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PANDEMIC AND ALL-HAZARDS PREPAREDNESS AND ADVANCING INNOVATION ACT (PAHPAIA)
	
Notice to readers: The COVID-19 pandemic has prompted the unprecedented widespread implementation of public health emergency legal authorities and programs. Because of the evolving nature of COVID-19 and other future public health emergencies, the description, interpretation, and ultimate efficacy of the legal authorities and programs discussed here may have changed since this document was created in May 2020.

Overview 
The Pandemic and All-Hazards Preparedness and Advancing Innovation Act (PAHPAIA) reauthorizes programs and initiatives to improve the nation’s public health preparedness, enhance the capacity of the emergency response workforce, and further address new and reemerging infectious diseases and other threats.[footnoteRef:1] Signed into law in June 2019, PAHPAIA is the latest reauthorization of the Pandemic and All-Hazards Preparedness Act first enacted in 2006[footnoteRef:2] and reauthorized in 2013.[footnoteRef:3] Like its precursors, PAHPAIA is primarily authorizing legislation that directs the U.S. Department of Health and Human Services (HHS) to establish and continue positions and programs related to public health emergency preparedness and response. PAHPAIA amends various provisions of Public Health Service Act and the Federal Food, Drug, and Cosmetic Act (FD&C Act) to effectuate the reauthorized act. [1: Footnotes will be streamlined and edited to style guide once text is finalized
 Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019, Pub. L. No. 116-22.]  [2:  Pandemic and All-Hazards Preparedness Act of 2006, Pub. L. No. 109-417. ]  [3:  Pandemic and All-Hazards Preparedness Reauthorization Act of 2013, Pub. L. No. 113–5.] 


This document summarizes the provisions of PAHPAIA relevant to state, tribal, local, and territorial (STLT) public health in the following areas: (1) preparedness and response capacity; (2) healthcare sector emergency preparedness; (3) emergency volunteers; (4) at-risk individuals; and, (5) infectious diseases and medical countermeasures and products. [Call out box for first page of document]
Please see the Practice Guide accompanying this toolkit for current practice notices, legal analysis tools, examples, and templates.


Preparedness and Response Capacity
A major focus of PAHPAIA is further developing and supporting the nation’s ability to prepare for and respond to disasters and emergencies, including public health emergencies. The act addresses the National Health Security Strategy, as well as mechanisms for funding STLT public health emergency preparedness and response activities. 

Strengthening the National Health Security Strategy
The National Health Security Strategy (NHSS) is issued every four years by the HHS Assistant Secretary for Preparedness and Response (ASPR) to provide a strategy to prevent, detect, respond to, and recover from disasters and emergencies as the nation faces new and continuing threats.[footnoteRef:4] PAHPAIA clarifies that the NHSS should describe potential emergency public health threats and identify the process to achieve preparedness goals consistent with other federal preparedness plans like the National Response Plan (NRP) and the National Incident Management System (NIMS).[footnoteRef:5] PAHPAIA requires that the NHSS include a description of the current public health workforce and identify gaps in the workforce, including a new requirement to assess gaps in the environmental health and animal health workforces.[footnoteRef:6]  [4:  HHS ASPR. National Health Security Strategy. Retrieved from https://www.phe.gov/Preparedness/planning/authority/nhss/Documents/NHSS-Strategy-508.pdf]  [5:  PAHPAIA §101.]  [6:  PAHPAIA §101] 


PAHPAIA also adds two new provisions further expanding areas for consideration for emergency preparedness and response in the NHSS. First, it requires improved coordination among federal agencies and STLT governments to prevent, detect, and respond to outbreaks of plant, animal or zoonotic diseases arising from naturally occurring threats or deliberate actions that could compromise public health or national security.[footnoteRef:7] Next, it requires that current or potential global health security threats and environmental hazards be considered for their impact on domestic public health preparedness and response capabilities.[footnoteRef:8] [7:  PAHPAIA §101]  [8:  PAHPAIA §101.] 


