCorp, Mayo Clinic, Aegis Science, Sonic Healthcare, and Quest.[footnoteRef:27] Testing is also available through the NYC Public Health Laboratory (PHL).[footnoteRef:28] [23:  LABCORP, Monkeypox, https://www.labcorp.com/infectious-disease/monkeypox. ]  [24:  Id.]  [25:  Id.]  [26:  Supra note 22; AEGIS, Monkeypox (Orthopoxvirus) Testing Menu, https://www.aegislabs.com/our-services/monkeypox; QUEST DIAGNOSTICS, Monkeypox, https://www.questdiagnostics.com/healthcare-professionals/about-our-tests/infectious-diseases/monkeypox. ]  [27:  NYC DEP’T OF HEALTH & MENTAL HYGIENE, Monkeypox Information for Providers, https://www1.nyc.gov/site/doh/providers/health-topics/monkeypox.page. ]  [28:  Id. Testing through the PHL is available only if prior approval is obtained from the Provider Access Line. Id.] 

	At the moment, there is no specific treatment for MPV.[footnoteRef:29] Antiviral drugs and vaccines developed for smallpox may be used to treat MPV.[footnoteRef:30] JYNNEOS and ACAM2000 are two widely approved vaccines that are being administered worldwide.[footnoteRef:31] These vaccines may be given to a person before or after exposure.[footnoteRef:32] However, administering the vaccine within the first four days of exposure provides the greatest protection.[footnoteRef:33] Antiviral treatments, such as tecovirimat (Tpoxx), an orthopoxvirus inhibitor, may also be prescribed to individuals with weakened immune systems.[footnoteRef:34]  [29:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: Treatment, (updated Aug. 10, 2022), https://www.cdc.gov/poxvirus/monkeypox/treatment.html.  ]  [30:  Id.]  [31:  Id.]  [32:  Id.]  [33:  Id.]  [34:  Id.] 

The JYNNEOS vaccine contains an altered virus that stops the original virus from multiplying in the human body.[footnoteRef:35] It is given in two doses, twenty-eight days apart to people eighteen years and older.[footnoteRef:36] It is injected into the skin, preferably into the arm.[footnoteRef:37] Side effects include pain, redness, and swelling of the site of the injection, muscle aches, headache, fatigue, nausea, and chills.[footnoteRef:38] The ACAM2000 vaccine is a live-attenuated smallpox vaccine in which a weaker version of virus is introduced into the body to form natural immunity.[footnoteRef:39] However, it is not suitable for use for immunocompromised individuals, those at risk of developing cardiac diseases, persons with eczema, or people who are pregnant or breastfeeding.[footnoteRef:40] As of August 4, 2022, New York announced that it is not pursing the deployment nor use of ACAM2000.[footnoteRef:41] [35:  AUSTRALIAN GOVERNMENT DEPT. OF HEALTH & AGED CARE, Monkeypox (MPX) Vaccines, (last updated Aug. 8, 2022), https://www.health.gov.au/health-alerts/monkeypox-mpx/monkeypox-mpx-vaccines. ]  [36:  Id.]  [37:  Id.]  [38:  Id.]  [39:  Id.]  [40:  Id.]  [41:  NY DEP’T OF HEALTH, Guidance for Health Care Providers and Vaccine Administrators: Monkeypox JYNNEOS Vaccination Information, NY HEALTH, Aug. 4, 2022, https://www.health.ny.gov/diseases/communicable/zoonoses/monkeypox/providers/docs/jynneos_vaccine_guidance.pdf. ] 

Eligible individuals in New York who may have been recently exposed to MPV can receive the JYNNEOS vaccine.[footnoteRef:42] Getting vaccinated after a recent exposure may reduce the chance of contracting MPV and can reduce symptoms for those who are infected.[footnoteRef:43] While anyone can get and spread MPV, the current outbreak in New York is primarily spreading among social networks of gay, bisexual and other men who have sex with men (MSM).[footnoteRef:44] People who have multiple or anonymous sex partners are also at a high risk of exposure.[footnoteRef:45]  [42:  NYC DEP’T OF HEALTH & MENTAL HYGIENE, Monkeypox (Orthopoxvirus), https://www1.nyc.gov/site/doh/health/health-topics/monkeypox.page. ]  [43:  Id.]  [44:  Id.]  [45:  Id.] 

As of August 23, 2022, the DOHMH provides that individuals who meet all of the following conditions are eligible for vaccination:
· Gay, bisexual, or other MSM, and/or transgender, gender nonconforming, or gender non binary,
· Aged eighteen years or older, and
· Have had multiple or anonymous sexual partners in the last fourteen days.[footnoteRef:46] [46:  Id.] 

People who have been informed by DOHMH that they were in close contact with someone diagnosed with MPV are also eligible for vaccinations.[footnoteRef:47]  [47:  Id.] 

