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Monthly Status Report Lukos, LLC

Supporting Vaccine Adverse Event Reporting, Clinical Immunization Safety Assessments, and the V-Safe Pregnancy Registry 
(VAERS, CISA)

Date:  March 8, 2023
Contract ID: 15135
Reporting Period: February 1 – February 28, 2023

I. Task 2 VAERS Clinicians, Task 4 VAERS project coordinator

a. Accomplishments
Task Outcome/Accomplishment

Total Assigned cases (all abstractors) 16,607 Cumulative 

Total Incomplete/No Abstraction Status (awaiting 
medical records) 

487

February Assigned abstraction cases 1,977

February Completed abstraction/adjudication cases 1,392

Onboarding/Training new hires All active abstractors are trained and functioning 
independently 

b. Status of on-going projects 
Project Status

Shoulder Injury after Vaccine Administration (SIRVA) New project
3 abstractors assigned, trained, and accepting 
assignments
612 cases assigned

Death Project New project
Project coordinators worked with CDC staff to 
update abstraction form in REDCap
12 abstractors selected
Pilot completed with 2 abstractors and feedback 
used to modify abstraction form
Anticipated start date 3/6/2023 with almost 
18,000 cases to be reviewed

Coagulopathy Project 794 cases assigned; additional 1,450 cases 
pending for 3/2023

Monkeypox Abstraction 98 reports with 2 completed abstractions; 
project continuing through Mar 2023 (at least)

Pregnancy Ongoing abstraction of 628 cases for mother and 
infant AESI’s

Bivalent COVID/ Influenza Co-Administration project Ongoing project
129 newly assigned cases

Stroke Project Ongoing project
118 additional cases assigned with 75% 
completion rate in preparation for Advisory 
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Committee on Immunization Practices meeting 
February 22-24, 2023

Quality Control De-duplication of cases underway

c. Challenges/barriers and proposed solutions
Challenges/barriers Proposed solutions

None identified

II. Task 3 CISA Physicians: February 2023 

a. Accomplishments

Task Outcome/Accomplishment
Clinical on-call assignments Available for consultations/projects during assigned hours

Case/Work Assignments
(Cases include - Triage only, Clinician Assist, Enhanced 
inquiry, mini consult, or Full consult) 

CISA’s research coordination
o eClearance of abstracts, 

presentation slides and 
manuscripts

o DQHP clearance of concept 
proposals (CP)

o Follow-up on the regulatory 
requirement and sevier adverse 
events (SAE) reporting of CIAS’ 
research projects

o Attend and follow-up on action 
items from standing and ad hoc 
research calls with Duke and 
Vanderbilt Universities

Shoulder Inquiry Related to Vaccine 
Administration (SIRVA) working group
Note taking:

o Meeting of the advisory committee 
on immunization practices (ACIP) – 
2/24/2023

Vaccines and related biological products advisory 
committee (VRBPAC) meeting – 2/28/2023

Participate in and take notes on CISA IgA 
nephropathy consult

Participate in and take notes on CISA HHE consult

cases/inquiries 19 completed/in-progress

Submitted and got cleared through eclearance
1. Apnea after 2-month Vaccinations in Hospitalized 

Preterm Infants: A Randomized Clinical Trial
2. Preventing Post-Vaccination Presyncope and Syncope in 

Adolescents Using Simple Clinic-Based Interventions: a 
Randomized Controlled Trial (NCT04772755)

3. Surveillance for multisystem inflammatory syndrome in 
U.S. children aged 5-11 years who received Pfizer-
BioNTech COVID-19 vaccine, November 2021March 
2022

4. Evaluation of association of anti-PEG antibodies with 
anaphylaxis after mRNA COVID-19 vaccination

Submitted and got cleared through DQHP share point:
1. Preventing Post-Vaccination Presyncope and Syncope in 

Adolescents Using Simple, Clinic-based Interventions
2. Evaluation of association of anti-PEG antibodies with 

anaphylaxis after mRNA COVID-19 vaccination'
3. Apnea after 2-month Vaccinations in Hospitalized 

Preterm Infants: A Randomized Clinical Trial
Assessed severity and their relationship to study product of 
reported SAEs
Reviewed SIRVAs reported to VAERS
ACIP and VRBOC notes

Night coverage as scheduled Completed trainings and projects during night coverage when 
not actively receiving EOC calls.
Provided written response and communication with provider 

List cases involved in the reporting month: IgA nephropathy case – consult
o Presented consult
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(List # of total cases- specify Completed vs. In 
Progress) (Specify type of case:  Full consult/Mini 
consult/Enhanced inquiry/Clinician assist 
inquiry/Triage only clinician assist inquiry)- 
Description below)

ADEM following 2 month vaccines – 
o 1 part of response sent – waiting for further clinical 

information for second response
Meningoencephalitis following mening and tdap vaccination – 
going to consult
ITP following COVID-19 infection – clinician assist
Lethargy after Kinrix and Proquad – enhanced inquiry

Trainings/education: 

Attended the National Vaccine Advisory Committee Meeting on 
February 2 and February 3 
Attended 2 CISA case consults 
Monthly Loyal Source Team meeting 
Attended NCEZID Virtual All Hands Meeting
Attended CDC Moving Forward Webinar (Workforce Priority 
Actions)
Attended CDC Moving Forward Webinar (Policy and Strategy 
Priority Actions)
DTaP/DT and Tdap/Td Vaccines Continuing Education Session 
Influenza Continuing Education Session 
Attended 3 days of ACIP meetings 
Attended FDA VRBPAC meeting 
Attended NCEZID DEIBA Council's Roundtable: What the World 
(and our workplace) Needs Now is LOVE: DEIBA--What LOVE 
Looks Like!

Special Meetings
Standard calls - CISA AM/PM calls and CISA site calls Discuss daily cases/inquiries on the CISA tracker
NVAC (National vaccine advisory committee) meeting 
(2/2, 2/3)
CDC ACIP meeting  (2/22-2/24)
FDA VRBAC meeting- RSV vacc (2/28- 3/1)

discussion of covid vaccine myocarditis risks

-discussion of Mpox Jynneos vaccine myocarditis risks
-discussion of safety and efficacy of two RSV vaccines

COCA Call on Feb 09 Evaluating and Supporting Children and Adolescents with Post-
COVID Conditions 

CISA WG2 Issues Discussion Influenza Evid Topic on
CISA COVID Babies Research Study Meetings Ongoing research meeting
CISA Moving Forward Webinar on 2/1 MOVING follow-up 
CISA Research Coordination Standing Meeting
CISA (Vanderbilt) Call, Monday – Thursday 10:00am 
ET
CISA (Vanderbilt) Call, Friday 10:30am ET
CISA RZV and allV4 Standing Call 
CISA COVID Babies/CISA COVID Peds Standing Study 
Call 
CISA Admin Call with Duke University Medical Center

o Shingrix/Flu SAE Discussion
o COVID/Flu

Discussion: 
1. Safety of simultaneous mRNA COVID-19 vaccine with other 

childhood vaccines in young children (pending) 
2. Safety of Pediatric COVID-19 Vaccination (NCT05157191)
3. Simultaneous mRNA COVID-19 and Quadrivalent Inactivated 

Influenza Vaccine (IIV4) Vaccination Study (NCT05028361) 
4. A Prospective Observational Study to Evaluate the Safety of 

COVID-19 Vaccination in Pregnant Women (NCT04826640)
Safety of Simultaneous Vaccination With Zoster Vaccine Recombinant 
(RZV) and Quadrivalent Adjuvanted Inactivated Influenza Vaccine (aIIV4) 
(NCT05007041)

Scheduling/Coordination between CDC and 
Contractor Physician 

Ongoing 

View 2023 Koplan Global Leadership in PH Lecture: 
COVID-19 in Africa
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b. Status of on-going projects

Project Status
Suspect cardiac arrest consult
-date set for consult 
-review literature
-prepare for VAERS search
Steven-Johnsons syndrome post flu vaccination
-communicate with inquirer
-review materials in VAERS report

Inadvertent MMR vaccine administration in 
immunocompromised child 
-presented to leadership
-prepare presentation to entire CISA team

Deep dive allergy project
-analyze data and summarize results
-work on excel data sheet

Ongoing

Ongoing 

Ongoing

Ongoing

1. Manuscript: Reporting patterns of vaccine 
adverse events by reporter type in the Vaccine 
Adverse Event Reporting System (VAERS) 

Reports of Shoulder Inquiry Related to Vaccine 
Administration in the Vaccine Adverse Event 
Reporting System, 2018-2022

Data review and analysis

MOVING Project Immunocompromised Patient Guidance
Clinical Coordinator Role Working with CDC supervisors and Medical Officers 
MOVING study, 1 year follow up interviews Attend several meetings, spent time contacting providers to 

setup interviews, participate in interviews with cardiologists, 
enter survey answers in RedCap database, enter data on Excel 
tracker for MOVING Study
Total # of cases to work through= 17 cases

Review of Serious Adverse Event (SAE) reports of 
Simultaneous RZV and aIIV4 Vaccination Study 

Assessment of SAE

COVID adult study Active participation in call and review of meeting minutes

COVID vaccine research studies Ongoing

CISA COVID Babies Research Study Ongoing meeting every other week

Pregnancy Registry COVID-19 Vaccine Study 
Review and assess Maternal COVID study SAE

Ongoing; Started participating in meetings 

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
none 
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d. Accomplishments

Task Outcome/Accomplishment
Clinical on-call assignments Available for consultations/projects during assigned hours