Improving Preparedness and Response
PAHPAIA includes several provisions that continue existing grant programs, improve emergency preparedness and response capacity and training, and evaluate performance of programs.
· Reauthorization of the PHEP Cooperative Agreement Program – PAHPAIA reauthorizes the Public Health Emergency Preparedness (PHEP) cooperative agreement program for states and other eligible governmental units through 2023.[footnoteRef:9] The act revises some of the items PHEP grantees must address in their All-Hazards Public Health Emergency Preparedness and Response Plans submitted to HHS, including: (1) efforts to partner with health care facilities such as hospitals, nursing homes, and other long-term care facilities to promote preparedness and response; (2) methods for including critical infrastructure partners (i.e., utility companies) preparing for and recovering from a public health emergency; (3) efforts to partner with public health agencies with specific expertise relevant to public health security, including environmental health agencies; and (4) how the grantee can integrate information to account for individuals with behavioral health needs following a public health emergency.[footnoteRef:10] [9:  PAHPAIA §202.]  [10:  PAHPAIA §202.] 


· Strengthening and Supporting the Public Health Emergency Fund – PAHPAIA reauthorizes the Public Health Emergency Fund (PHEF) and adds explicit authority for the Secretary of HHS to use the PHEF if the secretary determines there is a significant potential for a public health emergency in addition to responding to a public health emergency determination.[footnoteRef:11] The act also identifies activities that the secretary may immediately use PHEF funds for, including: (1) facilitating coordination among federal and STLT agencies and public and private healthcare entities; (2) making grants or awards, entering into contracts, and supporting investigations into public health emergencies or potential public health emergencies; (3) facilitating and accelerating advanced research and development of qualified countermeasures or pandemic/epidemic products; (4) strengthening biosurveillance capabilities and laboratory capacity; (5) supporting initial emergency operations and assets related to preparation and deployment of intermittent disaster response personnel and the Medical Reserve Corps; and (6) carrying out other activities as the secretary deems appropriate.[footnoteRef:12] PAHPAIA also requires the HHS Secretary and the Government Accountability Office (GAO) to conduct a review of the PHEF and submit reports to Congress. The secretary must identify policies needed to improve the fund; the GAO must review the resources available in the fund and how the funds have been used.[footnoteRef:13]  [11:  PAHPAIA §206.]  [12:  PAHPAIA §206.]  [13:  PAHPAIA §206.] 


· Guidance for Participation in Exercises and Drills – PAHPAIA requires the HHS Secretary to issue final guidance for the participation of federally funded public health personnel in drills and operational exercises related to all-hazards medical and public health preparedness and response.[footnoteRef:14] Personnel included in the drills may include representatives from other federal agencies, as well as STLT agencies.[footnoteRef:15] The drills may include activities incorporating medical surge capacity planning, medical countermeasure distribution and administration, and preparing for and responding to identified threats for a specific region.[footnoteRef:16]  [14:  PAHPAIA §306.]  [15:  PAHPAIA §306.]  [16:  PAHPAIA §306.] 


· Capabilities of Hospitals, Long-term Care Facilities, and Other Healthcare Facilities – PAHPAIA directs the HHS Secretary to commission a report on the public health preparedness and response capabilities of hospitals, long term care facilities and other healthcare facilities in consultation with federal and STLT agencies.[footnoteRef:17] The report must review: (1) the effectiveness benchmarks and standards for preparedness programs; (2) an identification of gaps in benchmarks and standards; and (3) an evaluation of coordination critical infrastructure entities and environmental health agencies.[footnoteRef:18] [17:  PAHPAIA §210.]  [18:  PAHPAIA §210.] 


· Improving Benchmarks and Standards for Preparedness and Response – PAHPAIA also requires the HHS Secretary to evaluate existing performance measures, benchmarks, and standards for the PHEP cooperative agreement and the Hospital Preparedness Program (HPP) every two years.[footnoteRef:19] [19:  PAHPAIA §210; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


Healthcare Sector Emergency Preparedness 
PAHPAIA includes two initiatives to further support and integrate the healthcare sector into emergency response and preparedness systems.

