Center for Preparedness and Response

PHEP Recipient Conference Call

August 17, 2022



Agenda

= 2022 U.S. Monkeypox Outbreak

= PHEP Budget Period 4 (BP4) Operational Readiness Review (ORR)
Implementation
— ORR purpose, modifications
— Local submission waived
— Reporting requirements: 50 planning elements

= Implementation and Support Discussion
— Process for releasing forms in BP4
— Orientation and training support



2022 Monkeypox Outbreak



Monkeypox Response Update: Vaccine Strategy

On August 9 FDA Authorizes Emergency Use of JYNNEOS Vaccine to
Increase Vaccine Supply | FDA)

Authorizes both intradermal and subcutaneous JYNNEOS administration

For intradermal administration, each single dose vial can be used to obtain
up to five 0.1 mL doses with appropriate needle for adults 18 years or
older administration

CDC training video available at
www.cdc.gov/poxvirus/monkeypox/clinicians/index.html



https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply#:~:text=On%20the%20basis%20of%20the%20determination%20by%20the,unapproved%20vaccines%20or%20unapproved%20uses%20of%20approved%20vaccines.
http://www.cdc.gov/poxvirus/monkeypox/clinicians/index.html

Monkeypox Response Update: PREP Act Coverage

= Public Readiness and Emergency Preparedness (PREP) Act declaration for
smallpox Countermeasures includes orthopox viruses, e.g., monkeypox

— See www.federalregister.gov/documents/2015/12/09/2015-31092/smallpox-
medical-countermeasures-amendment

= PREP Act declaration was issued in 2008, amended in 2016, and remains in
effect

— Qualified providers under PREP Act declaration are covered when they
administer monkeypox vaccine as required under either the license or the
emergency use authorization issued August 9, which includes intradermal and
subcutaneous administration



http://www.federalregister.gov/documents/2015/12/09/2015-31092/smallpox-medical-countermeasures-amendment
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#monkeypox

PHEP BP4 ORR Implementation



Budget Period 3 (BP3) ORR Feedback

= PORTS user survey on BP3 ORR implementation process, training, and
guidance now available

= CDC encourages users to provide feedback on how to improve ORR
process going forward

= Survey closes 11:59 p.m. EDT on Friday, September 16



PHEP Operational Readiness Review (ORR)

= Assesses all-hazards readiness across 15 CDC
public health emergency preparedness and
response capabilities

= Rigorous evaluation informed by more than
100 CDC and field-based subject matter
experts

— Documents gaps, strengths, and promising
practices

— Identifies opportunities for CDC technical
assistance
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PHEP ORR Methods

= PHEP recipients required to submit data to meet PHEP requirements

— Recipients respond to ORR evaluation questions and provide supplemental
evidence to support submitted data

— DSLR project officers, in consultation with evaluation staff, objectively review
evidence to substantiate recipient responses

= Continuous review cycle facilitates quality improvements and timely
reporting



Modified ORR in BP3 to Assess COVID-19 Response

Pandemic COVID-19 Functional Exercise: Vaccination for Critical

Workforce Groups and Disproportionately Impacted Populations
(VAC)

Pandemic COVID-19 Incident Response (RSP)
Partner-focused measures that support health equity

— Annual PHEP Exercise with Access and Functional Needs Partners

— Joint Functional Exercise with Emergency Management and Health Care
Coalitions

October 31, 2022: Deadline to submit additional supporting
evidence



BP4 ORR Strategy

= PHEP ORR will focus on collecting essential data related to select capability
planning elements

= Local Cities Readiness Initiative planning jurisdictions will not be required
to submit data in Budget Period 4



BP4 ORR Reporting Requirements

= ~50 data elements versus approximately 200 elements in full PHEP ORR
= Elements align with operational data reported in BP3, primarily RSP elements
= Related ORR guidance is found in Section 2: Evaluation of Plans

= ORR forms expected to be available for data input in November 2022
— See pages 20-95
— Contains elements from each of the capabilities

= ORR forms expected to be available for data input in November 2022



Planning Elements
for BP4:

Domain 1
Capabilities 1 and 2

PHEP ORR PHEP ORR Corresponding

Planning Element Description Guidance Page RSP Element

Element Number

CAPL1a Date of the most recently conducted jurisdictional risk 21 NA
assessment (JRA) or equivalent

CAPL1b Hazards identified in the assessment (select all that 2 NA
apply)

CAPL.2 Process in place for transporting people during an 23 RSP1.a
emergency (select all that apply)
Evidence identifies roles and responsibilities of equity