Case/Work Assignments
(Cases include - Triage only, Clinician Assist, 
Enhanced inquiry, mini consult, or Full consult) 

12 (twelve) cases/inquiries completed/in-progress

Night coverage as scheduled Completed trainings during night coverage when not actively 
receiving EOC calls.
Provided written response and communication with provider 

Coordinated CISA’s research portfolio
o eClearance
o Regulatory requirement
o Safety (SAE)
o Action items

HHE and DTaP Consult Planning for Feb 8
Note taking for the vaccines and related biological 
products advisory committee (VRBPAC) meeting

Submitted for clearance
o Outcomes of Myocarditis after mRNA COVID-19 

Vaccination
o Effects of SARS-CoV-2 on the Young Heart: COVID 

and MIS-C and Vaccines...oh my!
Assess severity of reported SAEs and their relationship to 
study product

Onboarding/Training new hires

Read all referenced publications from CISA site calls.
For practice, attempted to replicate recent inquiry 
response/soaps to see if I got same results for VAERS and Pub. 
Med searches.
Did Cybercare readings and meetings.
Read many “Continuing Education” sites.
Reviewed mpox/Jynneos

Trainings/education 

Listened to Ebola: Clinical Presentation, Evaluation, and 
Infection Prevention
Pink Book Web-on-Demand Series: completed several and 
obtained CE credit on TEO 
Review of IOM 2012 materials
Review of ICC precautions and contraindications for vaccines
Papers shared by the team related to blue leg syndrome, IgA 
nephropathy, guidance on dtap and pertussis immunizations, 
up to date information related to cases
Review MMWRs: safety monitoring of bivalent COVID-19 
mRNA booster doses among children aged 5-11 years; vaccine 
coverage by age 24 months; epidemiology of human mpox 
worldwide; reasons for not/receiving bivalent COVID-19 
booster vaccination among adults

Special Meetings
Standard calls - CISA AM/PM calls and CISA site 
calls 

Discuss daily cases/inquiries on the CISA tracker

Attended FDA VRBPAC meeting 1/26/23 Took notes on COVID-19 epi, strategies for future boosters, 
and listened to committee discussion on updating vaccination 
strategies 
Listened to presentations on current vaccine safety issues

 COCA Call:  Updates to COVID-19 Testing and 
Treatment for the Current 
SARS-CoV-2 Variants

Up to date on COVID-19 epi and current variants, CDC testing 
guidance, and NIH and IDSA COVID-19 treatment guidelines

CISA WG2 Issues Discussion Influenza Evid Topic on
CISA COVID Babies Research Study Meetings Ongoing research meeting
Advisory Commission on Childhood Vaccines 
(ACCV)

Updates on childhood vaccination
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CISA Research Coordination Standing Meeting
CISA (Vanderbilt) Call, Monday – Thursday 10:00am 
ET
CISA (Vanderbilt) Call, Friday 10:30am ET
CISA RZV and allV4 Standing Call 
CISA COVID Babies/CISA COVID Peds Standing 
Study Call 
CISA Admin Call with Duke University Medical 
Center

o Shingrix/Flu SAE Discussion
o COVID/Flu

VRBPAC meeting, January 26, 2023

Discussion: 
5. Safety of simultaneous mRNA COVID-19 vaccine with 

other childhood vaccines in young children (pending) 
6. Safety of Pediatric COVID-19 Vaccination (NCT05157191)
7. Simultaneous mRNA COVID-19 and Quadrivalent 

Inactivated Influenza Vaccine (IIV4) Vaccination Study 
(NCT05028361) 

8. A Prospective Observational Study to Evaluate the Safety 
of COVID-19 Vaccination in Pregnant Women 
(NCT04826640)

Safety of Simultaneous Vaccination With Zoster Vaccine Recombinant 
(RZV) and Quadrivalent Adjuvanted Inactivated Influenza Vaccine 
(aIIV4) (NCT05007041)

Scheduling/Coordination between CDC and 
Contractor Physician 

Ongoing 

e. Status of on-going projects

Project Status
Manuscript: Reporting patterns of vaccine adverse 
events by reporter type in the Vaccine Adverse 
Event Reporting System (VAERS)  

Discussed on the data analysis plan

MIS-C projects for < 5yo age Completed two PPT presentations for future adjudication of 
MIS-C cases <5 yo

MOVING study, 1 year follow up interviews Attend several meetings, set up DCIPHER, DCIPHER 101 
training, send emails to providers to setup interviews, 
participate in interviews with cardiologists, enter survey 
answers in RedCap database, enter data on Excel tracker for 
MOVING Study

Clinical Coordinator Role Working with CDC supervisors and Medical Officers 
Allergy deep dive Review and analyze cases of anaphylaxis after covid vaccines 

reported in VAERS - ongoing
Review of Serious Adverse Event (SAE) reports of 
Simultaneous RZV and aIIV4 Vaccination Study 

Assessment of SAE

COVID adult study Active participation in call and review of meeting minutes
COVID vaccine research studies Ongoing
CISA COVID Babies Research Study Ongoing meeting every other week

Inadvertent MMR vaccine administration in 
immunocompromised child 
-prepare powerpoint document summarizing the 
case and followup information
-review the power point document with CDC 
physician and revise according to suggested 
changes
-prepare presenting to CISA leadership

Ongoing  

f. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions

none 
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III. Task 5 Pregnancy medical officer/epidemiologist, Task 6 Pregnancy clinician

a. Accomplishments
Task Outcome/Accomplishment

Medical record abstractions 38  initial abstractions completed (counted at the dyad level)
Medical record re-abstractions 8  re-abstractions
Medical record “backfills” 13 Backfilled records
HTN review 14  records were reviewed for hypertensive disorders during pregnancy 
Abstraction-re-abstraction 
Comparison

Completed comparison tool for 17 records for the January comparison tool

Medical record reconciliation Completed reconciliation for 13 records for the January comparison tool

ICD-10 Vpoint Assignment of ICD-10 codes to infant conditions for approximately 3000 
participants (1000 each per Lukos clinician)

ICD-10 Vpoint tier 1.5 review QC Review of CDC FTE clinician’s assignment of ICD-10 codes to infant 
conditions for approximately 2800 records (split between 3 Lukos clinicians)

ICD-10 Vpoint for multiples Assignment of ICD-10 codes to infant conditions for approximately 255 
participants who had a multiple gestation pregnancy

Clinical adjudication of birth defects 
with medical record data (medical 
record abstraction [MRA] Vpoint)

Provided specific feedback on changes needed in a Microsoft Access tool 
that was developed to aid in the clinical adjudication of birth defects- 
changes were agreed upon and adopted
For round 2/7/23 adjudicated 63 records
For round 2/14/23 adjudicated 34 records

Quality control checks Reviewed data for all pregnancies with multiple gestation for whom 
medical records were abstracted to ensure consistency of data abstraction 
across fetuses/infants.  Specific QC variables addressed:  Date of birth and 
pregnancy outcome; Diagnosis dates for BD

Birth defect paper appendix Wrote appendix of infant conditions for paper being written on birth 
defects

Resolution of performance review 2 Lukos clinicians under review have been retained

b. Status of on-going projects 
Project Status

V-safe pregnancy registry extended 
follow-up 

Started interviews in mid-November-ongoing
Interviews have begun by Abt and are ongoing

Clinical adjudication of birth defects 
with medical record data (medical 
record abstraction [MRA] Vpoint)

Meet weekly to discuss cases for clinical adjudication of birth defects using 
medical record data with three birth defect subject matter experts; specific 
topics addressed regarding coding:  PFO vs ASD; PDA; hydronephrosis; 
hemangioma
Inclusion criteria for certain birth defects discussed within the adjudicators 
and SOP updated-ongoing

NICU admission, Infant Hospitalization 
analysis

Meeting weekly with data analysts from Abt Associates to discuss and 
direct the analysis of the NICU admission & Infant hospitalization project-
ongoing

Risk of stillbirth following maternal 
COVID-19 vaccination

Analysis completed; a draft has been written; waiting for review by OB 
SME; still ongoing
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1.  Hypertensive disorders during 
pregnancy & COVID-19 
vaccination

2. Maternal ICU admission among a 
cohort of vaccinated pregnant 
people

Completing medical record abstractions
SOP for HTN comparison is being developed
Ongoing

Infant NICU admission, infant 
hospitalization, and neonatal 
mortality

Working with Abt Associates to direct the analysis; still ongoing
Progress being made on draft of analysis
All records for infant deaths have been abstracted

Pregnancy outcomes among people 
with COVID-19 after COVID-19 
vaccination

Waiting on code review by data analysts and then need data to be 
replicated 

Review of medical records for birth 
defect adjudication

Ongoing

Clinical Review of Birth defects Ongoing
Medical record abstraction and 
reabstraction

Ongoing

c. Challenges/barriers and proposed solutions
Challenges/barriers Proposed solutions

Performance review feedback process and metrics  We are beginning documentation of all meetings held 
between Lukos clinicians and CDC so as to document 
feedback and action plans delivered.
Meetings between Lukos Team Lead and CDC FTEs 
and Program leadership have been proposed in order 
to obtain more specified and directive feedback.  
Lukos Team Lead is waiting for decision regarding 
occurrence of meetings and scheduling.  Meeting still 
has not occurred.