Regional Healthcare Emergency Preparedness
A new section in PAHPAIA requires the ASPR to develop and disseminate guidelines within two years of the act’s passage to regional hospital systems, healthcare facilities, and other public and private sector entities with varying levels of capability to treat patients affected by chemical, biological, radiological, or nuclear (CBRN) threats (including emerging infectious diseases) and improve medical surge capabilities and capacity.[footnoteRef:20] The guidelines should be developed in consultation with CDC, CMS, HRSA, FDA, and other federal agencies, as well as hospitals, healthcare systems, and STLT health departments. The act prioritizes awarding HPP grants to entities that coordinate among facilities in a regional healthcare emergency system and requires HPP grantees to report on their efforts to implement the guidelines.[footnoteRef:21] It also encourages PHEP grantees to coordinate with regional healthcare emergency response systems and incorporates a coordinated and flexible approach to regional healthcare emergency preparedness and response into the NHSS.[footnoteRef:22] PAHPAIA further authorizes the ASPR to create a demonstration project to implement the new guidelines and requires that a GAO report be developed three years after passage of the act to gauge progress made on implementing the guidelines.[footnoteRef:23] [20:  PAHPAIA §203.]  [21:  PAHPAIA §203.]  [22:  PAHPAIA §203.]  [23:  PAHPAIA §203.] 


Military and Civilian Partnership for Trauma Readiness
PAHPAIA adds provisions that authorize the Military Trauma Care Provider Placement Program.[footnoteRef:24] The program offers grants for up to twenty eligible high-acuity trauma centers (i.e., Level I trauma centers that also meet other criteria) to enable military trauma teams to provide, on a full-time basis, trauma care and related acute care at these trauma centers.[footnoteRef:25] Importantly, the grant funds may be used to pay for malpractice insurance and licensing fees for the military trauma care providers, among other allowed expenditures.[footnoteRef:26] The grants are to be made on the condition that military trauma providers be allowed to deploy for military operations or training and to respond to public health emergencies or mass casualty incidents.[footnoteRef:27] It also integrates military trauma providers at these trauma centers into trainings and drills for public health emergencies.[footnoteRef:28] [24:  PAHPAIA §204.]  [25:  The law also provides for the use of military trauma teams at other levels of acuity (Levels II and III).]  [26:  PAHPAIA §204. The act defines ‘military trauma care provider’ as a “member of the Armed Forces who furnishes emergency, critical care, and other trauma acute care services (including a physician, surgeon, physician assistant, nurse, nurse practitioner, respiratory therapist, flight paramedic, combat medic, or enlisted medical technician) or other military trauma care provider as the Secretary determines appropriate.” PAHPAIA §204.]  [27:  PAHPAIA §204.]  [28:  PAHPAIA §204.] 


Emergency Response Workforce and Volunteers
PAHPAIA includes multiple provisions to further enhance the availability of an emergency response workforce, including the Medical Reserve Corps, the National Disaster Medical System, the Emergency System for Advanced Registration of Volunteer Health Professionals, and the Epidemic Intelligence Service. The act also clarifies state liability laws for volunteer healthcare professionals.

Medical Reserve Corps and National Disaster Medical System Reauthorization
PAHPAIA reauthorizes the National Disaster Medical System (NDMS) and the Medical Reserve Corp (MRC) and added provisions to the law address gaps identified in workforce preparedness highlighted by past public health emergencies.[footnoteRef:29]  [29:  Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


National Disaster Medical System Activities
PAHPAIA empowers the HHS Secretary to pre-position NDMS response teams in advance of a public health emergency or potential public health emergency.[footnoteRef:30] The Secretaries of HHS, Homeland Security, Defense, and Veterans Affairs are required to conduct a joint review of the NDMS to evaluate medical surge capacity, and the available workforce of intermittent disaster response personnel and their capacity to respond to all hazards, including simultaneously responding to multiple public health emergencies and the capacity to respond to a nationwide public health emergency.[footnoteRef:31] The joint review must also address the effectiveness of efforts to recruit, retain, and train such workforce, as well as identifying gaps in the workforce and recommendations for addressing those gaps.[footnoteRef:32]  [30:  PAHPAIA §301.]  [31:  PAHPAIA §301.]  [32:  PAHPAIA §301.] 