Further, those who are eligible to be vaccinated should especially consider doing so if: 
· Their partners are showing symptoms of MPV, such as a rash or sores;
· They met their recent partners through online applications or social media platforms (such as Grindr, Tinder or Scruff), or at clubs, raves, sex parties, saunas, or other large gatherings;
· They have a condition that may increase risk for severe disease if infected with MPV, such as HIV/AIDS or another condition that weakens the immune system, or have a history of atopic dermatitis or eczema.[footnoteRef:48] [48:  Id.] 

d. Current Outbreak
MPV has been spreading worldwide, including the United States and other nations that have generally been free from the virus in recent decades, outside the typical endemic regions.[footnoteRef:49] All MPV samples to date, confirmed through PCR tests, are linked to West African clade[footnoteRef:50], indicating that the current outbreak may have originated in Nigeria,[footnoteRef:51] and has been slowly and silently circulating since 2017.[footnoteRef:52] Although no official source has been determined by World Health Organization (WHO) or the United States Centers for Disease Control and Prevention (CDC), a former head of the WHO’s emergency department attributed the recent MPV outbreak to sexual transmission at two pride raves in Gran Canaria, Spain.[footnoteRef:53] On July 23, 2022, this sudden intercontinental outbreak has prompted the WHO to declare MPV a “Public Health Emergency of International Concern,” to urge countries to take immediate actions.[footnoteRef:54] [49:  Id. ]  [50:  “Clade” is group of organisms believed to have evolved from a common ancestor. ]  [51:  WORLD HEALTH ORGANIZATION, Multi-country monkeypox outbreak in non-endemic countries, May 21, 2022, https://www.who.int/emergencies/disease-outbreak-news/item/2022-DON385]  [52:  Michaekeen Doucleff, He discovered the origion of the monkeypox — outbreak and tried to warn the world, NPR News, July 29, 2022,  https://www.npr.org/sections/goatsandsoda/2022/07/28/1114183886/a-doctor-in-nigeria-tried-to-warn-the-world-that-monkeypox-had-become-a-global-t]  [53:  Maria Cheng, Monkeypox outbreak likely spread by sex at 2 raves in Europe, says WHO expert, PBS NEWS, May 23, 2022, https://www.pbs.org/newshour/health/monkeypox-outbreak-likely-spread-by-sex-at-2-raves-in-europe-says-who-expert. ]  [54:  WORLD HEALTH ORGANIZATION, WHO Director-General declares the ongoing monkeypox outbreak a Public Health Emergency of International Concern, Jul. 23, 2022, https://www.who.int/europe/news/item/23-07-2022-who-director-general-declares-the-ongoing-monkeypox-outbreak-a-public-health-event-of-international-concern.] 

On July 29, 2022, New York State Governor Kathy Hochul issued an executive order, declaring the MPV outbreak a state disaster emergency to allow a quicker and more flexible response.[footnoteRef:55] On July 30, 2022, Mayor Adams issued an emergency executive order, declaring MPV a local state of emergency, echoing alarm on the necessity of equitable MPV vaccine distribution and testing services within NYC.[footnoteRef:56] And on August 4, 2022, the Biden administration declared the mounting MPV outbreak a national health emergency.[footnoteRef:57] There has been criticism that officials at all levels have failed to recognize that the virus was spreading differently and far more aggressively than initially determined, and that by the time any governments took action, they have struggled to meet the growing demand for testing, vaccines, and treatments.[footnoteRef:58] [55:  Governor Hochul Declares State Disaster Emergency in Response to Ongoing Monkeypox Outbreak, OFFICE OF NY GOVERNOR, Jul. 29, 2022, https://www.governor.ny.gov/news/governor-hochul-declares-state-disaster-emergency-response-ongoing-monkeypox-outbreak. ]  [56:  Mayor Adams Declares Monkeypox State of Emergency in New York City, OFFICE OF NYC MAYOR, Aug. 1, 2022, https://www1.nyc.gov/office-of-the-mayor/news/557-22/mayor-adams-declares-monkeypox-state-emergency-new-york-city. ]  [57:  Sheryl Gay Stolberg & Apoorva Mandavilli, As Monkeypox Spreads, UNITED STATES Declares a Health Emergency, NEW YORK TIMES, Aug. 4, 2022, https://www.nytimes.com/2022/08/04/health/monkeypox-emergency-us.html. ]  [58:  Dan Diamond, et al., Inside America’s monkeypox crisis — and the mistakes that made it worse, WASHINGTON POST, Aug. 17, 2022, https://www.washingtonpost.com/health/2022/08/17/monkeypox-biden-vaccine-testing-mistakes/; See also Shannon Pettypiece, White House scrambles to play catch-up on monkeypox response, NBC NEWS, Aug. 3, 2022, https://www.nbcnews.com/politics/white-house/white-house-scrambles-play-catch-monkeypox-response-rcna41305. ] 