Determination of need for cell phone for Lukos clinician in 
order to participate in interviews for extended infant follow 
up (IFU)

Pending decision from CDC leadership of purchase of 
a cell phone for clinician (most important functions 
being ability to text participants and having a number 
to provide participants to call clinician back).
Unknown solution at this time.  Anticipate calling to 
begin at the end of March 2023 or early April 2023

IV. Manning

COVID Required On hand

Task 2 VAERS physicians (OASIS Medical Officer 2022) 40 35*

Task 4 VAERS project coordinator (OASIS Program Mgr. 2022) 1 1

Task 3 CISA physicians (OASIS Medical Officer 2022) 8 8

Task 5 Pregnancy medical officer/epidemiologist (OASIS Epi VI 2022) 1 1

Task 6 Pregnancy clinician (OASIS Medical Officer 2022) 3 2*

 Monkeypox/Other

Task 2 VAERS physicians (OASIS Medical Officer 2022) 6.75 6.75

Task 4 VAERS project coordinator (OASIS Program Mgr 2022) 0.25 .25
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Task 3 CISA physicians (OASIS Medical Officer 2022) 2 2

Task 5 Pregnancy medical officer/epidemiologist (OASIS Epi VI 2022) 0.25 .25

Task 6 Pregnancy clinician (OASIS Medical Officer 2022) 0.75 .75

Totals 63 57

* Denotes new hire identified – waiting on CDC Public Trust approval
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Monthly Status Report Lukos, LLC

Supporting Vaccine Adverse Event Reporting, Clinical Immunization Safety Assessments, and the V-Safe Pregnancy Registry 
(VAERS, CISA)

Date:  April 11, 2023
Contract ID: 15135
Reporting Period: March 1 – March 31, 2023

I. Task 2 VAERS Clinicians, Task 4 VAERS project coordinator
a. Accomplishments

Task Outcome/Accomplishment

Total Assigned cases (all abstractors) 23,217 Cumulative 

Total Incomplete/No Abstraction Status (awaiting 
medical records) 

508

March Assigned abstraction cases 3,272

March Completed abstraction/adjudication cases 3,338

Onboarding/Training new hires All 42 active abstractors are trained and 
functioning independently 
4 new G2S contractors to onboard April 2023

b. Status of on-going projects 

Project Status
AESI < 18 Ongoing project

1 abstractor assigned
13 new cases assigned; 12 completed

Myocarditis all ages Ongoing project
4 abstractors assigned
39 new cases assigned; 64 completed

Thrombotic Thrombocytopenia Syndrome (TTS) Ongoing project
3 abstractors assigned
74 new cases assigned; 95 cases completed

Guillain Barre’ Syndrome (GBS) Ongoing project
1 abstractor assigned
14 new cases assigned; 17 completed

Guillain Barre’ Syndrome adjudication Ongoing project
1 abstractor assigned
11 new cases assigned; 11 abstractions 
completed

Shoulder Injury after Vaccine Administration (SIRVA) Ongoing project
3 abstractors assigned, trained, and accepting 
assignments
612 total cases assigned; 346 completed

Death Project Ongoing project
12 abstractors assigned and trained
2116 new cases assigned; 2049 completed
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Coagulopathy Project Ongoing project
12 abstractors assigned
922 new cases assigned; 765 completed

Monkeypox Abstraction 6 reports with no additional completed 
abstractions
1 abstractor assigned
Project completed

Pregnancy Ongoing project
2 abstractors assigned
661 total cases for mother and infant AESI’s; 557 
cases completed

Bivalent COVID/ Influenza Co-Administration project Ongoing project
3 abstractors assigned
129 newly assigned cases; all completed

Stroke Project Completed project
15 outstanding cases completed

Medical Records team Ongoing project
3 abstractors assigned
Enhanced performing enhanced 
surveillance/obtaining records for seizure <6, 
myo <18, coagulopathy, monkeypox, and death 
medical records

Quality Control De-duplication of cases underway
Project development begun in collaboration with 
CDC staff to embed process of quality checks into 
workflows through reeducation and peer review 
of cases

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
None identified
Quality Control De-duplication of cases underway

II. Task 3 CISA Physicians: March 2023 
a. Accomplishments

Task Outcome/Accomplishment
Clinical on-call assignments Available for consultations/projects during assigned hours
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Case/Work Assignments
(Cases include - Triage only, Clinician Assist, Enhanced 
inquiry, mini consult, or Full consult) 

Clinical on calls assignments: M – F (9:00 am 
– 5:00 pm)
CISA’s research coordination

o eClearance of abstracts, 
presentation slides and 
manuscripts

o DQHP clearance of concept 
proposals (CP)

o Follow-up on the regulatory 
requirement and sever adverse 
events (SAE) reporting of CIAS’ 
research projects

o Attend and follow-up on action 
items from standing and ad hoc 
research calls with Duke and 
Vanderbilt Universities

Shoulder Inquiry Related to Vaccine 
Administration (SIRVA) working group
Note taking:

o Meeting of the advisory committee 
on immunization practices (ACIP) 

o Vaccines and related biological 
products advisory committee 
(VRBPAC) meeting

VARES search for search of anaphylaxis reports after 
influenza vaccines in VAERS and egg allergy and 
determining based on the Brighton Collaboration 
case definitions and classification

Attended FDA VRBPAC meeting 
Immunization Safety Office (ISO)All-Hands 
Meeting
Attended CDC all hands meeting 
Attended the SARS-CoV-2: Doing Science in 
Dog Years conference 
Attended NCEZID Operational Readiness 
Listening Session
Attended March 16th Microbial Ecology 
themed journal club presented by members 
of DHQP's Microbial Ecology workgroup
Attended VAERS Search Tool Lunch and 
Learn
Attended Case Consultation: ITP following 
Pfizer COVID-19 vaccine
Monthly Loyal Source Team meeting 
NCEZID DEIBA Roundtable: Women's History 
Month--Telling Our Stories, Telling Our Truth

cases/inquiries 6 completed/in-progress

Available for consultations and other task assigned 
Submitted and got cleared through DQHP share point:

1. Concept Proposal: Exploring Mechanisms of 
Intussusception in Infants Receiving Rotavirus Vaccine

Submitted and got cleared through eclearance
1. Manuscript: Evaluation of association of anti-PEG 

antibodies with anaphylaxis after mRNA COVID-19 
vaccination

Assessed severity and their relationship to study product of 
reported SAEs
Reviewed SIRVAs reported to VAERS
ACIP and VRBOC notes
VAERS search 

Brighton Collaboration case definitions and classification of anaphylaxis 
after influenza vaccines reported to VAERS

FDA review and manufacturer presentations on Pfizer and GSK 
RSV vaccines. Safety issues include GBS, ADEM, and atrial 
fibrillation. 
ISO meeting- ISO Director, media Policy, CMO, Mpox, VAERS 
Team, CISA Project Team, and Vaccine Safety Datalink Team 
updates 
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Night coverage as scheduled Completed trainings and projects during night coverage when 
not actively receiving EOC calls.
Provided written response and communication with provider 

List cases involved in the reporting month:
(List # of total cases- specify Completed vs. In 
Progress) (Specify type of case:  Full consult/Mini 
consult/Enhanced inquiry/Clinician assist 
inquiry/Triage only clinician assist inquiry)- 
Description below)

IgA nephropathy case – consult
o Presented consult

ADEM following 2 month vaccines – 
o 1 part of response sent – waiting for further clinical 

information for second response
Meningoencephalitis following mening and tdap vaccination – 
going to consult
ITP following COVID-19 infection – clinician assist
Lethargy after Kinrix and Proquad – enhanced inquiry

IgA nephropathy case – consult
o Presented consult

ADEM following 2 month vaccines – 
o 1 part of response sent – waiting for further clinical 

information for second response
Meningoencephalitis following mening and tdap vaccination – 
going to consult
ITP following COVID-19 infection – clinician assist
Lethargy after Kinrix and Proquad – enhanced inquiry

Trainings/education: 

Attended the National Vaccine Advisory Committee Meeting on 
February 2 and February 3 
Attended 2 CISA case consults 
Monthly Loyal Source Team meeting 
Attended NCEZID Virtual All Hands Meeting
Attended CDC Moving Forward Webinar (Workforce Priority 
Actions)
Attended CDC Moving Forward Webinar (Policy and Strategy 
Priority Actions)
DTaP/DT and Tdap/Td Vaccines Continuing Education Session 
Influenza Continuing Education Session 
Attended 3 days of ACIP meetings 
Attended FDA VRBPAC meeting 
Attended NCEZID DEIBA Council's Roundtable: What the World 
(and our workplace) Needs Now is LOVE: DEIBA--What LOVE 
Looks Like!

