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Today’s Focus:

Discuss the available data on the Johnson & Johnson 
single-dose Janssen COVID-19 vaccine’s effectiveness 
and safety.
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Format for Today’s Webinar 

1:00 pm: Introductions

1:05 pm: Interview with John Grabenstein, Mitch Rothholz, 
and Dan Zlott

1:25 pm: Open Forum: A Minute for Your Thoughts

1:50 pm: Wrap Up: Review of APhA’s Ongoing Activities and 
What’s Coming 
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• Use the Questions field on the GoToWebinar toolbar to submit 
comments and questions related to the topic discussion.

• We will try to get to as many comments and questions as 
possible!  

• Refer to the Handout in the GoToWebinar toolbar to access 
today’s slides.

Open Forum Ground Rules
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Discussion with John Grabenstein, Mitch Rothholz, 
and Dan Zlott

Discuss the available data on the Johnson & Johnson 
single-dose Janssen COVID-19 vaccine’s effectiveness 
and safety.



Source: NY Times, 25 Feb 21, Page A1, 
www.nytimes.com/interactive/2021/02/25/
us/nursing-home-covid-vaccine.html



Vaccine Sponsor BioNTech with Pfizer ModernaTX USA Janssen Vaccines 
(division of J&J)

Designator BNT162b2, tozinameran mRNA-1273 Ad26.CoV2.S

Vaccine Type mRNA mRNA Adenovirus 26 vector

Product Features Lipid nanoparticle 
dispersion

Lipid nanoparticle dispersion Replication-incompetent 
adenovirus type 26

Production Medium 
(origin)

Cell free (synthetic) Cell free (synthetic) PER.C6 (human)

Dose 30 mcg in 0.3 mL 100 mcg in 0.5 mL 5x10
10

viral particles in 0.5 mL

Route + Regimen IM: Days 0 + 21 IM: Days 0 + 28 IM:  single dose

Expected Packaging Frozen liquid. 6-dose vial, 
no preservative

Frozen liquid. 10-dose vial,    
no preservative

Applying for 15-dose fill.

Liquid suspension, 5-dose vial, 
no preservative

Expected Storage & 
Handling Conditions

Ship, store with dry ice.  
Under FDA review

@ 2-8°C < 5 d. 
Rm temp: Dilute, use in 6 h

Ship @ -20°C. 
@ 2-8°C < 30 d. 

Unpunctured: RmTemp <12 h
Punctured: < 6 h

@ 2-8°C up to 3 months. 
Unpunctured: 9-25°C < 12 h 

Punctured: 2-8°C < 6 h or 
room temp (max 25°C) < 2 h

25 Feb 21

COVID-19 Vaccines:  Product Descriptions

Sources: FDA and company reports.
www.fda.gov/advisory-committees/advisory-committee-calendar at Dec 10, Dec 17, Feb 26



Vaccine Sponsors BioNTech with Pfizer ModernaTX USA
Janssen Vaccines 
(division of J&J)

Designator BNT162b2, tozinameran mRNA-1273 Ad26.CoV2.S

Vaccine Type mRNA mRNA Adenovirus 26 vector

Dosing Regimen Days 0 + 21 Days 0 + 28 Single dose

# of Volunteers 12-55, 56-85  :  40,277 18-64, 65+  :  30,351 18-59, 60+  :  43,783

Efficacy, overall
95.0%   (CI: 90, 98%), 

starting  7 d after Dose 2
94.1%  (CI: 89, 97%),

starting 14 d after Dose 2
66.9%   (CI: 59, 73%)

Starting 14 d after Dose 1

Efficacy, stratified 
by age

56+ y/o:   93.7% (81, 99%)
16 to 55:  95.6% (89, 99%)

65+ y/o:  86.4% (61, 96%)
18 to 64: 95.6% (91, 98%)

60+ y/o:   76.3% (62, 86%)
18 to 59:  63.7% (54, 72%)

Additional 
analyses

Severe disease:  89% (20%, 99%)  
Betw Doses 1-2: 52% (30%, 68%)

Severe disease:  100% (CI ?)

Between Doses 1-2: 80% (55, 
92%)

Severe disease: 85% (54, 97%)
Overall: US 72%, LA 66%, SA 57%

Asymptomatic 
infection

Being evaluated
Between Doses 1-2: 14 vs 38 
(0.1% vs 0.3%), nasal swabs

Beyond Day 29, suggestion of 60% 
reduction, PCR or serology

25 Feb 21

COVID-19 Vaccines:  Evidence for Efficacy

Sources: FDA and company reports.

www.fda.gov/advisory-committees/advisory-committee-calendar at Dec 10, Dec 17, Feb 26



Vaccine 
Sponsors

BioNTech with Pfizer ModernaTX USA
Janssen Vaccines 
(division of J&J)

Designator BNT162b2, tozinameran mRNA-1273 Ad26.CoV2.S

Vaccine Type mRNA mRNA Adenovirus 26 vector

Safety

Common: inj-site rxns (84%), 
fatigue (63%), headache (55%), 
muscle ache (38%), chills (32%), 

joint ache (24%), fever (14%)

Common: inj-site pain (92%), 
fatigue (69%), headache (63%), 
muscle ache (60%), joint ache 

(45%), chills (43%)

Common: inj-site pain (49%), 
headache (39%), fatigue (38%), 

muscle ache (33%)

Grade 3 Events Fatigue 3.8%, headache 2.0%
Fatigue 10%, muscle ache 9%, 
joint pain 5%, ha 5%, pain 4%

Fatigue 1%, muscle ache 1%, any 
systemic 1.8%

Serious Adverse 
Events (AEs)

Serious AEs: 0.0% to 4.6%. 
More often after Dose 2 than 1.
SAEs if 56+ (≤3%) vs ≤55 (≤5%).