As of August 22, 2022, out of the 42,954 worldwide cases, the United States stands at the top with 15,432 cases.[footnoteRef:59] New York currently has a total of 2,910 cases.[footnoteRef:60] Consequently, NYC has become the national epicenter of the MPV virus, and as of August 23, 2022, has a total of 2,794 cases (out of New York’s total case count).[footnoteRef:61] Since the beginning of the outbreak, the United States Department of Health and Human Services (HHS) has distributed over 670,000 JYNNEOS vaccinations to states and jurisdictions from the Strategic National Stockpile (SNS).[footnoteRef:62] In addition, the SNS is preparing to distribute approximately 400,000 additional vials to states and jurisdictions as part of the next phase of the national vaccine strategy.[footnoteRef:63] [59:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: 2022 Global Map & Case Count, (updated Aug. 18, 2022), https://www.cdc.gov/poxvirus/monkeypox/response/2022/world-map.html. ]  [60:  U.S. CENTERS FOR DISEASE CONTROL & PREVENTION, Monkeypox: 2022 United States Map & Case Count, (updated Aug. 18, 2022), https://www.cdc.gov/poxvirus/monkeypox/response/2022/us-map.html. ]  [61:  NYC DEP’T OF HEALTH & MENTAL HYGIENE, Monkeypox: Data, https://www1.nyc.gov/site/doh/data/health-tools/monkeypox.page. ]  [62:  THE WHITE HOUSE, Fact Sheet: Biden Administration Announces Key Actions and Implementation Plan to Increase Vaccine Supply, Aug. 9, 2022, https://www.whitehouse.gov/briefing-room/statements-releases/2022/08/09/fact-sheet-biden-administration-announces-key-actions-and-implementation-plan-to-increase-vaccine-supply/#:~:text=Since%20the%20start%20of%20the,Strategic%20National%20Stockpile%20(SNS). ]  [63:  Id.] 

III. Issues and Concerns
a. Limited Vaccine Supply
Recently, there has been increasing concern over the federal government’s distribution of the MPV vaccine to the states, intensifying fears that this public health threat could lead to an “uncontrolled disease spread in the general population.”[footnoteRef:64] Although less than a decade ago, the United States had an abundant national stockpile of vaccines, they were not replaced as they expired. [footnoteRef:65] At the onset of the outbreak, vaccine orders were not placed immediately, and combined with competing orders from other countries experiencing outbreaks, the timeline for delivery stretched out to several months.[footnoteRef:66] The federal government is now distributing about 1.1 million doses, less than a third of the 3.5 million that officials estimate are needed to fight the outbreak.[footnoteRef:67] The United States does not expect the next delivery, of half a million doses, until October 2022.[footnoteRef:68] As of August 12, 2022, HHS’ Administration for Strategic Preparedness and Response has shipped a total of 634,213 doses to jurisdictions across the country who have requested the vaccine.[footnoteRef:69]  [64:  Tina Reed & Arielle Dreher, States are unhappy with how the feds are handling monkeypox, AXIOS, Aug. 16, 2022, https://www.axios.com/2022/08/16/states-unhappy-feds-handling-monkeypox. ]  [65:  Joseph Goldstein, How the United States Let 20 Million Doses of Monkeypox Vaccine Expire, NY TIMES, Aug. 1, 2022, https://www.nytimes.com/2022/08/01/nyregion/monkeypox-vaccine-jynneos-us.html. ]  [66:  Supra, note 64. The United States had 372,000 doses in Denmark, ready to go, but waited weeks after the first case was identified in mid-May before requesting the delivery of most of those doses. Id. Another 786,000 doses were held up by the FDA inspection of the manufacturer’s new plant, but have since shipped. Id. The United States also owns 16.5 million doses of the JYNNEOS bulk vaccine, which are currently stored in freezers in Denmark. Id. ]  [67:  Id.]  [68:  Id.]  [69:  U.S. DEP’T OF HEALTH & HUMAN SERVICES, JYNNEOS Vaccine Distribution by Jurisdiction, https://aspr.hhs.gov/SNS/Pages/JYNNEOS-Distribution.aspx. ] 

HHS is allocating the JYNNEOS vaccine in waves and based on an algorithm that accounts for high case burden and transmission rates.[footnoteRef:70] The algorithm currently allocates twenty-five percent of vaccines based on case burden and seventy-five percent based on the number of at-risk individuals, with a small amount reserved for federal entities.[footnoteRef:71] Jurisdictions were initially permitted to order forty percent of their full allocation during the first wave, then thirty percent of their allocation, with the final thirty percent becoming available in later August.[footnoteRef:72] On August 15, 2022, HHS announced that it would be making 442,000 doses of the vaccine available for states and jurisdictions to order under an accelerated timeline.[footnoteRef:73]  [70:  Id. ]  [71:  Id. ]  [72:  Id. ]  [73:  U.S. DEP’T OF HEALTH & HUMAN SERVICES, Biden-Harris Administration Makes Hundreds of Thousands More Vaccine Doses Available to Support Monkeypox Response, Aug. 15, 2022, https://www.hhs.gov/about/news/2022/08/15/biden-harris-administration-makes-hundreds-of-thousands-more-vaccine-doses-available-support-monkeypox-response.html. ] 

i. Delays with Vaccine Delivery 
In prior emergencies, such as the COVID-19 pandemic, vaccines were delivered to healthcare providers through a system run by the CDC called VTrckS.[footnoteRef:74] VTrckS routinely moves billions of vaccine doses for annual immunizations and is integrated with state databases that track vaccinations.[footnoteRef:75] For MPV, JYNNEOS is being distributed via the National Strategic Stockpile and a different government agency under HHS, through a system that is not designed to take ongoing orders, arrange deliveries from the stockpile, track shipments, or integrate with state systems.[footnoteRef:76] As of now, state officials must distribute the doses, track them manually, and enter the data into their databases – none of which would have been necessary under the CDC’s system.[footnoteRef:77]  [74:  Apoorva Mandavilli, ‘Frustration and Stress’: State Officials Fault Rollout of Monkeypox Vaccine, NEW YORK TIMES, Aug. 15, 2022, https://www.nytimes.com/2022/08/15/health/monkeypox-vaccine-distribution.html ]  [75:  Id.]  [76:  Id.]  [77:  Id. ] 

