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GSK Postmarketing Committments for RZV 

 To assess the safety, reactogenicity and immunogenicity of RZV in adults 
≥50 years of age with a prior episode of Herpes Zoster
(Protocol submission: Q2, 2018 | Study complete:Q4, 2020) 

 A targeted safety study to evaluate the safety of RZV in adults ≥50 years 
(Protocol submission: Q4, 2020 | Study complete:Q2, 2024)

 A study to assess the long-term efficacy, immunogenicity and safety of   
RZV in adults ≥50 years of age
(Protocol submission: Q4, 2021 | Study complete: Q3, 2023 )

https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM581750.pdf

https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM581750.pdf


RZV Safety



Vaccine Adverse Event Reporting System (VAERS)1

Strengths

 National data 

 Accepts reports from anyone

 Rapidly detects safety signals 

 Can detect rare adverse events

 Data available to public

Limitations

 Reporting bias 

 Inconsistent data quality and 
completeness

 Lack of unvaccinated comparison group

 Generally cannot assess causality
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1 Co-managed by CDC and FDA (http://vaers.hhs.gov) 

As a hypothesis generating system, VAERS identifies potential vaccine safety 
concerns that can be studied in more robust data systems

http://vaers.hhs.gov/


Reports to VAERS 
following RZV

1 Total reports received 1,963 (lag time involves processing, MedDRA coding, data entry, and quality control)
2 Serious reports are based on the Code of Federal Regulations if one of the following is reported: death, life-threatening illness, hospitalization or prolongation of hospitalization or permanent disability 

Reports to VAERS following RZV

Total reports1 680

Female 430 (63%)

Non-serious2 649 (95%)

Death 5 (1%)

Age group

50–59 years 145 (21%)

60–69 years 278 (41%)

70–79 years 143 (21%)

80+ years 35 (5%)

Unknown 79 (12%)

Reporter type

Patient or caregiver 129 (19%)

Health care professional 296 (45%)

Vaccine manufacturer 228 (34%)

Other 27 (4%)

 From Oct 20, 2017–Apr 27, 2018,
n= 680 reports

 No unusual patterns or unexpected 
adverse events 

 48 (7%) involved co-administration with ≥1 
additional vaccines:

• Pneumococcal polysaccharide (14)
• Pneumococcal conjugate (12)
• Quadrivalent inactivated influenza (7)
• Tdap (tetanus, diphtheria, acellular pertussis) (6)
• Adjuvanted inactivated influenza (1)



Most common symptoms in 
reports to VAERS following RZV, 
Oct 20, 2017–Apr 27, 2018

MedDRA1 Preferred Term2 (symptom)
Injection site pain (25% of reports) 

Pyrexia (22%)

Injection site erythema (21%)

Chills (19%)

Pain (17%)

Headache (16%)

Pain in extremity (15%)

Injection site swelling (14%)

Erythema (10%)

Myalgia (10%)

Rash (10%)

Injection site warmth (9%)

Nausea (8%)

Herpes zoster (7%)

Rash, erythematous (6%)
1 Medical Dictionary for Regulatory Activities (https://www.meddra.org/)
2 More than one MedDRA Preferred Term (symptom) may be assigned to a VAERS report 
(i.e., not mutually exclusive) 

https://www.meddra.org/


Linked by unique IDs
Data are linked and kept at each site, not at CDC

Patient
characteristics

Health outcomes
(Hospital, emergency department, 

outpatient)

Vaccination
records

Vaccine Safety Datalink (VSD)

 Established in 1990
 Collaboration between the CDC and several integrated healthcare plans
 Data on over 10 million persons per year (~3% of U.S. population)
 Links vaccination data to health outcome data



Vaccine Safety Datalink (VSD) monitoring for RZV
 As of May 31, 2018, 37,303 total doses of RZV administered at the 6 

VSD sites that are participating in safety monitoring 
• 35,431 first doses, 1,872 second doses

 VSD Rapid Cycle Analysis (RCA) protocol under review at VSD sites
• First data extraction anticipated in early August 2018 with a 3 month lag for risk 

windows (i.e., doses administered up to April 2018)

 VSD monitoring for RZV includes:
• High priority short-term RCA outcomes (e.g., Guillain-Barré syndrome, 

anaphylaxis, acute myocardial infarction)

