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SCHD 2 Dec. 2020 n=12,049

14-day moving average of case count = 108.2/100,000

14-day moving average of test positive rate = 19.2%



119 in ICUs

564 inpatients

60 admitted last 24º

Key resource 

capacity metrics

RMCC Region 5 

• 76 patients on ventilators

• 184 ICU beds available

• 524 ventilators available 



Vaccine candidates of interest

Platform Company Phase 1-2 Phase 2-3

mRNA

Moderna Enrolled Enrolled

BioNTech & Pfizer Enrolled Enrolled

Viral 

vectored

AstraZeneca & 

U of Oxford
Enrolled Enrolled

Janssen (J & J) Enrolled Ongoing

Merck Ongoing --

Protein 

subunit

Novavax Ongoing Ongoing

GDK and Sanofi Ongoing --



How many press releases does it 

take to make data?

Efficacy for 

“infection”
Comments

mRNA

Moderna 94.5%
Effective for 

severe

BioNTech

and Pfizer
95%

Effective for 

severe

Viral 

vectored

AstraZeneca

& U of Oxford
62-90%

Dependent 

on regimen

Data on impact on infection vs. illness and on 

transmission not yet available.



Safety signal detection systems

VAERS

(CDC & 

FDA)

VSD

(CDC)

VA 

ADERS

(VA)

VAECS

(DoD)

DMSS

(DoD)

FDA-CMS

(CDC)

VA EHR & 

DW

(VA)

Existing New

V-safe

(CDC)

Sentinel 

surv.

(DoD 

MTfs)

BEST

(FDA)

NHSN

(CDC)

Genesis 

LTCF

(NIH & 

Brown U)

ACIP.  1 Dec. 2020 

Phase 3 

2 yr F/U

(FDA and 

Cos.)



“No serious 

safety concerns”
• Media releases

• Severe ADEs = those 

interrupting ADLs

Moderna Pfizer/BioNTech

Fever 39-40ºC <2%

Fatigue 9.7% 3.8%

Myalgia 8.9%

Arthralgia 5.2%

HA 4.5% 2%

Wadman M. Science. 2020.



COVID-19 vaccine approval

Post-
marketing 

surveillance 
(active & 
passive)

Companies

Public

Providers

Public Health

Academia

Phase 4

IFU from 
responses in 
the treated 

populations & 
subpopulations

FDA career 

scientists

VRBPAC

FDA CBER 
director

Commissioner

Approval

Known & 
potential  

benefit likely 
outweigh 

known and 
potential risks

FDA CBER 
scientists

VRBPAC

FDA CBER 
director

Commissioner

EUA

Safety, 
efficacy 

(1000s)

IRB

DSMB

FDA CBER 
scientists

Phase 3

Safety & 
response 

(100s)

IRB

DSMB

FDA CBER 
scientists

Phase 2

Safety

(10s)

IRB

DSMB

FDA CBER 
scientists

Phase 1

• Vaccine DSMB for Warp Speed is independent of HHS

• Only the FDA Commissioner is a political appointee

• VRBPAC is an independent, unpaid panel of SMEs 



Criteria for priority (ACIP)

• Science

• Implementation

• Ethics

–Maximize benefits, minimize harms

–Promote justice

–Mitigate health inequities



NASEM vaccine priority framework

Phase 1a

• High-risk HCW

• First 

responders

Phase 1b

• High-risk 

comorbidity

• Older adults in 

congregate and 

crowded 

residences

• K-12 school 

staff & child 

care workers

• Critical risk 

workers

• Moderate-risk 

comorbidity

• Homeless 

shelters and 

group homes

• Jails and 

prisons

• Other older 

adults

• Young adults

• Children

• Workers of high 

importance not 

included in 

phase 1 or 2

•All others

Phase 1 Phase 2 Phase 3 Phase 4



Proposed interim phase 1 sequence

Phase 1a:  HCW 

and LTCF residents

(approved 13-1 by 

ACIP 1 Dec. 2020)

Phase 1b:  Essential workers 

(e.g. education, food and ag, 

utilities, police and fire, 

transportation)

Phase 1c:  Adults with high-risk 

medical conditions and adults 

≥65 years

Time from EUA



Phase 1a groups:
13-1 “aye” 1 Dec. 2020 ACIP vote

Health care personnel LTC residents

≈21 million individuals
(no priority ratings)

≈3 million individuals 
(priority based on availability)

• Hospitals

• LTC

• Outpatient venues

• Home health care

• Pharmacies

• EMS/1st responders

• Public health

• Skilled nursing facilities 

(≈1.3 million beds)

• Assisted living facilities 

(≈0.8 million beds)

• Other residential care 

(≈0.9 million beds)



The black hole: 
limited supplies of 

vaccine & data 

What

• Barriers:

• Pfizer (ultracold) 

• Moderna (frozen)

• 2-dose primary series at this point

• No data: duration of immunity, booster need,  

coadministration, pregnancy/breastfeeding etc.

• Few data in LTC on efficacy or safety

When • (Right) after VRBPAC on 10 Dec. 2020

Who
• 1a:  frontline HCWs, LTC residents

• Who will take vaccine as availability expands?



Do you plan to get vaccinated 

when available?
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Overall

<60 y/o
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Yes Not sure No

Cornwall W.  Science. 2020.



When will Dr. Katz take a COVID-19 vaccine?

The first day it is available to him

– Based on the data

• Assuming the efficacy data are confirmed at 

VRBAC meeting Dec. 10

• Assuming no new safety concerns

– Based on his trust of the career scientists at 

FDA/CBER and the integrity of the FDA 

advisory committee process



Pre- and asymptomatic transmission:  
the most important stuff we have learned

• Syndromic surveillance ineffective (c.f. flu, SARS-1, MERS)

• Need for universal source control

– Masks on all

– Physical and Social distancing

– Reasonable environmental controls

• Need for universal testing of exposed individuals

• Need for interval testing of “high risk” populations?

– HCW

– LTCF staff

– 1st responders

– Students??



Stay at home?

Iowa is 1 of 5 states in the US that have not issued 

a stay-at-home order during the coronavirus 

disease 2019 (COVID-19) pandemic.

The estimates indicate excess cases in the border 

Iowa counties by as many as 217 cases after 1 

month without a stay-at-home order. This estimate 

of excess cases represents 30.4% of the 716 total 

cases in those Iowa counties by that date.
Lyu W & Wehby G.

JAMA Network Open. 15 May 2020.



Impacts of 

NPIs

“…state mandated… 

mitigation efforts and routine 

public health interventions 

can reduce the occurrence of 

new COVID-19 cases, 

hospitalizations and deaths”.  

82%, 88% and 100% 

respectively

Kanu FA.  MMWR. 6 Nov. 2020.

Van Dyke ME et al. MMWR. 27 Nov. 2020.



Masking?

• 2 symptomatic stylists with 

lab confirmed COVID-19 

worked for 2 weeks

• 139 clients exposed

• Both sylists and clients 

wore masks per company 

policy

• No symptomatic 2º cases

• 0/67 PCR screens positive

Hendrix et al.  MMWR. 17 July 2020



Common sense ignored = 7 corpses

1. 2/55 guests with symptoms of COVID at reception…

2. …that exceeded state’s maximum capacity guidelines…

3. …without attendees masking or distancing
CDC.  MMWR. 13 Nov. 2020.



lkatz@mvrbc.org