Until recently, orders had to be placed through email instead of an automated system, and state officials often did not know where their deliveries were or whether they had been sent.[footnoteRef:78] This led to instances in which hundreds of doses were routed to the wrong states or lost in transit.[footnoteRef:79] Although such issues have allegedly been resolved, HHS is still burdened with finding out which states have the capacity to receive and store vaccines and then ascertain ways to redistribute the doses to places with cold storage.[footnoteRef:80] According to the New York Times, some states are grappling with whether to roll out doses immediately or to hold some back for “unexpected situations,” and whether to store the doses centrally or send them to localities “so they are ready to go.”[footnoteRef:81]  [78:  Id. ]  [79:  Tina Reed & Arielle Dreher, States are unhappy with how the feds are handling monkeypox, AXIOS, Aug. 16, 2022, https://www.axios.com/2022/08/16/states-unhappy-feds-handling-monkeypox.]  [80:  Id. ]  [81:  Apoorva Mandavilli, supra note 75.] 

“Big states” in particular have found it difficult to move JYNNEOS from receiving sites to local hubs and individual providers.[footnoteRef:82] For example, the loading and unloading at each step of the delivery process requires time, labor, and careful handling.[footnoteRef:83] And the COVID-19 pandemic has already put immense strain on public health departments.[footnoteRef:84] Data sharing between state officials and the federal government has also been difficult, as many officials are prevented by state laws from sharing data on cases and vaccinations to federal agencies, and even states that can send information must do so manually into the ordering system and their own databases.[footnoteRef:85] [82:  Id.]  [83:  Id.]  [84:  Id.]  [85:  Id.] 

ii. New Dosing Strategy
On August 9, 2022, the FDA issued an Emergency Use Authorization (EUA) to authorize a new dosing and injection strategy for JYNNEOS as part of the federal government’s new strategy to stretch limited vaccination supplies.[footnoteRef:86] FDA Commissioner, Robert M. Califf, M.D., announced that MPV “has continued to spread at a rate that has made it clear our current vaccine supply will not meet the current demand . . .”.[footnoteRef:87] The standard regimen for JYNNEOS involves a subcutaneous route of administration (i.e. under all layers of the skin), with an injection volume of 0.5mL.[footnoteRef:88] Under the EUA, an alternative JYNNEOS regimen for high-risk individuals, eighteen years and older, using intradermal administration (between the layers of skin), with an injection volume of 0.1mL, may be used.[footnoteRef:89] This strategy will increase the total number of doses available for use by up to five-fold.[footnoteRef:90]  [86:  See Pien Huang, et al., With supplies low, FDA authorizes plan to stretch limited monkeypox vaccine doses, NPR, Aug. 9, 2022, https://www.npr.org/sections/health-shots/2022/08/09/1116563695/with-supplies-low-fda-authorizes-plan-to-stretch-limited-monkeypox-vaccine-doses. “On the basis of the determination by the Secretary of the Department of Health and Human Services on Aug. 9, 2022,that there is a public health emergency, or the significant potential for a public health emergency, that has a significant potential to affect national security or the health and security of the United States citizens living abroad, and the declaration on Aug. 9, 2022, that circumstances exist justifying the emergency use of vaccines, the FDA may issue an EUA to allow emergency use of unapproved vaccines or unapproved uses of approved vaccines.” Press Release, UNITED STATES FOOD AND DRUG ADMIN., Monkeypox Update: FDA Authorizes Emergency Use of JYNNEOS Vaccine to Increase Vaccine Supply (Aug. 9, 2022), https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply.]  [87:  Press Release, U.S. FOOD AND DRUG ADMINISTRATION, Monkeypox Update: FDA Authorizes Emergency Use of JYNNEOS Vaccine to Increase Vaccine Supply (Aug. 9, 2022), supra note 88.]  [88:  U.S. CENTERS FOR DISEASE CONTROL, What You Need to Know, CDC: MONKEYPOX, https://www.cdc.gov/poxvirus/monkeypox/considerations-for-monkeypox-vaccination.html (last updated Aug. 15, 2022).]  [89:  Id.]  [90:  Press Release, U.S. FOOD AND DRUG ADMINISTRATION, supra note 88.] 