PAHPAIA further addresses NDMS by requiring the HHS Secretary to notify Congress when the secretary determines that there are an insufficient number of intermittent disaster response personnel to address a public health emergency or potential public health emergency.[footnoteRef:33] If the secretary finds there are not enough intermittent disaster response personnel in the NDMS to address a public health emergency or potential public health emergency, the secretary is authorized to directly appoint personnel to positions.[footnoteRef:34] Importantly, PAHPAIA extends death benefits through 2021 to NDMS participants that are the same as those currently provided to other public safety officers, including FEMA volunteers.[footnoteRef:35] To receive the death benefits, NDMS participants must be performing official duties for HHS that are related to responding to a public health emergency or potential public health emergency (or other activities for which the NDMS has been activated) and which have be determined to be hazardous by the HHS Secretary.[footnoteRef:36]  [33:  PAHPAIA §301.]  [34:  PAHPAIA §301.]  [35:  Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf]  [36:  PAHPAIA §301.] 


Improving All-Hazards Preparedness and Response by Public Health Emergency Volunteers 
PAHPAIA revises the Emergency System for Advanced Registration of Volunteer Health Professionals (ESAR-VHP) in several respects. Among other things, it: (1) encourages states to develop and implement programs and policies to allow for the licensure of medical professionals to enable them to cross state lines during a public health emergency; (2) encourages states to develop mechanisms to improve the enrollment in, and availability of information regarding, opportunities for volunteer health professionals seeking to provide medical services during public health emergencies; (3) clarifies that NDMS and MRC members, and individual practitioners are eligible to enroll in ESAR-VHP; and (4) requires PHEP entities to include in their All-Hazards Public Health Emergency Preparedness and Response Plan a description of how they improve enrollment and coordination of healthcare professionals seeking to provide medical services during public health emergencies.[footnoteRef:37] The act also requires the GAO to report on several aspects of healthcare providers credentialed by ESAR-VHP or state authorities.[footnoteRef:38] [37:  PAHPAIA §207.]  [38:  PAHPAIA §208.] 


Clarifying State Liability Law for Volunteer Healthcare Professionals 
PAHPAIA adds new provision to clarify the application of state liability laws for healthcare professionals who are MRC members or ESAR-VHP volunteers. If a volunteer provides healthcare services in a state with a public health emergency, major declared disaster, or a national emergency, under certain conditions, the liability laws of the state in which the emergency is occurring and in which the service is being provided are applicable.[footnoteRef:39] PAHPAIA specifically notes that volunteer healthcare professionals “…shall be subject only to the State liability laws of the State in which such act or omission occurred, in the same manner and to the same extent as a similar health care professional who is a resident of such State would be subject to such State laws, except with respect to the licensure, registration, and certification of such individual.”[footnoteRef:40] PAHPAIA does not affect an individual’s right to protections under the federal Volunteer Protection Act of 1997.[footnoteRef:41] It is important to note the PAHPAIA preempts state laws that subject healthcare professionals covered by PAHPAIA from liability laws of any state other than the state in which the volunteer is serving.[footnoteRef:42] [39:  Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [40:  PAHPAIA §208.]  [41:  PAHPAIA §208.]  [42:  PAHPAIA §208.] 


Report on Medical Surge Capacity
PAHPHA further directs the GAO to report on the nation’s medical surge capacity in the event of a public health emergency, including the capacity of the current health care workforce to prepare for, and respond to, the full range of public health emergencies or potential public health emergencies, and recommendations to address any gaps identified in such workforce.[footnoteRef:43] [43:  PAHPAIA §301.] 