Special Meetings
Standard calls - CISA AM/PM calls and CISA site calls Discuss daily cases/inquiries on the CISA tracker
Special meetings attended

CISA AM management huddle, Monday, 
Wednesday and Friday -  8:30am ET
Morning huddle, Monday – Friday 9:00am 
ET
CISA Research Coordination Standing 
Meeting (Internal)
CISA (Vanderbilt) Call, Monday – Thursday 
10:00am ET
CISA (Vanderbilt) Call, Friday 10:30am ET
CISA Research calls with Duke

Attend review of key leadership/management updates
Discussed cases (inquiries) and exchange experiences.
Discussed CISA’s research portfolio issues (internal) 
Discussion: 
1. Safety of simultaneous mRNA COVID-19 vaccine with other 

childhood vaccines in young children (pending) 
2. Safety of Pediatric COVID-19 Vaccination (NCT05157191)
3. Simultaneous mRNA COVID-19 and Quadrivalent Inactivated 

Influenza Vaccine (IIV4) Vaccination Study (NCT05028361) 
4. A Prospective Observational Study to Evaluate the Safety of 

COVID-19 Vaccination in Pregnant Women (NCT04826640)
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SIRVA review meeting Safety of Simultaneous Vaccination With Zoster Vaccine Recombinant 
(RZV) and Quadrivalent Adjuvanted Inactivated Influenza Vaccine (aIIV4) 
(NCT05007041

ITP consults  (3/30) listen to case presentation
-listen to various causes of thrombocytopenia
-listen to analysis of the case

CISA inquiry: ADEM following immunization with 
MMR, varicella, and influenza vaccines

Enhanced inquiry
Partial response sent
Awaiting specialty consultation prior to further discussion; 
reached out to provider

CISA inquiry: ITP following MMR Enhanced Inquiry
Attended additional meeting with CDC SMEs 
Final response sent
Redcap closed

CISA inquiry: GBS following COVID-19 vaccine Consult
V safe Extended Follow Up Project Attended meeting regarding organization of data entry

Still in planning phase--awaiting further instructions
Scheduling/Coordination between CDC and 
Contractor Physician 

Ongoing 

b. Status of on-going projects

Project Status
1. Manuscript: Reporting patterns of vaccine 

adverse events by reporter type in the Vaccine 
Adverse Event Reporting System (VAERS) 

Reports of Shoulder Inquiry Related to Vaccine 
Administration in the Vaccine Adverse Event 
Reporting System, 2018-2022

Suspect cardiac arrest consult
-review CDC data
-review literature
-prepare for VAERS search
Steven-Johnsons syndrome post flu vaccination
-communication with inquirer
-review materials in VAERS report

Inadvertent MMR vaccine administration in 
immunocompromised child 
-communications about presentation
-presentation to entire CISA team

Deep dive allergy project
-analyze data and summarize results
-work on excel data sheet
-meet with CDC physician 

Data review and analysis

-ongoing

-ongoing

-ongoing

-ongoing

MOVING Project
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Immunocompromised Patient Guidance
Clinical Coordinator Role Working with CDC supervisors and Medical Officers 

MOVING study, 1 year follow up interviews Attend several meetings, spent time contacting providers to 
setup interviews, participate in interviews with cardiologists, 
enter survey answers in RedCap database, enter data on Excel 
tracker for MOVING Study
Total # of cases to work through= 17 cases

Review of Serious Adverse Event (SAE) reports of 
Simultaneous RZV and aIIV4 Vaccination Study 

Assessment of SAE

2 going to consult which involves significant time in 
scheduling, meetings and independent work on 
VAERS search and presentation

Ongoing 

CISA COVID Babies Research Study Ongoing meeting every other week

Pregnancy Registry COVID-19 Vaccine Study 
Review and assess Maternal COVID study SAE

Ongoing; Started participating in meetings 

Review and assess Maternal COVID study SAE completed

Draft section of new research study proposal 
and review entire proposal

ongoing

Review CISA research study VaST presentation completed 

Start Good Clinical Practice CITI training ongoing 

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
none 

III. Task 5 Pregnancy medical officer/epidemiologist, Task 6 Pregnancy clinician
a. Accomplishments

Task Outcome/Accomplishment
Medical record abstractions 41  initial abstractions completed (counted at the dyad level)
Medical record re-abstractions 17  re-abstractions
Medical record “backfills” 66 Backfilled records
HTN review 97  records were reviewed for hypertensive disorders during 

pregnancy 
Abstraction-re-abstraction 
Comparison

Completed comparison tool for 33 records for the March 
comparison tool

Medical record reconciliation Completed reconciliation for 20 records for the January comparison 
tool

ICD-10 Vpoint Assignment of ICD-10 codes to infant conditions for approximately 
175 participants (these are records that were missed from original 
assignment by MRA data cleaning)

ICD-10 Vpoint reviews for records 
missed

Provided specific feedback on changes needed in a Microsoft Access 
tool that was developed to aid in the clinical adjudication of birth 
defects- changes were agreed upon and adopted
For round 3/1/23 adjudicated 175 records

Quality control checks Reviewed data for all pregnancies with multiple gestation for whom 
medical records were abstracted to ensure consistency of data 
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abstraction across fetuses/infants.  Specific QC variables addressed:  
Date of birth and pregnancy outcome; Diagnosis dates for BD

Hypertension Comparison Tool 
Pilot

3 Lukos clinicians performed comparison of 29 records 
concentrating specifically on the hypertension form in REDCap to 
initiate and evaluate areas of process improvement for future on-
going HTN comparison

Communication with CDC 
Pregnancy Registry leadership

Established clear expectations from CDC Pregnancy Registry 
leadership regarding core work hours during the day, process of 
flexing hours, and process of how to notify Lukos team lead and 
CDC Pregnancy Registry leadership of last minute needs for sick 
time/other PTO last minute needs.

b. Status of on-going projects 

Project Status
V-safe pregnancy registry 
extended follow-up 

Started interviews in mid-November-ongoing
Interviews have begun by Abt and are ongoing

Clinical adjudication of birth 
defects with medical record data 
(medical record abstraction [MRA] 
Vpoint)

Meet weekly to discuss cases for clinical adjudication of birth 
defects using medical record data with three birth defect subject 
matter experts; specific topics addressed regarding coding:  PFO vs 
ASD; PDA; hydronephrosis; hemangioma
Inclusion criteria for certain birth defects discussed within the 
adjudicators and SOP updated-ongoing

NICU admission, Infant 
Hospitalization analysis

Collaboration with Abt Associates to discuss and direct the analysis 
of the NICU admission & Infant hospitalization project-ongoing
New decision was made on 3/20/23 that the data we have needs to 
be cleaned and a new dataset may need to be created.  Paper on 
hold while process improvement continues

1.  Hypertensive disorders 
during pregnancy & COVID-19 
vaccination

2. Maternal ICU admission 
among a cohort of vaccinated 
pregnant people

Completing medical record abstractions
SOP for HTN comparison developed
Ongoing Comparison processes specifically reconciled by new Lukos 
clinician

Infant NICU admission, infant 
hospitalization, and neonatal 
mortality

Working with Abt Associates to direct the analysis; still ongoing
All records for infant deaths have been abstracted
New decision was made on 3/20/23 that the data we have needs to 
be cleaned and a new dataset may need to be created.  Paper on 
hold while process improvement continues

Pregnancy outcomes among 
people with COVID-19 after 
COVID-19 vaccination

Waiting on code review by data analysts and then need data to be 
replicated 

Review of medical records for 
birth defect adjudication

Ongoing

Clinical Review of Birth defects Ongoing
Medical record abstraction and 
reabstraction

Ongoing

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
Performance review feedback process and metrics  We are beginning documentation of all 

meetings held between Lukos clinicians and 
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CDC so as to document feedback and action 
plans delivered.
Lukos team lead continues to work with CDC 
Pregnancy registry leadership on how to 
communicate performance feedback more 
effectively while mitigating the amount of 
emails/communication placed on Lukos 
Director of Operations.

Determination of need for cell phone for Lukos 
clinician in order to participate in interviews for 
extended infant follow up (IFU)

Pending decision from CDC leadership of 
purchase of a cell phone for clinician (most 
important functions being ability to text 
participants and having a number to provide 
participants to call clinician back).
Unknown solution at this time.  Anticipate 
calling to begin at the end of March 2023 or 
early April 2023- unknown status of need
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Monthly Status Report Lukos, LLC

Supporting Vaccine Adverse Event Reporting, Clinical Immunization Safety Assessments, and the V-Safe Pregnancy Registry 
(VAERS, CISA)

Date:  Feb 8, 2023
Contract ID: 15135
Reporting Period: January 1 – January 31, 2023

I. Task 2 VAERS Clinicians, Task 4 VAERS project coordinator

a. Accomplishments

Task Outcome/Accomplishment

Total Assigned cases (all abstractors) 14,630 Cumulative 

Incomplete/No Abstraction Status (awaiting medical 
records) 

1,737

Assigned abstraction cases 1196 

Completed abstraction/adjudication cases 1512

Onboarding/Training new hires Trained 5 new VAERS clinicians/abstractors 

b. Status of on-going projects 

Project Status
Coagulopathy Project 712 cases assigned; additional 1300 anticipated for 

2/2023
Monkeypox Abstraction 61 reports with 5 abstractions; project continuing 

through Feb 2023 (at least)
Pregnancy Continued abstraction of 556 cases for mother and 

infant AESI’s
Bivalent COVID/ Influenza Co-Administration project Ongoing project; 168 newly assigned 
Stroke Project 110 cases assigned in response to enhanced signal for 

ischemic stroke after Pfizer bivalent vaccine; 67% 
completed that supported a joint FDA/CDC position 
statement and presentation to VRBPAC on January 
26, 2023

Quality Control All new clinicians are assigned an experienced mentor 
who reviews practice cases and 100% of their newly 
assigned cases are reviewed for accuracy before 
completion
3 clinicians met criteria for independent abstraction 
without case review by mentor
6 clinicians continue to be in training

c. Challenges/barriers and proposed solutions
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Challenges/barriers Proposed solutions

Lengthy training of some clinicians without improvement 
in abstraction performance

Will continue to support and provide feedback; will 
not advance to independent abstraction until 
abstraction accuracy consistently demonstrated

II. Task 3 CISA Physicians

a. Accomplishments

Task Outcome/Accomplishment
Clinical on-call assignments Available for consultations/projects during assigned hours

Case/Work Assignments
(Cases include - Triage only, Clinician Assist, 
Enhanced inquiry, mini consult, or Full consult) 