Intradermal administration produces a similar immune response to subcutaneous administration, with the former resulting in increased redness, firmness, itchiness, and swelling at the injection site, but less pain.[footnoteRef:91] According to Dr. Mary Bassett, Commissioner of the New York State Department of Health, data shows that the antibody response from intradermal injection is equivalent to the subcutaneous route.[footnoteRef:92] It should be noted that the manufacturer of JYNNEOS has warned Biden administration health officials about splitting the shots due to limited safety data.[footnoteRef:93] There has also been limited CDC training to administer shots intradermally, which could further delay vaccinations.[footnoteRef:94]  [91:  Id. ]  [92:  Press Briefing, Romney Smith, Gov. Hochul Updates NYers on Battler Against Monkeypox & COVID, NBC NY, https://www.nbcnewyork.com/news/gov-hochul-updates-nyers-on-battle-against-monkeypox-covid/3833794 (last visited Aug. 22, 2022).]  [93:  Dan Diamond, Monkeypox vaccine maker voices concern on U.S. dose-splitting plan, WASHINGTON POST, Aug. 10, 2022, https://www.washingtonpost.com/health/2022/08/10/monkeypox-vaccine-bavarian-nordic-opposition.  ]  [94:  Tina Reed & Arielle Dreher, supra note 80.] 

iii. New York City Vaccination Supply
The DOHMH estimates that up to 150,000 New Yorkers are at risk for MPV exposure, based on current NYC vaccination criteria.[footnoteRef:95] In July, officials announced that New York would receive a total of 110,000 additional doses of the MPV vaccine from the federal government.[footnoteRef:96] Such doses are part of a batch of 800,000 doses that the federal government plans to distribute.[footnoteRef:97] Around ten percent, or 80,000 of the doses, will go to NYC, and about 10,000 will go to New York State.[footnoteRef:98] As of August 12, 2022, all 77,804 doses requested by NYC had been shipped.[footnoteRef:99] The vaccines are being administered at five sites—three in Brooklyn and one each in Queens and Manhattan.[footnoteRef:100] As of August 15, 2022, officials in New York indicated that vaccines ordered within the last week had arrived as scheduled, “but declined to elaborate on deliveries before then.”[footnoteRef:101] As of August 16, 2022, all available appointments on the NYC Online Vaccination Scheduler had been filled.[footnoteRef:102] Vaccinations have also been distributed to the Chelsea Sexual Health Clinic and the Central Harlem Sexual Health Clinic, but appointments are booked through mid-August.[footnoteRef:103] [95:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, New York City’s Monkeypox Response, NYC HEALTH, July 28, 2022, https://www1.nyc.gov/assets/doh/downloads/pdf/monkeypox/nyc-response.pdf.]  [96:  Lola Fadulu & Jay Root, More Monkeypox Vaccines Are Arriving in New York. Here’s How to Get One., NY TIMES, Aug. 12, 2022, https://www.nytimes.com/article/monkeypox-vaccine-nyc.html.]  [97:  Id.]  [98:  Id.]  [99:  Sharon LaFraniere & Joseph Goldstein, Biden Officials Change Monkeypox Dosing Regimen to Conserve Limited Supply, NY TIMES, Aug. 9, 2022, https://www.nytimes.com/2022/08/09/us/politics/monkeypox-dosing-regimen.html. ]  [100:  Lola Fadulu & Jay Root, supra note 98.]  [101:  Apoorva Mandavilli, supra note 76.]  [102:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, Monkeypox (Orthopoxvirus) Main Page, NYC HEALTH, https://www1.nyc.gov/site/doh/health/health-topics/monkeypox.page#vax (last visited Aug. 18, 2022).]  [103:  Lola Fadulu & Jay Root, supra note 98.] 

New York announced that as of August 22, 2022, the next allocation of doses from the federal government will total 3,560 vials, on top of the 28,000 vials that New York has already received.[footnoteRef:104] In recognition of the severity of NYC’s outbreak, New York has also reallocated about 6,000 doses for NYC’s use.[footnoteRef:105] NYC is currently prioritizing administering first doses to help stop the spread while vaccine supplies remain low.[footnoteRef:106] On August 22, 2022, New York announced that they will be transitioning towards intradermal administration for first and second doses of the vaccine, and will complete this transition by August 29, 2022.[footnoteRef:107]  [104:  Press Briefing, Romney Smith, Gov. Hochul Updates NYers on Battler Against Monkeypox & COVID, NBC NY, https://www.nbcnewyork.com/news/gov-hochul-updates-nyers-on-battle-against-monkeypox-covid/3833794 (last visited Aug. 22, 2022).]  [105:  Id]  [106:  Smallpox/Monkeypox Vaccine Appointment Scheduler, NYC HEALTH, https://vax4nyc.nyc.gov/patient/s/monkeypox (last visited Aug. 18, 2022).]  [107:  Press Briefing, Romney Smith, Gov. Hochul Updates NYers on Battler Against Monkeypox & COVID, NBC NY, https://www.nbcnewyork.com/news/gov-hochul-updates-nyers-on-battle-against-monkeypox-covid/3833794 (last visited Aug. 22, 2022). ] 

b. Testing and Diagnostic Concerns
According to the DOHMH website, New Yorkers should only get tested for MPV if they are experiencing symptoms.[footnoteRef:108] The website recommends that if you have symptoms of MPV, “you should see a health care provider for testing.”[footnoteRef:109] People are instructed to call 311 or search the NYC Health Map if they do not have a health care provider.[footnoteRef:110] As of August 17, 2022, the NYC website has not released data on the number of persons being tested per day.[footnoteRef:111] However, the website states that the Daily New Cases chart is updated every weekday at 10am.[footnoteRef:112]  [108:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, Monkeypox (Orthopoxvirus) Main Page, supra note 104.]  [109:  Id. ]  [110:  Id.]  [111:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, Monkeypox: Data, NYC Health, https://www1.nyc.gov/site/doh/data/health-tools/monkeypox.page (last updated Aug. 18, 2022).]  [112:  Id. ] 