No meaningful imbalances

Severe AEs: 0.2% to 9.7%.
More often after Dose 2 than 1.

Fewer SAEs if 65+ y/o
No meaningful imbalances

Serious AEs: 0.4% to 0.4%

SAEs if 60+ (0.5%) vs ≤60 (0.3%).
No meaningful imbalances

Deaths 2 vaccine vs 4 control arm 6 vaccine arm vs 7 control arm 3 vaccine vs 16 control arm

For discussion Bell’s palsy:  4 vs 0 Bell’s palsy:  3 vs 1 Bell’s palsy:  2 vs 2

25 Feb 21

COVID-19 Vaccine Candidates: Evidence for Safety

Sources: FDA and company reports.

www.fda.gov/advisory-committees/advisory-committee-calendar at Dec 10, Dec 17, Feb 26



American Pharmacists Association

Minimizing COVID-19 Vaccine Dose Variability 

15 on 19: Understanding Dead Space
0.25 hrs CPE
• A quick, but in depth, review of the concept of dead 

space & why it matters
• Tips on techniques to get as many doses out of each 

vial of COVID-19 vaccine as possible

Maximize the Doses in Each Vial

https://www.pharmacist.com/sites/default/files/audience/APhACOVIDMinimizingDoseVariability_web_0121.pdf
https://elearning.pharmacist.com/products/6371/15-on-covid-19-02-01-2021-understanding-dead-space
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Which of the following factors is MOST important to 
you for receiving a COVID-19 vaccine?

a. Prevention of any COVID-19 infection

b. Reduction in severe COVID-19 infection

c. Reduction in hospitalizations due to severe COVID-
19 infection

d. Helping to achieve herd immunity

Polling Question 



American Pharmacists Association

Open Forum Discussion: 
A Minute for Your Thoughts

Comments, Questions, Feedback
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Review of APhA’s Ongoing 
Activities and What’s Coming
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G

February 28 – March 1, 2021
Emergency ACIP Meeting. No 

registration is required.

Meeting times: Feb 28, 11:00am –

4:00pm EST; March 1, 11:00am –

3:00pm EST (times subject to 

change).
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Check your inbox for 
yesterday’s Legislative 
and Regulatory Update! 
– sent exclusively to APhA 

members 

Join APhA Today! 

https://www.pharmacist.com/your-membership-outlook
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COVID-19 Resources:
• New! Pharmacists’ Referrals for 

Monoclonal Antibody Treatment –
Assessing patients for potential 
COVID-19 treatment with 
monoclonal antibodies

• Reimbursement for Administration 
of COVID-19 Vaccine(s) – What We 
Know

Check out the library of practice resources here

https://www.pharmacist.com/coronavirus/practice-resources
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COVID-19 Education Opportunities – CE Available
Moderna Vaccine Overview
1 hr CPE
• Review everything that you need 

to know for the Moderna vaccine
• Mechanism of action
• Safety info
• Updated storage and handling 

recommendations
• Tips on overcoming vaccine 

hesitancy

https://elearning.pharmacist.com/products/6380/moderna-covid-19-vaccine-mrna-1273


APhA2021 Virtual

Earn essential CPE credits during four days of
inspiring live and recorded sessions exploring the latest  
updates in pharmacy practice and cutting-edge 
science.

**10+ hours of BCACP Recertification credit available**

Connect with peers and join thought leaders in 
determining pharmacy’s future through the late 
stages of the pandemic and beyond. 

Register by THIS SUNDAY, February 28 for early bird
rates.

https://apha2021.pharmacist.com/

Mark Your Calendars! 
March 12-15, 2021

https://apha2021.pharmacist.com/
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Post on ENGAGE
Pharmacy’s Response to COVID-19

POST your questions

SHARE your lessons learned

SUPPORT your colleagues

ACCESS the latest information

What are you doing 
to prepare your 
practice for the 

COVID-19 vaccines?

What barriers 
do you 

anticipate or 
face currently? 
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Join Us!
CE Available - Thursday, March 4, 1-2pm ET

Public Health Partnerships in Practice: Collaborative 
COVID-19 Vaccination Efforts

Register Here

Today’s webinar recording and slides will be 
available within 24hrs

https://www.pharmacist.com/coronavirus/weekly-webinars

https://elearning.pharmacist.com/products/6404/public-health-partnerships-in-practice-collaborative-covid-19-vaccination-efforts
https://www.pharmacist.com/coronavirus/weekly-webinars