12 (twelve) cases/inquiries completed/in-progress

Night coverage as scheduled Completed trainings during night coverage when not actively 
receiving EOC calls.
Provided written response and communication with provider 

Coordinated CISA’s research portfolio
o eClearance
o Regulatory requirement
o Safety (SAE)
o Action items

HHE and DTaP Consult Planning for Feb 8
Note taking for the vaccines and related biological 
products advisory committee (VRBPAC) meeting

Submitted for clearance
o Outcomes of Myocarditis after mRNA COVID-19 

Vaccination
o Effects of SARS-CoV-2 on the Young Heart: COVID 

and MIS-C and Vaccines...oh my!
Assess severity of reported SAEs and their relationship to 
study product

Onboarding/Training new hires

Read all referenced publications from CISA site calls.
For practice, attempted to replicate recent inquiry 
response/soaps to see if I got same results for VAERS and Pub. 
Med searches.
Did Cybercare readings and meetings.
Read many “Continuing Education” sites.
Reviewed mpox/Jynneos

Trainings/education 

Listened to Ebola: Clinical Presentation, Evaluation, and 
Infection Prevention
Pink Book Web-on-Demand Series: completed several 
and obtained CE credit on TEO 
Review of IOM 2012 materials
Review of ICC precautions and contraindications for 
vaccines
Papers shared by the team related to blue leg 
syndrome, IgA nephropathy, guidance on dtap and 
pertussis immunizations, up to date information related 
to cases
Review MMWRs: safety monitoring of bivalent COVID-
19 mRNA booster doses among children aged 5-11 
years; vaccine coverage by age 24 months; 
epidemiology of human mpox worldwide; reasons for 
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not/receiving bivalent COVID-19 booster vaccination 
among adults

Special Meetings
Standard calls - CISA AM/PM calls and CISA site 
calls 

Discuss daily cases/inquiries on the CISA tracker

Attended FDA VRBPAC meeting 1/26/23 Took notes on COVID-19 epi, strategies for future boosters, 
and listened to committee discussion on updating vaccination 
strategies 
Listened to presentations on current vaccine safety issues

 COCA Call:  Updates to COVID-19 Testing and 
Treatment for the Current 
SARS-CoV-2 Variants

Up to date on COVID-19 epi and current variants, CDC testing 
guidance, and NIH and IDSA COVID-19 treatment guidelines

CISA WG2 Issues Discussion Influenza Evid Topic on
CISA COVID Babies Research Study Meetings Ongoing research meeting
Advisory Commission on Childhood Vaccines 
(ACCV)

Updates on childhood vaccination

CISA Research Coordination Standing Meeting
CISA (Vanderbilt) Call, Monday – Thursday 10:00am 
ET
CISA (Vanderbilt) Call, Friday 10:30am ET
CISA RZV and allV4 Standing Call 
CISA COVID Babies/CISA COVID Peds Standing 
Study Call 
CISA Admin Call with Duke University Medical 
Center

o Shingrix/Flu SAE Discussion
o COVID/Flu

VRBPAC meeting, January 26, 2023

Discussion: 
1. Safety of simultaneous mRNA COVID-19 vaccine with 

other childhood vaccines in young children (pending) 
2. Safety of Pediatric COVID-19 Vaccination (NCT05157191)
3. Simultaneous mRNA COVID-19 and Quadrivalent 

Inactivated Influenza Vaccine (IIV4) Vaccination Study 
(NCT05028361) 

4. A Prospective Observational Study to Evaluate the Safety 
of COVID-19 Vaccination in Pregnant Women 
(NCT04826640)

Safety of Simultaneous Vaccination With Zoster Vaccine Recombinant 
(RZV) and Quadrivalent Adjuvanted Inactivated Influenza Vaccine 
(aIIV4) (NCT05007041)

Scheduling/Coordination between CDC and 
Contractor Physician 

Ongoing 

b. Status of on-going projects

Project Status
Manuscript: Reporting patterns of vaccine adverse 
events by reporter type in the Vaccine Adverse 
Event Reporting System (VAERS)  

Discussed on the data analysis plan

MIS-C projects for < 5yo age Completed two PPT presentations for future adjudication of 
MIS-C cases <5 yo

MOVING study, 1 year follow up interviews Attend several meetings, set up DCIPHER, DCIPHER 101 
training, send emails to providers to setup interviews, 
participate in interviews with cardiologists, enter survey 
answers in RedCap database, enter data on Excel tracker for 
MOVING Study

Clinical Coordinator Role Working with CDC supervisors and Medical Officers 

Allergy deep dive Review and analyze cases of anaphylaxis after covid vaccines 
reported in VAERS - ongoing

Review of Serious Adverse Event (SAE) reports of 
Simultaneous RZV and aIIV4 Vaccination Study 

Assessment of SAE
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COVID adult study Active participation in call and review of meeting minutes

COVID vaccine research studies Ongoing

CISA COVID Babies Research Study Ongoing meeting every other week

Inadvertent MMR vaccine administration in 
immunocompromised child 
-prepare powerpoint document summarizing the 
case and followup information
-review the power point document with CDC 
physician and revise according to suggested 
changes
-prepare presenting to CISA leadership

Ongoing  

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions

none 

III. Task 5 Pregnancy medical officer/epidemiologist, Task 6 Pregnancy clinician

a. Accomplishments

Task Outcome/Accomplishment
Medical record abstractions 100 initial abstractions completed (counted at the dyad level)
Medical record re-abstractions 24 re-abstractions
HTN review 15 records were reviewed for hypertensive disorders during 

pregnancy
Abstraction-re-abstraction Comparison Completed comparison tool for 94 records for the January 

comparison tool
Medical record reconciliation Completed reconciliation for 24 records
Extended follow-up planning Abstractors began interviews
NICU admission, Infant Hospitalization analysis Met bi-weekly with data analysts from Abstraction Associates 

to discuss and direct the analysis of the NICU admission & 
Infant hospitalization project

Clinical adjudication of birth defects with medical 
record data

Provided specific feedback on changes needed in a Microsoft 
Access tool that was developed to aid in the clinical 
adjudication of birth defects
Met and discussed cases for clinical adjudication of birth 
defects using medical record data with three birth defect 
subject matter experts; specific topics addressed regarding 
coding:  PFO vs ASD; PDA; hydronephrosis; hemangioma

Quality control checks Reviewed data for all pregnancies with multiple gestation for 
whom medical records were abstracted to ensure consistency 
of data abstraction across fetuses/infants.  Specific QC 
variables addressed:  Date of birth and pregnancy outcome; 
Diagnosis dates for BD
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Delivery facility Data Acquisition Clinicians were given 300 records with unknown delivery 
facility information (specifically fax number, but also email or 
phone if fax unavailable)
Contact information was obtained and given to CNI for 
medical records requests

b. Status of on-going projects 

Project Status
V-safe pregnancy registry extended follow-up Starting interviews in mid-November; ongoing
Risk of stillbirth following maternal COVID-19 
vaccination

a draft was written and submitted after OB SME review; paper 
returned for revision and edits are being made; ongoing

1.  Hypertensive disorders during pregnancy & 
COVID-19 vaccination

2. Maternal ICU admission among a cohort of 
vaccinated pregnant people

3. Birth Defects among cohort of infants with 
maternal vaccination

Completing medical record abstractions; ongoing
Developing standard operating procedure (SOP) for HTN 
comparison; ongoing

Infant NICU admission, infant hospitalization, and 
neonatal mortality

Working with abstractors to direct the analysis; ongoing
Progress being made on draft of analysis; ongoing
All records for infant deaths have been abstracted

Pregnancy outcomes among people with COVID-19 
after COVID-19 vaccination

Waiting on code review by data analysts and then need data to 
be replicated; ongoing 

Review of medical records for birth defect 
adjudication

Ongoing

Clinical Review of Birth defects Ongoing
Medical record abstraction and abstraction Ongoing
Onboarding of newly hired clinician Clinician is working through clearance process and awaiting 

issuance of smartcard and laptop; scheduled to start in March; 
training materials being developed by Registry Medical Officer 
as materials specific to Pregnancy Registry are not yet 
available; ongoing

Performance review 2 clinicians in review process; ongoing

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
Abstractors unclear on how individual quality audits 
impact outcome data and their performance.

Program Manager awaiting meeting with 
CDC leadership
Performance review process ongoing

CDC program leadership to provide more specified overview of 
use of quality tool, impact to outcome data…
Begin documentation of all meetings held between contract 
clinicians and CDC to document feedback and action plans for 
any improvements needed.

IV. Manning

COVID Required On hand

Task 2 VAERS physicians (OASIS Medical Officer 2022) 40 37*

Task 4 VAERS project coordinator (OASIS Program Mgr. 2022) 1 1

Task 3 CISA physicians (OASIS Medical Officer 2022) 8 8

Task 5 Pregnancy medical officer/epidemiologist (OASIS Epi VI 2022) 1 1

Task 6 Pregnancy clinician (OASIS Medical Officer 2022) 3 2*
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 Monkeypox/Other

Task 2 VAERS physicians (OASIS Medical Officer 2022) 6.75 6.75

Task 4 VAERS project coordinator (OASIS Program Mgr 2022) 0.25 .25

Task 3 CISA physicians (OASIS Medical Officer 2022) 2 2

Task 5 Pregnancy medical officer/epidemiologist (OASIS Epi VI 2022) 0.25 .25

Task 6 Pregnancy clinician (OASIS Medical Officer 2022) 0.75 .75

Totals 63 59

* Denotes new hire identified – waiting on CDC Public Trust approval

AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON



AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON



Update on COVID-19 Vaccine Safety 

Presentation currently includes bivalent results with 
the following data cuts:
CMS - data through 12/24
HCI - data through 11/7
CVS - data through 10/31
Optum data are not currently included

1
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*Data lag varies based on data source, ranges from a few days to a few months.