The CDC uses a FDA-cleared test for MPV that is approved for provisional use through the Public Health Laboratory Response Network, which, as of July 12, 2022, includes sixty-seven laboratories in forty-eight states.[footnoteRef:113] NYC providers are instructed to submit MPV specimens for testing to a “participating commercial laboratory,” which includes LabCorp, Mayo Clinic Laboratories, Aegis Science, Sonic Healthcare, or Quest Diagnostics, and testing is also available through the NYC PHL if prior approval is obtained through the Provider Access Line.[footnoteRef:114] Providers are responsible for informing patients of their test results, as DOHMH cannot, even when testing is through the PHL.[footnoteRef:115]  [113:  U.S. CENTERS FOR DISEASE CONTROL, Lab Procedures & Biosafety, CDC: MONKEYPOX, https://www.cdc.gov/poxvirus/monkeypox/lab-personnel/lab- procedures.html#:~:text=Diagnostic%20testing%20for%20orthopoxviruses%20(which,assay%20to%20detect%20monkeypox%20virus (last updated June 29, 2022).]  [114:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, Monkeypox: Information for Providers, NYC HEALTH, https://www1.nyc.gov/site/doh/providers/health-topics/monkeypox.page (last visited Aug. 18, 2022).]  [115:  Id. Positive test results from commercial laboratories are sent to the ordering provider and to the Health Department via the Electronic Clinical Laboratory Reporting System (ECLRS). NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, 2022 Health Advisory #13: Update on Monkeypox in New York City, NYC HEALTH, July 18, 2022, https://www1.nyc.gov/assets/doh/downloads/pdf/han/advisory/2022/monkeypox-update-testing-treatment.pdf. Results of the tests performed by PHL are reported through the eOrder system and therefore only available to the person who submitted the test order to eOrder. Thus, providers are responsible for providing test results to patients; the Health Department cannot provide results. Id. For facilities where test orders are placed by staff other than the patient’s provider, there must be a protocol in place to ensure that the provider receives the results for timely notification to the patient. Id. ] 

The detection test recommended by the CDC uses samples taken from scab and lesion material.[footnoteRef:116] Thus, a major cause for concern is the fact that individuals can only be tested after lesions have developed, as the test requires providers to properly swab skin specimens, i.e. get “a good, aggressive scrub” of the lesions.[footnoteRef:117] Further, there is increasing evidence that the current outbreak is causing symptoms that are not part of the classic MPV case definitions, causing providers to misdiagnose cases as either sexually transmitted diseases or sexually transmitted infections, or in some cases, even COVID-19.[footnoteRef:118]  [116:  DHS SCIENCE AND TECHNOLOGY, Master Question List for Monkeypox Virus (MPXV) (July 2022), https://www.dhs.gov/sites/default/files/2022-07/22_0712_st_monkeypox_mql.pdf.]  [117:  U.S. CENTERS FOR DISEASE CONTROL, Lab Procedures & Biosafety, supra note 112. ]  [118:  Hilary Brueck, An ER doctor says he’s sick of seeing monkeypox patients misdiagnosed, only to end up in the hospital in excruciating pain, INSIDER, Aug. 6, 2022, https://www.insider.com/er-doctor-monkeypox-patients-are-getting-misdiagnosed-with-other-conditions-2022-8.] 

“Textbook” MPV presentations include a fever, swollen lymph nodes in the neck, and headache, which all appear before lesions surface on the face and hands.[footnoteRef:119] But a July 21 New England Journal of Medicine compilation of 528 case reports from sixteen countries around the world showed that “two-thirds of the patients studied had lesions in their anogenital (private) area, with a majority of patients counting less than ten lesions on their entire body.”[footnoteRef:120] And in some cases, a single pock was the only marker of an entire infection.[footnoteRef:121] These concerns, together with the fact that people may be avoiding testing and diagnosis due to stigma,[footnoteRef:122] is driving the virus’s continued spread.[footnoteRef:123] As of August 22, 2022, New York expanded access to MPV testing, with New York’s commercial lab partners now providing most of the testing services.[footnoteRef:124] New York is also working to ensure access to the antiviral drug for those experiencing severe symptoms.[footnoteRef:125]  [119:  Id. ]  [120:  Id.]  [121:  Id.]  [122:  Grace Fernandez, Monkeypox Outbreak Expert Panel. Testing, Containment, Vaccines, and More, JOHNS HOPKINS BLOOMBERG SCHOOL OF PUBLIC HEALTH, Aug. 12, 2022, https://publichealth.jhu.edu/2022/monkeypox-outbreak-testing-vaccines-and-more.]  [123:  Jacob Bernstein, The Unfiltered Faces of Monkeypox, NY TIMES, Aug. 11, 2022, https://www.nytimes.com/2022/08/11/style/monkeypox-virus.html.]  [124:  Id.]  [125:  Id.] 