• Lower priority short-term outcomes for descriptive analysis (e.g., gout, local and 
systemic reactions)

• Longer term outcomes (e.g., potential immune-mediated diseases)
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Vaccine administration errors involving RZV1

10
1 Shimabukuro TT, Miller ER, Strikas RA, et al. Notes from the Field: Vaccine Administration Errors Involving Recombinant Zoster Vaccine — United States, 2017–2018. MMWR Morb Mortal Wkly
Rep 2018;67:585–586. DOI: http://dx.doi.org/10.15585/mmwr.mm6720a4

http://dx.doi.org/10.15585/mmwr.mm6720a4


CDC Communication regarding Administration Errors
& RZV Reactogenicity

Provider outreach
 MMWR
 CME-”You call the shots”
 Medscape video
 Web pages
 Webinars and conferences
 Fact sheets

Public outreach
 Vaccine Information sheet (VIS)
 Web pages
 Fact sheet



Fact Sheets for Healthcare Providers

CDC.gov/shingles/multimedia



RZV Effectiveness



RZV Effectiveness
 CDC and partners are exploring opportunities to study the real-world vaccine 

effectiveness of RZV via:
 Large health systems
 Administrative claims data

 Objectives: to evaluate vaccine effectiveness of 1 & 2 doses of RZV among:
 Adults ≥50 years 
 ZVL recipients  
 Immunocompromised



Zoster Vaccine Coverage & 
2 dose Completion



Coverage and 2 dose Completion

Monitoring
System Description

Coverage/
Uptake

2-dose 
Completion

TIPS
Trendsin Immunization Practice System

Immunization
Information Systems

 

NHIS
National Health Interview Survey

Survey  

BRFSS
Behavioral Risk Factor Surveillance System

Survey 

VSD
Vaccine Safety Datalink

Electronic Health Record  



RZV Vaccine Supply Status
 Due to high levels of demand for RZV (Shingrix), GSK has implemented 

order limits and providers have experienced shipping delays which will 
continue throughout 2018

 GSK indicates they have increased the number of doses available for the 
U.S. market in 2018
 GSK plans to release doses to all customer types on a consistent, predictable 

schedule for the remainder of the year
 Supply of RZV is sufficient to support the vaccination of more patients in the 

U.S. than were vaccinated against shingles last year



CDC Clinical Guidance for Herpes Zoster Vaccination
 Recombinant Zoster Vaccine (Shingrix, GSK) is the preferred shingles vaccine. Every 

effort should be made to ensure that two doses are administered within the 
recommended interval. If more than 6 months have elapsed since the first dose of 
RZV, administer the second dose when possible. Do not restart the vaccine series and 
do not substitute Zoster Vaccine Live (ZVL) for the second dose of RZV.

 Zoster Vaccine Live (Zostavax™, Merck) is a recommended shingles vaccine for 
immunocompetent adults ≥60 years. A decision to vaccinate with ZVL may be made 
after an informed discussion between patient and healthcare provider, considering 
factors such as patient preference for ZVL or a desire for immediate vaccination when 
RZV is unavailable. Persons who have received ZVL are recommended to 
subsequently receive RZV. Age and time since receipt of ZVL may be considered to 
determine when to vaccinate with RZV (minimum interval of 8 weeks).



Summary
 Safety- VAERS, VSD
 Effectiveness- large health systems and administrative claims
 Coverage & Adherence- Immunization Information Systems, surveys, 

electronic health records 

 Evidence of safety and effectiveness of herpes zoster vaccine use in 
immunocompromised persons is currently being reviewed



Questions?
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Reports to VAERS of death following RZV, 
Oct 20, 2017-Apr 27, 2018 (n=5)

Age
(years) Sex

Time from 
vaccination to 
death (days)

Other co-
administered

vaccines
Cause of death as listed by death 
certificate or autopsy report

60 Male 30 None Acute respiratory distress syndrome; MRSA 
sepsis; zoster (chronic immunosuppression)

83 Female 2 None Myocardial infarction

65 Female 1 None Hypertensive and atherosclerotic vascular 
disease

62 Male 0 None Probable complications of coronary artery 
disease

65 Female 0 None Hypertensive and atherosclerotic vascular 
disease
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