BEST Initiative Data Sources

3
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COVID-19 Bivalent mRNA Vaccines Doses Administered
By Age Group

Data cuts: CMS data through 12/2022, CVS data through 10/2022, HealthCore data through 11/2022, Optum data through 12/2022 

4
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Study Design: Rapid Cycle Analysis (RCA) near real-time 
surveillance 

No causal association established

Population: 

Exposure: mRNA-1273.222 and BNT162b2 COVID-19 vaccines

Bivalent booster: original SARS-CoV-2 virus and Omicron 
variants BA.4 and BA.5.

Statistical Method: MaxSPRT

Comparator: Historical rates 

*For the myocarditis/pericarditis outcome, the study population was additionally split into 18-35 and 36-64year age groups.

COVID-19 Bivalent mRNA Vaccines Safety Monitoring

Note that results for 0-5/6 years old are not included 
in presentation as monitoring is still being set up for 
this population

5
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Approximately 3.5 million doses of the Pfizer-BioNTech bivalent vaccine have 
been administered in the CMS database in individuals 65 years and older

Rate of influenza vaccination is about 40%, majority either high dose or 
adjuvanted 

Further work to be done to segment out the different influenza vaccine types 
administered with the COVID-19 vaccines

No signal seen at this time for non-hemorrhagic stroke

Concomitant Influenza Vaccination

8
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FDA contacted other regulators around the work to learn whether anyone had 
seen safety signals for stroke, vascular events, or thromboembolic events

No regulatory body reported a signal that any of these events may be 
associated with mRNA bivalent COVID-19 vaccines

The following bodies specifically reported that they had not seen a signal:
Israel, Japan, Germany, EMA, Italy, UK, and Canada

International Reports Have Not Signaled for Stroke

9
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This is a large-scale signal detection study of two COVID-19 mRNA bivalent 
vaccines conducted in multiple claims databases. 

RCA surveillance detected a signal for myocarditis/pericarditis following 
BNT162b2 bivalent vaccine doses among 18-35 year old

Among adults 65 years and older, several AEs have completed the 
surveillance period.  No signal at this time for non-hemorrhagic stroke

Signal detection studies do not establish a causal relationship and further 
evaluation of signals is required in more robust studies.

COVID-19 Bivalent mRNA Vaccines RCA
Summary

10
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Updated Jan. 23, 2023

Update from CDC & FDA Indicates that the Bivalent COVID-19 Booster Vaccine Remains Safe for Use in 
Persons Aged 65 Years and Older

Additional evidence has now been evaluated regarding the safety of the Pfizer-BioNTech COVID-19 
Vaccine, Bivalent. Multiple international databases that were queried are not showing a safety signal for 
ischemic stroke. Further analysis of data from the CMS database continues to show no evidence of a 
signal for ischemic stroke. And aAdditional analyses of data from CDC’s Vaccine Safety Datalink indicate 
there may be other factors that are contributing to the signal that was observed and that it does not 
represent a true safety risk. Both CDC & FDA will continue to closely monitor the safety of the COVID-19 
vaccines and will keep the public informed of their findings. As stated previously, these data and 
analyses will be discussed at the upcoming January 26 meeting of the FDA’s Vaccines and Related 
Biological Products Advisory Committee.

CDC & FDA Identify Preliminary COVID-19 Vaccine Safety Signal for Persons Aged 65 Years and Older | 
CDC
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Monthly Status Report Lukos, LLC

Supporting Vaccine Adverse Event Reporting, Clinical Immunization Safety Assessments, and the V-Safe Pregnancy Registry 
(VAERS, CISA)

Date:  June 6, 2023
Contract ID: 15135
Reporting Period: May 1 – May 31, 2023

I. Task 2 VAERS Clinicians, Task 4 VAERS project coordinator

a. Accomplishments: Through May 27, 2023

Task Outcome/Accomplishment

Total Assigned cases (all abstractors) 31,071 Cumulative 

Total Incomplete/No Abstraction Status (awaiting medical 
records) 

Unable to obtain number as Ruth Gallego could not get 
download to run

May Assigned abstraction cases 4,802

May Completed abstraction/adjudication cases 2,763

Onboarding/Training new hires  3 new abstractors receiving live cases (had been in 
practice)
1 abstractor still in training
1 new hire projected for 6/22/2023

b. Status of on-going projects 

Project Monthly Status
AESI < 18 Ongoing project

1 abstractor assigned
7 new cases assigned; 19 completed

Myocarditis all ages Ongoing project
4 abstractors assigned
28 new cases assigned; 44 completed

Thrombotic Thrombocytopenia Syndrome (TTS) Ongoing project
5 abstractors assigned
54 new cases assigned; 87 cases completed

Guillain Barre’ Syndrome (GBS) Ongoing project
1 abstractor assigned
14 new cases assigned; 14 completed

Guillain Barre’ Syndrome adjudication Ongoing project
1 abstractor assigned
13 new cases assigned; 13 adjudications completed
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Shoulder Injury after Vaccine Administration (SIRVA)
Need Liza

Completed project
3 abstractors assigned who transitioned back to original 
AESI
615 total cases assigned; 615 completed

Death Project Ongoing project
12 abstractors assigned and trained
3259 new cases assigned; 1142 completed

Coagulopathy Project Ongoing project
14 abstractors assigned
1416 new cases assigned; 198 completed

Pregnancy Ongoing project
2 abstractors assigned
37 total new cases for mother and infant AESI’s; 52  cases 
completed 

Bivalent COVID/ Influenza Co-Administration project Ongoing project/no new cases added
3 abstractors assigned
475 total assigned cases; all completed; some still 
pending medical records

Stroke Project Completed project
6 abstractors who transitioned back to original AESI
No new cases assigned; 1 completed

GBS following PCV20 vaccine Ongoing project
2 abstractors assigned
11 total assigned cases; 8 cases completed

Medical Records team Ongoing project
3 abstractors assigned
Enhanced performing enhanced surveillance/obtaining 
records for seizure <6, myo <18, coagulopathy, 
monkeypox, and death medical records

Quality Control De-duplication of cases continues
Four abstractors completed quiz re-take; 100% achieved 
passing score
Dual abstraction analysis underway; expect completion 
in June 2023

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions

None identified
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II. Task 3 CISA Physicians: March 2023
a. Accomplishments

Task Outcome/Accomplishment
Case/Work Assignments
(Cases include - Triage only, Clinician Assist, Enhanced 
inquiry, mini consult, or Full consult) 

Clinical on calls assignments: M – F (9:00 am 
– 5:00 pm)
CISA’s research coordination

o Submit CIS’s scientific products for 
clearance and get cleared 

o Submit CIS’s manuscripts and 
abstracts to CDC Forecasting Portal 
and Forecast Reporting

o Review CISA’s research protocols 
and SAPs

o Follow-up on the regulatory 
requirement and sever adverse 
events (SAE) reporting of CIAS’ 
research projects

o Attend and follow-up on action 
items from standing and ad hoc 
research calls with Duke and 
Vanderbilt Universities

Support the Shoulder Injury Related to 
Vaccine Administration (SIRVA) working 
group by reviewing reported cases to VAERS

Update ISO-VaxSafety manuscripts list

Lit review for pediatric ADEM after Pediarix, 
MMRV
Lit review for Vomiting and nausea after 
Bexero vaccination

Review of SOAP note and written responses relating 
to V/N after Bexero vaccination

Night coverage as scheduled

Available for consultations and other task assigned 

CISA’s scientific products (manuscripts, abstracts, concept 
proposals, presentation etc.) are cleared

Severity and their relationship to CISA research study product of 
reported SAEs is assessed. 

Identify action items for follow up from standing and ad hoc 
research calls with Duke and Vanderbilt Universities

Reviewed SIRVA cases reported to VAERS

Support the in the literature review of Flu/COVID-19 vaccination 
co-administration immunogenicity and safety studies

Completed trainings and projects during night coverage when 
not actively receiving EOC calls.
Provided written response and communication with provider

List cases involved in the reporting month:
(List # of total cases- specify Completed vs. In 
Progress) (Specify type of case:  Full consult/Mini 
consult/Enhanced inquiry/Clinician assist 
inquiry/Triage only clinician assist inquiry)- 
Description below)

ADEM following catch-up vaccination with Pediarix an MMRV
Vomiting after receiving Bexero vaccination
1 case possibly going to consult or “enhanced inquiry live” which 
involves significant time in scheduling, meetings, and 
independent work on VAERS search and literature presentation
1 completed ( Enhanced inquiry) end of April, but had follow up 
with clinician about a couple of questions in May
Completed follow up response as an updated final response with 
additional resources on 5/4
Inadvertent live virus MMR vaccine given to 57 year old man on 
lefluomide (immunosuppressive medication) for rheumatoid 
arthritis

-read about lefluomide and rheumatoid arthritis
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-call provider to obtain history, vaccination records, and follow up issues
-draft SOAP for CISA presentation
-assist in coordinating meeting of provider and CISA experts
-provide comments for the response
-send out response
-complete redcap

Steven-Johnsons syndrome (SJS) after exposure to flu vaccine, 
tyelnol and a possible infection in a 7 year old girl.  Vaccination 
guidance now she is 20.