c. Treatment Concerns
Health officials have designated tecovirimat, also called Tpoxx, an “investigational drug,” which means it cannot be released from the strategic national stockpile without a series of convoluted bureaucratic steps.[footnoteRef:126] But most doctors do not have the time or resources to fill out the required twenty-seven page application or to provide the detailed patient information.[footnoteRef:127] Therefore, given that the only drug available to treat MPV is so difficult to access, just a fraction of the nearly 7,000 patients in the United States have been given it.[footnoteRef:128] Experts say that this is not necessary, as there is no law preventing federal officials from changing those rules and making the drug more widely available.[footnoteRef:129] In an article published in the New England Journal of Medicine, federal health officials defended their decision to treat Tpoxx as an investigational drug, stating that without large clinical trials, “we will not know whether tecovirimat would benefit, harm or have no effect on people with MPV disease.”[footnoteRef:130] After much complaining from doctors, the CDC has loosened some of the rules. But the system remains cumbersome.[footnoteRef:131] Physicians who want to prescribe the drug must first sign up to become investigators in a clinical trial, sending in resumés and informed consent forms signed by MPV patients—a process that is “labor intensive and virtually impossible” for most doctors.[footnoteRef:132] [126:  Apoorva Mandavilli, There’s Just One Drug to Treat Monkeypox. Good Luck Getting It., NY TIMES, Aug. 6, 2022, https://www.nytimes.com/2022/08/06/health/monkeypox-treatment-tpoxx.html.]  [127:  Id.]  [128:  Id.]  [129:  Id.]  [130:  Id.]  [131:  Id.]  [132:  Id.] 

d. Equity Concerns
NYC is currently the epicenter of the outbreak, with about one-quarter of the nationwide cases.[footnoteRef:133] Yet, vaccine shortages remain. In late June, when NYC began offering MPV vaccines, NYC did not publicly announce its availability until thirty minutes before appointments could be made.[footnoteRef:134] The news spread primarily by word of mouth and social media.[footnoteRef:135] NYC assigned appointments for the first doses of the vaccine via an online system, and using Twitter as the main way to notify people.[footnoteRef:136] The 2,500 appointments booked within minutes.[footnoteRef:137] This trend continued for the next few rounds of appointments.[footnoteRef:138] Hundreds of people—mostly white men—stood outside the Chelsea Sexual Health Clinic to receive their shots.[footnoteRef:139] Some were turned away and encouraged to book appointments online because there were not enough slots.[footnoteRef:140] People also experienced glitches on the appointment scheduling webpage.[footnoteRef:141] New Yorkers have spent hours refreshing DOHMH’s webpage, desperately seeking access to the MPV vaccine.[footnoteRef:142] At one point, soaring demand for the MPV vaccine caused the appointment system to crash.[footnoteRef:143] City health officials acknowledged the frustration over the limited vaccine supply and vowed to build a “stable appointment infrastructure” as the vaccine supply increases.[footnoteRef:144] The DOHMH Commissioner, Dr. Ashwin Vasan, acknowledged that “equity is an incredibly hard thing to preserve in an environment of scare supply.”[footnoteRef:145] In furtherance of equity, DOHMH is setting aside approximately 3,850 doses for referrals from community-based organizations that higher-risk New Yorkers. [133:  Faris Tanyos, New York City declares monkeypox a public health emergency, CBS NEWS, July 30, 2022, https://www.cbsnews.com/news/monkeypox-new-york-city-public-health-emergency.  ]  [134:  Lola Fadulu & Jay Root, supra note 98.]  [135:  Id.]  [136:  Sharon Otterman, Monkeypox Vaccine Rollout Is Marred by Glitches in New York, NY TIMES, July 7, 2022, https://www.nytimes.com/2022/07/07/nyregion/monkeypox-vaccine-rollout.html.]  [137:  Id.]  [138:  Id.]  [139:  Lola Fadulu & Jay Root, supra note 98.]  [140:  Id.]  [141:  Id.]  [142:  Sharon Otterman, supra note 133.]  [143:  Bobby Caina Calvan, Demand for monkeypox vaccine overwhelms NYC system, ABC NEWS, July 13, 2022, https://abcnews.go.com/Health/wireStory/demand-monkeypox-vaccine-overwhelms-nyc-system-86756197.]  [144:  Id. ]  [145:  Sharon Otterman, supra note 133.] 