Epidemic Intelligence Service
PAHPAIA also addresses further building public health emergency preparedness and response capacity by strengthening the recruitment of qualified providers to the Epidemic Intelligence Service (EIS).[footnoteRef:44] The act extends loan repayment options for EIS program participants who are conducting preparedness and response activities, including rapid response to public health emergencies and significant public health threats.[footnoteRef:45]  [44:  Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [45:  PAHPAIA §301.] 


At-Risk Individuals
PAHPAIA includes several provisions relating to considerations affecting at-risk individuals during public health emergency planning and response. The act updates the definition of “at-risk individual” to be consistent across national health security planning to mean “children, pregnant women, senior citizens and other individuals who have access or functional needs in the event of a public health emergency, as determined by the Secretary.”[footnoteRef:46]  [46:  PAHPAIA §303. “At-risk individuals” definition at U.S.C. 300hh–1(b)(4)(B)).] 


Detecting Emerging Threats affecting At-risk Individuals
PAHPAIA directs the HHS Secretary to incorporate into CDC’s existing situational awareness and biosurveillance networks data from federal and STLT public health officials and entities to detect emerging public health threats that may affect at-risk individuals, such as pregnant and postpartum women and infants.[footnoteRef:47] [47:  PAHPAIA §303.] 


Children’s Preparedness
PAHPAIA addresses improving emergency preparedness and response considerations for children by creating the Children’s Preparedness Unit at the CDC to provide guidance on the specific needs of children before, during, and after public health emergencies.[footnoteRef:48] PAHPAIA also reauthorizes the National Advisory Committee on Children and Disasters, and newly authorizes a National Advisory Committee on Seniors and Disasters and a National Advisory Committee on Individuals with Disabilities in Disasters.[footnoteRef:49] The act requires these advisory committees to coordinate duties and activities to address the overlapping needs of at-risk individuals and reduce duplicate efforts.[footnoteRef:50] PAHPAIA requires that each of the committees also include at least two non-federal representatives to STLT agencies with expertise in the specific area of focus of each committee.[footnoteRef:51] [48:  PAHPAIA §304.]  [49:  PAHPAIA §305.]  [50:  Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [51:  ASTHO. PAHPAI: Summary of Public Health Provisions. June 26, 2019. Retrieved from https://astho.informz.net/ASTHO/data/images/ASTHO%20PAHPAI%20Leg%20Alert%20Final.pdf.] 


Infectious Diseases and Medical Countermeasures and Products
PAHPAIA includes multiple sections relating to the identification of infectious disease and other threats, and to the development and distribution of medical countermeasures and other products.

Public Health and Health Care Situational Awareness and Biosurveillance Capabilities
PAHPAIA includes several provisions to update and improve the capacity of biosurveillance and situational awareness programs. One directive to the Secretary of HHS is to improve the coordination and collaboration within HHS and across other federal agencies, STLT public health agencies, and healthcare providers through the exchange of biosurveillance data to better provide situational awareness to monitor, identify, and respond to CBRN threats.[footnoteRef:52] Among the revisions to these programs, PAHPAIA requires that technical and reporting standards be updated, including interoperability standards for data elements submitted to the biosurveillance network.[footnoteRef:53] The act also addresses studying current resources available for biosurveillance activities and includes provisions to increase federal workforce capacity to conduct biosurveillance activities.[footnoteRef:54] [52:  PAHPAIA §205.]  [53:  PAHPAIA §205.]  [54:  PAHPAIA §205.] 


Health System Infrastructure to Improve Preparedness and Response 
PAHPAIA amends the responsibilities of the ASPR to include coordinating with federal and STLT public health officials and private-sector partners that provide critical infrastructure assets, systems, and networks needed for the proper functioning of the healthcare and public health sectors that need to be maintained through any emergency or disaster, including under a public health emergency or a declaration under the Stafford Act or the National Emergencies Act.[footnoteRef:55] The coordination should include establishing methods to exchange critical information and deliver products used to protect or sustain life, health, or safety, and sharing of specialized expertise.[footnoteRef:56] PAHPAIA also requires the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE) to plan for needed ancillary medical supplies to support the use of medical countermeasures (MCMs) or products.[footnoteRef:57] PAHPAIA further directs the ASPR to evaluate barriers to the rapid delivery of MCMs during public health emergencies.[footnoteRef:58]  [55:  PAHPAIA §302.]  [56:  PAHPAIA §302.]  [57:  PAHPAIA §302.]  [58:  PAHPAIA §302.] 


