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Disclosures

* Janssen

* Pfizer

* Moderna

* CyanVac

* Vax Co

* BioFire Diagnostic
e Sanofi Pasteur

* GSK

« ADMA Biologics



St Ann’s Community

First nursing home study-1989, first vaccine study 1992 and
most recent study vaccine study 2023-2024
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1980s

A , Outbreak attack rates
BRI CHIN a1 - 89%

provided a family atmosphere. To help provide for others

: ]
living in the home, residents who were able to work tended -

an orange grove. a vegetable garden, chickens, dairy cattle, y |

and ‘hogs - 0]

In 1940, all residents of the home were moved into the main A

building. The black residents’ building became the infirmary 2

for all residents. Miss Rachael Lee, a black nurse from ‘

Mississippi. was in charge of the infirmary until the home
&closed in 1964.

pe -
1964 with offices for the County Agricultural And Home - o .
Demonstration Agents and other county agencies. In 1980, > 7, ? 5

a new agricultural center was built The Board of County " -

Commissioners approved the establishment of the Museum of
Seminole County History at this site in 1982.

Reported severity is
variable

Pneumonia (0 - 55%)
Death (0 - 53%)




Viral Respiratory Infections in the Institutionalized Elderly: Clinical and Epidemiologic Findings
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J American Geriatrics Society, Volume: 40, Issue: 2, Pages: 115-119, First published: February 1992, DOI: (10.1111/j.1532-5415.1992.tb01929.x)

591 bed
149 illnesses

RSV- 40 ( 18 culture +)
6.8% of population
27% of ilinesses

HRV-14
Flu-2



Lam et al. BMC Geriatrics (2018) 18:242

https://doi.org/10.1186/512877-018-0934-9 B M C Ge riatri CS

RESEARCH ARTICLE Open Access

Challenges of conducting research in long- ®*
term care facilities: a systematic review

Helen R Lam', Selina Chow'#, Kate Taylor', Ronald Chow', Henry Lam', Katija Bonin', Leigha Rowbottom'
and Nathan Herrmann'# ®



Records identified through
database searching
(n=2,423)

Additional records identified
through other sources
(n=0)

Identification

Screening

Included

M

Fig. 1 PRISMA Research Process Flow Diagram

Records after duplicates
(n=1,723)

removed

h 4

Records screened
(n=1,723)

Records excluded
(n=1,643)

Y

h

Full-text articles assessed for
eligibility (n = 80)

Full-text articles excluded,
with reason (n = 41)

h

Studies included in
qualitative synthesis
(n=39)

Larn HR et al BMIC Geriatrics 2018



Research Challenges in LTCF — 8 Themes

* Facility/Owner/Administrative
* Resident

* Staff Caregiver

* Family

* Investigator

* Ethical/Legal

* Methodological

* Budgetary



Facility/Owner/Administrator

 Suspicion regarding motives
* Lack of Understanding of Research

e Education
* Long term partnership



Resident

* Feeling too old

* No personal benefit

* Fear of invasive procedures
* Cognitive impairment

* Lack of privacy

* Spend time and provide understandable explanations
* Many residents are anxious to help
* Ensure privacy

* Compensation



Family

 Belief there is no benefit for loved one
* Fear of bothering loved one
* Not on site to provide consent

* Educate on the problem being studied
e Stress what would “Mom” want to do?
e Stress issue of “assent”

e Remote or verbal consent



Staff

* Time constraints
* Turnover
 Low educational level in some

* Minimize disruption

* Try to have research do most of work
* Education

e Offer some type of thankyou



Methodologic

e Difficult to do individual randomization

* Tradition outcome measure may not work

* Alternative study designs
* Cluster randomization
* Quasi-experimental

* Adapt outcome measurement appropriate for LTCF



Planning how to staff a study

* Partner with leadership and staff at the facility

* Try very hard to minimize the burden on an already overworked staff
* Staff can identify for you, good candidates

* Spend some time understanding facility routines

e Plan travel time

* Remember that pharmacy issues will arise with investigational drugs,
vaccines, transport



Informed Consent
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* LAR may live out of town
* Red cap consent

 Mail consents
* Verbal consent for minimal risk



You need really good phlebotomists

* Fragile skin
* Tiny veins

* Contractures

 Awkward blood drawing positions

Pediatric Nurses

NICU Nurses

Contract with the facility

Combine with SOC as much as possible



Be Careful with Impressionable Young Coordinators

nitelallY
Sensitive

Whot dd 1say that | Peoble
you started crying?

You just now spoke
to me in high tone.




Dress lightly or in layers




Be prepared to spend a lot of time




How to pay honorarium?