The prevalence of gay men among people infected with the virus has also prompted fresh worries over stigmatizing LGBTQ populations.[footnoteRef:146] Many members of the LGBTQ community have expressed that they are reliving HIV-stigma.[footnoteRef:147] Joseph Osmundon, a microbiologist and queer activist helping to increase access to the vaccine, said NYC is on the right track but there needs to be a more urgent effort to get more vaccine supply to NYC soon.[footnoteRef:148] “At every level, there is such frustration in the community,” Mr. Osmundson said, adding that people he knows are trying to be careful but are increasingly angry at what they feel is a lack of urgency to protect the gay community in particular: “We feel like we’re being left behind and then blamed for the spread.”[footnoteRef:149] A group of LGBTQ organizations in NYC wrote a letter to HHS and the CDC, asking them to partner more closely with community-based organizations in the creation and distribution of educational materials online and in-person in forums and venues most frequented by gay, bisexual, and other MSM who are currently at greatest risk of new infection.[footnoteRef:150] [146:  Bobby Caina Calvan, supra note 140.]  [147:  Sharon Otterman, supra note 133.]  [148:  Id.]  [149:  Id.]  [150:  APICHA COMMUNITY HEALTH CENTER ET AL., Letter to U.S. Dep’t of Health & Human Services and U.S. Centers for Disease Control and Prevention, July 12, 2022, http://callen-lorde.org/graphics/2022/07/MPV-Advocacy-Letter.pdf.] 

The Human Rights Campaign, the nation’s largest LGBTQ+ civil rights organization, and other groups have also raised alarms regarding reports with demographic data that shows in some areas, Black and Brown people within the MSM community are most impacted by the virus, yet they are receiving a fraction of the limited vaccines in comparison with their white peers.[footnoteRef:151] At first, MPV vaccines were only available in whiter and wealthier neighborhoods across the country.[footnoteRef:152] As stated, in NYC, for more than a week, the only vaccination site was in the Chelsea neighborhood of Manhattan, which has a large LGBTQ population, but is majority white.[footnoteRef:153] DOHMH has since opened sites in Harlem and other boroughs, but concerns from the community remain that the vaccines are not being distributed equitably.[footnoteRef:154] On August 18, 2022, DOHMH released data on MPV vaccine distribution, which reveals that, out of all the individuals vaccinated in NYC, approximately 46 percent were white, 23 percent were Hispanic, 12 percent were Black, and 10 percent were Asian/Pacific Islanders.[footnoteRef:155] [151: Press Release, HUMAN RIGHTS CAMPAIGN, U.S. FOOD AND DRUG ADMIN., Human Rights Campaign Calls for Equitable Monkeypox (MPV) Response Amidst Disturbing Reports of Vaccine Disparities (Aug. 12, 2022), https://www.hrc.org/press-releases/human-rights-campaign-calls-for-equitable-monkeypox-mpv-response-amidst-disturbing-reports-of-vaccine-disparities. ]  [152:  Taylor Johnson et al., White People Get Bigger Share of Monkeypox Shots, Early Data Shows, BLOOMBERG, Aug. 11, 2022, https://www.bloomberg.com/news/articles/2022-08-11/who-is-receiving-monkeypox-vaccinations-according-to-early-data.]  [153:  Id.]  [154:  Rena Yehuda Newman, Jewish New Yorkers should be concerned about the monkeypox vaccine rollout, FORWARD, July 19, 2022, https://forward.com/opinion/511000/jewish-new-yorkers-should-be-concerned-about-monkeypox-vaccine-rollout; @TheKingofReads, Twitter (July 12, 2022, 1:40 PM), https://twitter.com/TheKingofReads/status/1546912335901724672?ref_src=twsrc%5Etfw. ]  [155:  NEW YORK CITY DEP’T OF HEALTH AND MENTAL HYGIENE, Monkeypox Data: Vaccines, https://www1.nyc.gov/site/doh/data/health-tools/monkeypox.page#vaccine (last visited Aug. 18, 2022).] 

Lastly, pediatric cases in the United States have also raised concerns that schools and daycares could become MPV hotspots.[footnoteRef:156] On August 21, 2022, the New York Department of Health reported its first pediatric MPV case, but as of August 19, 2022, NYC has not reported any pediatric cases.[footnoteRef:157] It should be noted that thus far, pediatric spread did not occurred during Nigeria’s outbreaks, which experts say is “a promising sign,” but that “we need to tread cautiously and look for the evidence.”[footnoteRef:158] Experts state that children are not at a high risk of infection.[footnoteRef:159] [156:  Id.]  [157:  Julia Mueller, New York reports first juvenile monkeypox case, THE HILL, Aug. 21, 2022, https://thehill.com/policy/healthcare/3609870-new-york-reports-first-juvenile-monkeypox-case. ]  [158:  Id. ]  [159:  Knvul Sheikh & Catherine Pearson, How to Protect Against Monkeypox as School Starts, NY TIMES, Aug. 17, 2022, https://www.nytimes.com/2022/08/17/well/monkeypox-kids-school-day-care.html. ] 

IV. Conclusion
Thus, the Committee hopes to hear from DOHMH about its public outreach and education on MPV; how it is ensuring equitable access to vaccinations, testing, and treatment; and any other challenges that NYC and DOHMH is facing in relation to the current outbreak. Ultimately, the Committees hope to hear how NYC can better address its response to the virus.
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