Public Health Emergency Medical Countermeasure Enterprise 
PAHPAIA codifies the Public Health Emergency Medical Countermeasure Enterprise (PHEMCE), an entity comprised of heads of relevant federal agencies that is tasked with, among other things: (1) making recommendations to the HHS Secretary regarding countermeasure research, development, procurement, stockpiling, deployment, distribution, and use; (2) identifying national health security needs, including gaps in public health preparedness and response related to countermeasures; (3) assisting the secretary in developing strategies related to countermeasure logistics, deployment, distribution, dispensing, and use; and (4) soliciting and considering input from STLT public health departments officials.[footnoteRef:59] [59:  PAHPAIA §402. PAHPAIA also clarifies Congressional intent that the ASPR use experiences related to biodefense, medical countermeasures, and emergency preparedness and response in carrying out the ASPR’s responsibilities. It further tasks the ASPR to coordinate on threat awareness with federal intelligence, defense, and public health agencies to “maintain a current assessment of national security threats and inform preparedness and response capabilities based on the range of the threats that have the potential to result in a public health emergency.” PAHPAIA §401. See also ASTHO. PAHPAI: Summary of Public Health Provisions. June 26, 2019. Retrieved from https://astho.informz.net/ASTHO/data/images/ASTHO%20PAHPAI%20Leg%20Alert%20Final.pdf.] 


Strategic National Stockpile 
PAHPAIA reauthorizes the Strategic National Stockpile (SNS) through 2023. The act directs the secretary to consider recommendations from and consult with the PHEMCE regarding the SNS.[footnoteRef:60] It establishes that the secretary is responsible for maintaining the SNS and providing technical assistance to maintain and improve state and local public health preparedness capabilities to distribute and dispense medical countermeasures and products from the SNS.[footnoteRef:61] The act requires the secretary to employ a threat-based focus in conducting annual reviews of the SNS. In that review, PAHPAIA further requires the secretary to provide information on SNS procurement and replenishment determinations, as well as advanced planning for deployment, distribution, and dispensing of additions made to the SNS.[footnoteRef:62] The act also requires the GAO to review the secretary’s procedures and decisions for countermeasure procurement for the SNS and any modifications in the federal management of the stockpile.[footnoteRef:63] [60:  PAHPAIA §403.]  [61:  PAHPAIA §403; ASTHO. PAHPAI: Summary of Public Health Provisions. June 26, 2019. Retrieved from https://astho.informz.net/ASTHO/data/images/ASTHO%20PAHPAI%20Leg%20Alert%20Final.pdf.]  [62:  PAHPAIA §403; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [63:  PAHPAIA §403; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


Report on Adequate National Blood Supply
The HHS Secretary is required to submit a report to Congress with recommendations to maintain an adequate national blood supply that addresses: (1) challenges with continuously recruiting donors; (2) ensuring an adequate blood supply in public health emergencies; (3) implementing transfusion transmission monitoring system; and (4) other measures to promote safety and innovation, such as the development or use of new technologies to improve the safety and reliability of the blood supply.[footnoteRef:64] [64:  PAHPAIA §209.] 