-call provider’s office to try to reach him
-attend meeting with leadership to decide on final action
-work on draft email to provider

Transverse myelitis and HIB, Prevnar, and Dtap. Obtained 
history, review of multiple medical records, wrote up SOAP for 
internal review, literature review, review of multiple FDA 
package inserts, 2012 IOM reports, and VSD, VAERS, CISA 
publications, ACIP recommendations  

Severe nausea and vomiting after MenB vaccine. Wrote SOAP, 
reviewed FBA package insert, ACIP guidance and MMWR, Lit 
review, VAERS search

1 case, part enhanced inquiry with possible second part full 
consult

CISA inquiry: GBS following COVID-19 vaccine

Special Meetings
Standard calls - CISA AM/PM calls and CISA site calls Discuss daily cases/inquiries on the CISA tracker
Special meetings attended
Special meetings attended

CISA AM management huddle
CISA weekday AM meeting
Standing CISA (Vanderbilt) Check-In Calls
CISA Research Coordination Standing 
Meeting 
CISA COVID Babies/CISA COVID Peds 
Standing Study Call
CISA Adult COVID
CISA Maternal COVID Standing Call
CISA RZV and allV4 Standing Call
CISA Research admin calls with Duke
SIRVA review meeting
Meeting of the Advisory Committee on 
Immunization Practices (ACIP)
ACIP influenza WG call--egg allergy 
discussion
CISA WG 1 Case Consultation: 
Meningoencephalitis following vaccinations

CISA WG1 Case Consultation: Myocarditis following 
recent vaccines

Attend review of key leadership/management updates
Discussed cases (inquiries) and exchange experiences.
Discussed CISA’s research portfolio issues 

Identify research action items for follow-up
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IDSA (Infectious Disease Society) meeting 
5/4 Thur
CDC COCA (clinician outreach and 
communication  activity) call  5/11 Thur
FDA VRBAC maternal RSV vaccines 5/18 
Thur

Daily management huddle meeting at 8:30 
am
Attendance of office hour meetings as 
scheduled (1-3x/week)
Weekly meet up with Jyothi Gunta to discuss 
contractor roles on the team
Executive management meeting x 2 to 
discuss ongoing cases with leadership
1-2 meetings/week for MOVING project
Immunocompromised patient project – 
meeting and presentation
Multiple attempts to reach providers for 
MOVING project
Note taking for VRPBAC meeting

Leadership meeting with Karen related to the clinical 
service

Update on covid vaccine
Information about Avian Influenza (H5N1)  

Update about covid vaccine use

Review and vote on maternal RSV vaccine

b. Status of on-going projects

Project Status

Manuscript: Review of Immunogenicity of 
Adjuvanted versus High-Dose Inactivated 
Influenza Vaccines in Older Adults: A 
Randomized Clinical Trial Talking points 
Literature review: Flu/COVID-19 vaccination 
co-administration immunogenicity and 
safety studies 
Manuscript: Reporting patterns of vaccine 
adverse events by reporter type in the 
Vaccine Adverse Event Reporting System 
(VAERS) 
Manuscript: Reports of Shoulder Inquiry 
Related to Vaccine Administration in the 
Vaccine Adverse Event Reporting System, 
2018-2022

Deep dive allergy project for covid vaccine
-Read literature on the topic
-continue to work on excel data  
-continue to work on summary of data

MOVING study, 1 year follow up interviews

Ongoing 
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MIS-C Literature Review on postvaccination 
of COVID-19 after a history of MIS-C

V safe Extended Follow Up Project
Work on presentation for flu/COVID 
coadministration studies
Participate in COVID adult study meeting
Participate in CISA research coordination 
meeting
Participate in CISA study administration 
meeting
Meet with Dr. Broder and Geta 2x to discuss 
follow up for flu/COVID coadministration 
study project
Meet with Dr. Broder 3 times to listen to 
and provide feedback on IDSA presentation
Review and assess 2 Maternal COVID study 
SAE’s

Attended multiple meetings (5/9,5/10,5/11,5/17, 5/19, 
5/23,5/30) to work on construction of survey, survey strategies 
for MOVING study on 5- 11 yo patients
Reviewed medical records, phoned/emailed cardiologists or 
pediatricians to complete the 18 mo clinical follow up survey for 
5-11 yo patients

For MIS-C work, spent many hours reading and sorting through literature 
on PubMed database for papers discussing postvaccination in MIS-C 
patients;  Created an Excel spreadsheet with lit review information to be 
later shared/presented with CDC leadership

Phone received for follow-up calls
In contact with team, plans for project to begin in June

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
none 

III. Task 5 Pregnancy medical officer/epidemiologist, Task 6 Pregnancy clinician
a. Accomplishments

Task Outcome/Accomplishment

Medical record abstractions 238  initial abstractions completed (counted at the dyad level)

Medical record re-abstractions 60  re-abstractions

Medical record “backfills” 99 Backfilled records

HTN review 116  records were reviewed for hypertensive disorders during pregnancy 
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Abstraction-re-abstraction Comparison Completed comparison tool for 41 records for the April comparison tool

Medical record reconciliation Completed reconciliation for 30 records for the April comparison tool

Quality control checks Reviewed data for all records requiring QC.  Specific QC variables addressed:  
Date of birth and pregnancy outcome; Diagnosis dates for BD; BI summary 
answers; Induction due to HTN; All IMC variables.  Total of 58 records

b. Status of on-going projects 

Project Status
V-safe pregnancy registry extended 
follow-up 

Started interviews in mid-November-ongoing
Interviews have begun by Abt and are ongoing
99% call completed

Clinical adjudication of birth defects 
with medical record data (medical 
record abstraction [MRA] Vpoint)

Meet weekly to discuss cases for clinical adjudication of birth defects using 
medical record data with three birth defect subject matter experts; specific 
topics addressed regarding coding:  PFO vs ASD; PDA; hydronephrosis; 
hemangioma
Inclusion criteria for certain birth defects discussed within the adjudicators 
and SOP updated-ongoing

Pregnancy outcomes among people 
with COVID-19 after COVID-19 
vaccination

Waiting on code review by data analysts and then need data to be replicated 

Review of medical records for birth 
defect adjudication

Ongoing

Clinical Review of Birth defects Ongoing
Medical record abstraction and 
reabstraction

Ongoing

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
None at this time
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Monthly Status Report Lukos, LLC

Supporting Vaccine Adverse Event Reporting, Clinical Immunization Safety Assessments, and the V-Safe Pregnancy Registry 
(VAERS, CISA)

Date:  May 9, 2023
Contract ID: 15135
Reporting Period: April 1 – April 30, 2023

I. Task 2 VAERS Clinicians, Task 4 VAERS project coordinator
a. Accomplishments

Task Outcome/Accomplishment

Total Assigned cases (all abstractors) 26,258 Cumulative 

Total Incomplete/No Abstraction Status (awaiting medical 
records) 

595

April Assigned abstraction cases 3,041

April Completed abstraction/adjudication cases 3,854

Onboarding/Training new hires 4 new contractors were oriented 
1 new abstractor is now taking “live cases”
3 new abstractors receiving practice cases

b. Status of on-going projects 

Project Monthly Status
AESI < 18 Ongoing project

1 abstractor assigned
11 new cases assigned; 196 completed

Myocarditis all ages Ongoing project
4 abstractors assigned
39 new cases assigned; 94 completed

Thrombotic Thrombocytopenia Syndrome (TTS) Ongoing project
3 abstractors assigned
71 new cases assigned; 77 cases completed

Guillain Barre’ Syndrome (GBS) Ongoing project
1 abstractor assigned
14 new cases assigned; 14 completed

Guillain Barre’ Syndrome adjudication Ongoing project
1 abstractor assigned
16 new cases assigned; 16 adjudications completed

Shoulder Injury after Vaccine Administration (SIRVA)
Need Liza

Ongoing project
3 abstractors assigned
615 total cases assigned; 475 completed

Death Project Ongoing project
12 abstractors assigned and trained
2320 new cases assigned; 2325 completed
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Coagulopathy Project Ongoing project
12 abstractors assigned
500 new cases assigned; 576 completed

Monkeypox Abstraction 1 report with 1 additional completed abstraction
1 abstractor assigned

Pregnancy Ongoing project
2 abstractors assigned
10 total new cases for mother and infant AESI’s; 116  
cases completed 

Bivalent COVID/ Influenza Co-Administration project Ongoing project/no new cases added
3 abstractors assigned
475 total assigned cases; all completed; some still 
pending medical records

Stroke Project Ongoing project
6 abstractors 
59 additional cases assigned to prepare for ACIP meeting; 
58 cases completed

GBS following PCV20 vaccine New project
2 abstractors assigned
11 newly assigned cases; 4 cases completed

Medical Records team Ongoing project
3 abstractors assigned
Enhanced performing enhanced surveillance/obtaining 
records for seizure <6, myo <18, coagulopathy, 
monkeypox, and death medical records

Quality Control De-duplication of cases continues
Knowledge assessment quiz administered to all 
abstractors; 15/36 (42%) of abstractors did not attain 
passing score of 75%
Re-Education/Re-training PowerPoint recorded with 
input from CDC leadership and released for abstractor 
review
Plan reassignment of quiz to assess if knowledge gaps are 
improved with re-education
Second phase is dual abstraction to compare 
performance of abstractors to encourage similar work 
method; to begin May 2023

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions

Part-time Project Coordinator began maternity leave Burden of role will fall to FT Project Coordinator; CDC 
leadership assisting in some tasks