CAP1.3 officer, disability/access and functional needs (D/AFN) 25 RSP1.b
coordinator, or equivalent

CAP2.1c Community reFovew (post-incident) plans address 27 RSP1.c
mental/behavioral health

CAP2.2 Process for_notlfylng the community of available public 79 RSP1.d
health services




Planning Elements

fo r B P4 o Planning Element Description Guidance Page RSP Element
y Element Number

PHEP ORR PHEP ORR Corresponding

Domain 2

Date of most recent preparedness plans (or annexes)

CAP3.1a : 30 NA
capability 3 review or update
Emergem:\.r operations center (EOC) functions include 31 RSP2.a
CAP3.2a pre-event indicators
Plans identify incident commander/unified command 33 RSP2.b

CAP3.3a role

Process or procedures to request additional personnel
CAP3.4 and material resources from outside the health 34 RSP2.c
department and/or jurisdiction

Plans document processes required to support a

. ) L . 35 RSP2.d
response including administrative preparedness

CAP3.5a

Continuity of operations (COOP) plans identify essential
public health services

CAP3.6a 36 RSP2.e




H PHEP ORR PHEP ORR Corresponding
P I a n n I ng E I e m e nts Element Description Guidance Page RSP Element
for BP4:
Plans describe roles and responsibilities for public
DO m a i n 3 CAP4.1a information officer (P10)

C b H I 't 4 Joint Information System (JIS) process and components
a pa I I y CAP4.2b include a process for establishing and participating in a 38 RSP3.b

Joint Information Center (JIC)

Planning
Element Number

37 RSP3.a

Evidence community partners representing individuals
CAP4.3a with access and functional needs (AFN) are integrated in 39 RSP3.c1
message development for stakeholders

Evidence community partners representing individuals RSP3.c2
; . . ] . 39
CAPA.3b with AFN are integrated in message dissemination to Element has 2 parts
stakeholders
CAP4.42 Process o.r procedures in place tF) address inquiries 20 RSP3.d1
about an incident from the public
i inquiri RSP3.d2
CAPA.4b Process o.r pl_’ocedures in place tF) address inquiries 20
abhout an incident from the media Element has 2 parts




Planning Elements
for BP4:

Domain 3, continued
Capability 6

PHEP ORR

Planning
Element

CAP6.2a

Element Description

Plans in place for information sharing support
situational awareness and education and include
content and development

PHEP ORR
Guidance Page
Number

48

Corresponding
RSP Element

NA

CAP6.2b

Plans in place for information sharing support
situational awareness and education and include
dissemination

a8

NA

CAP6.2c

Plans in place for information sharing support
situational awareness and education and include secure
messaging

48

NA




Planning Elements
for BP4:

Domain 4
Capabilities 8 and 9

PHEP ORR PHEP ORR Corresponding

Planning Element Description Guidance Page RSP Element

Element Number
Process to request assistance for medical

CAP8.1a countermeasure (MCM) assets involving federal disaster 53 RSP4.1a
declaration

CAPS8.2 Point of dispensing (POD) security plans in place 55 RSP4.c
Process for dispensing MCM in POD and dispensing/

. 56 RSP4.b

CAP8.3a vaccination clinic (DVC) sites includes flow diagram

CAPS.3e Frocess for dispensing MCM in PDD and DVC sites 56 RSPA.d
includes emergency use authorization (EUA) protocols

CAP8.4 MCM procedures for cold chain management 58 RSP4.e

CAP9.1a Transportation plans include primary transport 61 RSPA4.f

CAP9.2d, h Adgquate receipt, stage, st0r§ (RSS) faC|I|ty.5taf'f|ng 63 RSPA.g
available for 24 hours of continuous operation

CAP9.4b RSS 5|.te-5pe(:|f|c security for MCM assets includes 65 RSPA.h
security plan




PHEP ORR PHEP ORR Corresponding

Planning Element Description Guidance Page RSP Element
Element Number

Planning Elements

CAP11.1a Plans for nonpharmaceutic:?\l.interventions (NPI) include RSPALi
fo r B P4 ° regulatory and legal authorities 74
[ ]
CAP11.1b Plans for NPI include triggers for activation _ RSP4.i

Domain 4, continued
Capabilities 11 and 14 o= | i nestn crsenngs % RsPa,j

Plans for pre-deployment assessment of public health a0 RSPA.I

CAlHEED responders include mental/behavioral health screenings

CAP14.42 Scalable plans fc_)r publlc. hea.lth .responc_:le_rs (during and 91 RSP4.n
after response) include just-in-time training