Biomedical Advanced Research and Development Authority Strategic Initiatives
PAHPAIA authorizes the director of the Biomedical Advanced Research and Development Authority (BARDA) to develop several strategic initiatives to address threats that pose a significant level of risk to national security, including pandemic influenza, antimicrobial resistance, and other significant threats.[footnoteRef:65] The purpose of the strategic initiatives is to accelerate and support advanced research, development, and procurement of countermeasures to address the following: (1) threats for which no countermeasure exists or which may become resistant to current countermeasures or existing countermeasures may be rendered ineffective; (2) threats that consistently exist or are continually circulating in a human or animal population and have significant potential to become a pandemic, such as pandemic influenza; and (3) certain threats resulting from exposure to a CBRN agent and which may present increased complications in treating a countermeasure resistant disease or condition during a public health emergency, including antimicrobial resistant pathogens.[footnoteRef:66]  [65:  PAHPAIA §404; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [66:  PAHPAIA §404; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


Other Infectious Diseases and Medical Countermeasures Provisions
PAHPAIA also includes several provisions regarding processes to further the development of advanced research and development of MCMs by the biodefense sector[footnoteRef:67]:  [67:  See PAHPAIA §§601 – 605.] 

· PAHPAIA further directs the Secretary of HHS to create a report within one year of the act’s passage that details efforts to coordinate with other countries and international partners during recent public health emergencies to research and develop qualified pandemic or epidemic products.[footnoteRef:68] [footnoteRef:69]  [68:  PAHPAIA §606. ]  [69:  ‘Qualified pandemic or epidemic products’ as defined in section 319F–3 of the Public Health Service Act (42 U.S.C. 247d–6d).] 

· The act also reauthorizes the Mosquito Abatement for Safety and Health Program, which allows CDC to make grants to states for state and local mosquito surveillance and control activities.[footnoteRef:70] [70:  PAHPAIA §607.] 


Increasing Communication in MCM Research and Development
In addition to reauthorizing BARDA and the BioShield Special Reserve Fund[footnoteRef:71], PAHPAIA addresses several items related to MCM research and development, including: [71:  PAHPAIA §504.] 


· Additional Strategies for Combating Antibiotic Resistance – PAHPAIA codifies the Presidential Advisory Council on Combating Antibiotic-Resistant Bacteria to advise the HHS Secretary on efforts to reduce or combat antibiotic-resistant bacteria that may present a public health threat and provide input to improve capabilities to prevent, diagnose, mitigate, or treat such resistance.[footnoteRef:72] Specifically, the council will provide advice and recommendations on antibiotic effectiveness, research into new treatments, rapid point-of-care and agricultural diagnostics, surveillance of infections, education for healthcare providers and public, and methods to prevent or reduce the transmission of antibiotic-resistant bacterial infections and coordinate international efforts.[footnoteRef:73] [72:  PAHPAIA §505; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [73:  PAHPAIA §505; ASTHO. PAHPAI: Summary of Public Health Provisions. June 26, 2019. Retrieved from https://astho.informz.net/ASTHO/data/images/ASTHO%20PAHPAI%20Leg%20Alert%20Final.pdf.] 


· Material Threat and Medical Countermeasure Notifications – PAHPAIA requires the HHS and Homeland Security Secretaries to annually notify Congress of current material threat determinations and notify Congress each time there is a change to such determinations.[footnoteRef:74] The act also requires the HHS Secretary to notify a manufacturer of a MCM within 90 days regarding the secretary’s decision to award, extend, renew, or terminate agreements related to the purchase of MCMs for the SNS.[footnoteRef:75] [74:  PAHPAIA §502; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.]  [75:  PAHPAIA §502; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


· Medical Countermeasure Budget Plan – PAHPAIA directs that the Countermeasure Budget Plan include considerations for manufacturing capabilities and capacity for MCMs, information on new and innovative technologies that may support the research and development of MCMs, to improve the communication on areas of priority for MCM development, and provide information related to potential the deployment, distribution, and utilization of medical countermeasures.[footnoteRef:76] [76:  PAHPAIA §501; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 


· Availability of Regulatory Management Plans – PAHPAIA requires FDA to post on the internet the processes and information necessary for potential MCM sponsors to apply for a regulatory management plan to raise awareness of the use of the plans for MCMs.[footnoteRef:77] [77:  PAHPAIA §503; Sen. Burr, Section-by-Section Summary of S. 1379, the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019. Retrieved from https://www.burr.senate.gov/imo/media/doc/PAHPAI%20Section%20by%20Section.pdf.] 
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