* Checks

* Cash

* Gift Cards
* Bank account at LTCF
* Relatives

1234
DATE
PAY TO THE
ORDER OF $
DOLLARS EI —
MEMO

000000000 000000000 1234

VISA exibes 200

VISA
PREPAID CARD

Non-Reloadable Cift Card for
Convenient Personal Spending

See rweerin for detaln



Belmont Report

Informed Consent
Respect for Persons

Beneficence Justice

Do No Harm
TR N

The Benefits and Burdens
should be fairly distributed



Real Life Impact of Not Including Residents of
TCF in Pivotal Efficacy Studies




GSK RSV Vaccine Trial = Primary Outcome LRTD

A RSV-Related Lower Respiratory Tract Disease
1.0+
0.9
0.84 0
s o] Overall VE= 82.6% (Cl 57.9-94.1)
E,' .
& 0.6+
= — (o)
S s Severe Subset VE=94.1% (Cl 62.4-99.9)
.g :
= 0.4
= Placebo
£ o3
o
0.2
0.1 RSVPreF3 OA
0'0_ ] 1 ] 1 ] 1 1 ] 1 ] 1
0 1 2 3 4 5 6 7 8 9 10 11
Months since 15 Days after Injection
No. at Risk
Placebo 12,494 12,403 12,290 11,887 11,640 11,022 8291 5464 2709 559 2 0
RSVPreF3 OA 12,466 12,392 12,286 11,892 11,655 11,046 8320 5495 2727 571 2 0
Cumulative No.
of Cases
Placebo 0 9 21 28 33 36 38 40 40 40 40 40
RSVPreF3 OA 0 1 3 4 5 6 6 7 7 7 7 7

Papi A et al NEJM 2023



PHARMA

Pfizer, GSK RSV shots get tepid
recommendations from CDC
advisory panel

By Kevin Dunleavy - Jun 22,2023 8:40am

Few persons with high risk
conditions

Few persons > 80 yo
Few Frail
Residents of LTCF nearly absent

Not enough events to prove
efficacy against hospitalization,
death

Concern about rare but serious
adverse events (GBS)

Questions about durability

Cost



Chronic underlying medical conditions associated

ACI P Recom mendations with increased risk

* Lung disease (such as chronic obstructive pulmonary

disease and asthma)
J U n e 2 1 ) 202 3 * Cardiovascular diseases (such as congestive heart

failure and coronary artery disease)
Moderate or severe immune compromise*
Diabetes mellitus

Neurologic or neuromuscular conditions
Kidney disorders

Liver disorders

* May receive single dose of RSV
. . h d decisi Hematologic disorders
vaccCine using share €cision Other underlying conditions that a health care

maki ng. provider determines might increase the risk for severe
respiratory disease

e Adults > 60 years old

Other factors associated with increased risk

e Frailey'

e Advanced age§

* Residence in a nursing home or other long-term care
facility

* Other underlying factors that a health care provider
determines might increase the risk for severe
respiratory disease




AMDA —PALTC ( Post Acute Long Term Care)

Findings Task Force June 9 2023

e Neither vaccine has been adequately evaluated in the PALTC population.
e Limited or no data on vaccine response in frail individuals.

e Duration of immunity is unknown.

e More follow-up data on safety is needed.

Recommendations
1. Recommend use of the licensed RSV vaccines through a shared-decision making process.
2. Continuation of clinical trials of the RSV vaccines across several vaccine seasons

3. Recommend studies of PALTC residents, frail individuals, individuals at >80 years of age
4. No for support quality metrics targeting uptake of RSV vaccine

5. It is premature to consider clear support for vaccination across the 60+ age group.



How to Assess Risk - Benefit

* Benefits- protection against lower respiratory tract RSV illness and
serious illness

 Risk of serious disease increases with age, comorbidities, frailty

* |ssues/Risk
* Cost - S250- should be covered under Medicare part D

* Harm
* Possible increase rate of Afib
e Possible increase in GBS — 10-20 per million doses



Population based rates of RSV Infection in LTCF

* 2017-18 650/100,000 (95% Cl; 331-968)
* 2018-19 540/100,000 (95%Cl; 234-845)
* 2019-20 456/100,000 (95% Cl; 186-725)

* 3 years combined 550/100,000 (95% Cl; 377-722)



Immunologic Response to RSV vaccine

RSV A2 Neutralizing Response
GMFR 12.8 15.5
2500 +
|_
S
(O]
250: -
25 -
DO D30 DO D30
LTCF

Clinic
Enrolled

Community -76
St Ann’s Community -38

Highlands of Brighton -38



Conclusions

* It is hard to do research and especially interventional trials in LTCF

e Residents of LTCF should be involved in trials if the disease affects
LTCF residents

* It is the right thing to do

* Ethically
* Practically- a great product may not be adopted

e Although challenging the rewards of doing research in this population
are great!



Thank you!

Questions?
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