CAP14.4b Scalable plans fgr pUb|IC. h.ealth respond.er.s {durlng and 01 RSPA.k
after response) include injury and morbidity surveillance

CAP14.4c Scalable plans for public health responders (during and 01 RSPA.m

after response) include post-deployment monitoring




I H I PHEP ORR PHEP ORR Corresponding
Planning Elements orvespondin
for BP4:
° During a mass fatality incident describe public health's
Do m a I n 5 CAP5.1a role for electronic death registration system (EDRS) 41 RSP5.c
reporting
L] L] L ]
Capabilities 5 and 7

Planning Element Description Guidance Page
Element Number

During a mass fatality incident describe public health's
role in the issuance of death certificates

CAPS5.1b 41 RSP5.e

During a mass fatality incident describe public health's
CAP5.1d role in identification of sites for interim storage and 41 RSP5.a
disposition of human remains

CAP5.2b Fatalljcy management operation plans include 43 RSP5.b
surveillance
CAP5.2¢ Fatality management operation plans include mortality 43 RSP5.d

reporting

Plans describe public health roles and responsibilities
CAP7.1d related to mass care within congregate sites such as 49 RSPS5.f
shelters related to climate monitoring

Plans describe public health roles and responsibilities
related to mass care within congregate sites such as

. 49 RSPS5.
CAP7.1g shelters related to mental/behavioral g
health services
CAP7.2 Plans or process for accommodating AFN populations at 51 RSP5.h

congregate locations




Planning Elements

PHEP ORR PHEP ORR Corresponding
f B P 4 o Planning Element Description Guidance Page RSP Element
o r o Element Number

Do m a i n 5’ co nti n u Ed Public health medical surge plans during an incident

oBe. ® CAP10.1a include triggers or additional public health support of 69 RSP5.j
Capabilities 10 and 15
CAP10.2 Plans for crisis standards of care (CSC) 70 RSP5.k

Procedures in place for information exchange between

CAP10.3a public health and health care sectors regarding staffing 71 RSP5.1
status
CAP15.1b Volunteer management plans include screening and 92 RSP5.m

credential verification




Planning Elements
for BP4:

Domain 6
Capabilities 12 and 13

PHEP ORR PHEP ORR Corresponding
Planning Element Description Guidance Page RSP Element
Element Number
Public health laboratory has implemented a laboratory
information management system (LIMS) to receive and
report laboratory information electronically (e.g.,
electronic test orders and reports with hospitals and
. L . . . 76 RSP6.a
CAP12.1 clinical laboratories, surveillance data from public health
laboratory to epidemioclogist; answer choices: yes,
bidirectional capability to receive and report; receive
only; report only; no, electronic messaging capability)
CAP13.3a Procz-?'dures.for confidential, sensitive, and restrictive a1 RSP6.d
data including secure storage
CAP13.3b Procejdures for confldent.lal, sensitive, and restricted 21 RSP6.e
data include secure sharing
CAP13.4 Plans to initiate and track mitigation actions 85 RSP6.f




Implementation and Support Discussion



Proposed Process for Releasing, Submitting
ORR Forms in BP4

= CDC proposes phased release and submission of ORR forms, beginning in
November 2022

— Staggered throughout the year by domain
— June 30, 2023: final submission date



Polling Question 1: Do you agree with CDC’s
proposed approach for submitting ORR forms in
BP4?

a. Yes, | prefer to submit forms based on CDC’s proposed timeline.
b. No, | prefer to submit all forms at my own pace by June 30, 2023.

Please type any comments in the chat.



BP3 Training and Technical Assistance Delivery
Methods

To support PHEP recipients with the PORTS submission process during BP3,
CDC provided

= PHEP ORR guidance training
= PORTS system-related training
= Office hours

= Documentation



Polling Question 2: What was most valuable about
the support that CDC provided during BP3?

Please type your response in the chat.




Polling Question 3: What could be improved upon to
better assist you in completing and submitting forms
during BP4?

Please type your response in the chat.




Polling Question 4: During BP4, what frequency
would you like PORTS system training to occur?

a. Weekly

b. Every other week

c. Monthly

d. I do not need PORTS system training during BP4



Polling Question 5: During BP4, what frequency

would you like PHEP ORR guidance training to
occur?

a. Weekly
b. Every other week

c. Monthly
d. | do not need PHEP ORR guidance training during BP4



Polling Question 6: What training or technical
assistance delivery method(s) do you prefer? (select
all that apply)

[ Instructor-led, virtual training

[1 Webinars

[1 Office hours

[ Instructional resources (reference guides, video recordings, etc.)

[1 Other (type in chat)




For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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