Re-Education Project If re-education does not produce desired improvement in 
knowledge scores, uncertain as to next steps for additional 
re-training
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II. Task 3 CISA Physicians: March 2023
a. Accomplishments

Task Outcome/Accomplishment
Clinical on-call assignments Available for consultations/projects during assigned hours

Case/Work Assignments
(Cases include - Triage only, Clinician Assist, Enhanced 
inquiry, mini consult, or Full consult) 

Clinical on calls assignments: M – F (9:00 am 
– 5:00 pm)

CISA’s research coordination
o eClearance of abstracts, 

presentation slides and 
manuscripts

o DQHP clearance of concept 
proposals (CP)

o Follow-up on the regulatory 
requirement and sever adverse 
events (SAE) reporting of CIAS’ 
research projects

o Attend and follow-up on action 
items from standing and ad hoc 
research calls with Duke and 
Vanderbilt Universities

Shoulder Inquiry Related to Vaccine 
Administration (SIRVA) working group

Lit review for pediatric GBS and pediatric 
meningoencephalitis case, Review of new 
ICC COVID-19 vaccine guidelines

Literature review, ICC, ACIP, VAERS, vaccine 
package inserts, Pink book, National 
Academies Press, MMWR, publications in 
chats, reviewed some RedCap entries, read 
all email in response box, read 
immunocompromise and live virus vaccine 
safety powerpoint slides, read on-call 
resources entries.

cases/inquiries 7 completed/in-progress

Available for consultations and other task assigned 

Submitted and got cleared concept proposals, abstracts, 
presentations, and manuscripts through:

o DQHP science office (share point)
o CDC eclearance

Assessed severity and their relationship to study product of 
reported SAEs

Identify action items for follow up from standing and ad hoc 
research calls with Duke and Vanderbilt Universities

Reviewed SIRVAs reported to VAERS

AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON



4

Night coverage as scheduled Completed trainings and projects during night coverage when 
not actively receiving EOC calls.
Provided written response and communication with provider 

List cases involved in the reporting month:
(List # of total cases- specify Completed vs. In 
Progress) (Specify type of case:  Full consult/Mini 
consult/Enhanced inquiry/Clinician assist 
inquiry/Triage only clinician assist inquiry)- 
Description below)

ADEM following 2 month vaccines – 
o 2nd part sent as enhanced inquiry

Meningoencephalitis following mening and tdap vaccination – 
consult presentation completed
GBS following COVID-19 vaccination dose #2 – moving towards 
consult

1 case (GBS) going to consult which involves significant time in 
scheduling, meetings, and independent work on VAERS search 
and literature presentation
1 case- Transverse myelitis and HIB, Prevnar, and Dtap. Obtained 
history, review of multiple medical records, wrote up SOAP for 
internal review, literature review, review of multiple FDA 
package inserts, 2012 IOM reports, and
1 case in progress, part enhanced inquiry with possible second 
part full consult
Lit review, ACIP, package inserts, Pinkbook
Emails to clinician
SOAP note revisions

CISA inquiry: GBS following COVID-19 vaccine
Planned consult in May
Several preliminary VAERS searches completed with varying 
results; participated in meetings to narrow VAERS search 
strategy, participated in executive meeting where decision made 
to delegate VAERS search to VAERS team
Read through similar cases on VAERS, Compiled Power Point of 
CDC studies on safety of COVID-19 vaccine and studies of GBS 
following COVID-19 and other vaccines to be presented during 
consult
Pediatric patient with SOB and chest pain s/p 2 doses of COVID-
19 vaccine. 

Special Meetings
Standard calls - CISA AM/PM calls and CISA site calls Discuss daily cases/inquiries on the CISA tracker
Special meetings attended

CISA AM management huddle
CISA weekday AM meeting
Standing CISA (Vanderbilt) Check-In Calls
CISA Research Coordination Standing 
Meeting 
CISA COVID Babies/CISA COVID Peds 
Standing Study Call
CISA Adult COVID
CISA Maternal COVID Standing Call
CISA RZV and allV4 Standing Call

Attend review of key leadership/management updates
Discussed cases (inquiries) and exchange experiences.
Discussed CISA’s research portfolio issues
Updates on COVID-19 vaccine program and safety updates. 
Updates on V-safe after vaccination health checker, data and 
work group considerations, and clinical considerations updates.
Covered public comment and committee discussion note taking

Sessions on Chronic Diseases, Public Health Surveillance, HIV 
and Sexually Transmitted Infections, Respiratory Diseases, One 
health, Vaccine-Preventable Diseases, Langmuir Lecture, Notes 
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CISA Research admin calls with Duke
SIRVA review meeting
Meeting of the Advisory Committee on 
Immunization Practices (ACIP)
ACIP influenza WG call--egg allergy 
discussion
CISA WG 1 Case Consultation: 
Meningoencephalitis following vaccinations

CISA WG1 Case Consultation: Myocarditis following 
recent vaccines

Daily management huddle meeting at 8:30 
am
Attendance of office hour meetings as 
scheduled (1-3x/week)
Weekly meet up with Jyothi Gunta to discuss 
contractor roles on the team
1-2 meetings for MOVING project
Immunocompromised patient project – 
meeting and presentation
Multiple meetings for meningoencephalitis 
consult preparation
FDA meeting for protein based vaccines
EIS meetings x 2 days
Attended ACIP meeting
Attended EIS conference virtually
Recombinant protein-based COVID-19 
vaccine workshop

from the Field, COVID-19 Surveillance and Response, TB, and 
Lake- Breaking reports

• Participate in COVID maternal study meeting
• Participate in COVID adult study meeting
• Participate in RZV and flu study meeting
• Participate in 2 CISA research coordination 
meetings
• Participate in CISA study administration 
meeting
• Meet with Dr. Broder and Geta and confirm 
form 308b submissions
• Listen to and provide feedback on Dr. 
Broder’s PAHO presentation
• Review and assess updated info for 
COVID/flu study SAE
• Review and assess RZV/Fluad study SAE
• Continue Good Clinical Practice CITI training

Attended DHQP Work In Progress Seminar

Learned about current investigations in DHQP, including 
antimicrobial resistance monitoring, transmission of New Delhi 
Metallo-B-Lactamase Producing E coli Among Dogs at an Animal 
Rescue Facility, Investigation of the First Cluster of Candida auris 
cases among pediatric patients in the United States, and the 
effect of the coronavirus pandemic on antibiotic use among 
hospitalized adults in Indonesia and the Philippines

V safe Extended Follow Up Project Attended meeting regarding organization of data entry
Still in planning phase--awaiting further instructions

Scheduling/Coordination between CDC and 
Contractor Physician 

Ongoing 
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b. Status of on-going projects

Project Status

1. Manuscript: Reporting patterns of vaccine 
adverse events by reporter type in the Vaccine 
Adverse Event Reporting System (VAERS) 

2. Manuscript: Reports of Shoulder Inquiry Related 
to Vaccine Administration in the Vaccine Adverse 
Event Reporting System, 2018-2022

MOVING project

Suspect cardiac arrest consult months after covid 
bivalent vaccine
-Review previous vaccine advisory meeting 
presentations for data available
-prepare power point presentation for consult
-Review 108 reports from Vaccine Adverse Events 
Reports System (VAERS) search 
-In depth review of 3 reports from the VAERS medical 
reports that has similarity to the consult case
-Complete redcap entry for the case

Steven-Johnsons syndrome (SJS) after exposure to 
flu vaccine, tyelnol and a possible infection in a 7 
year old girl

-Review general literature on pediatric SJS

-Review publications from CDC regarding SJS from 
Vaccine Adverse Event Reporting systems (VAERS)

-Review publication from CDC regarding SJS for nasal 
flu vaccine in Vaccine Safety Database 

-Prepare clinical summary and literature and other 
information for the case to be discussed by academic 
vaccine experts

-further communicate with provider to set up 
meeting with academic experts

Rash after Bexsero Meningococcal B vaccine in 11 
year old boy

-communications with the provider to obtain clinical 
information 

VEAR search, Data review and analysis

VAERS search was done on 4/14 Fri 4pm

-108 reports from VAERS was reviewed from 4/15 Sat to 4/17 Mon

-Three in depth VAERS report review was done on 4/17 Mon to 4/18 
Tuesday

-Official consult was done on 4/19 Wed

-database entry (Redcap) for the case was completed 4/19 Thurs

-Review of 6 publications done on 4/19 Thurs

-Review of CDC’s 3 publications done on 4/20 Thurs

-Review of FDA medical watch document done on 4/20 Fri

-Clinical summary with literature review and references (SOAP sent on 
4/20 Fri)

-Case was presented to academic (CISA) experts on 4/24 Mon

-further communication to provider was done on 4/24 Mon

Inquiry received 4/6

The case was worked from 4/6 – 4/13
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-Did readings on the UpToDate medical database 
about meningococcal vaccine schedule and 
requirements

-Did reading on the immunization contraindication 
and precaution for meningococcal vaccines

-Did reading on MMWR (CDC publication) on 
meningococcal disease and vaccines

-write draft response for the provider using a 
previous skin rash/ hive template

-went through multiple rounds of review and edits 
with various CDC physicians 

Hives after MMRV and other vaccines in a 5-year-
old boy

Deep dive allergy project for covid vaccine

-Read literature on the topic

-continue to work on excel data  

-continue to work on summary of data

Participate in and take notes on 2 CISA 
full consults:
o Meningoencephalitis

Myocarditis
CISA inquiry: ADEM following immunization 
with MMR, varicella, and influenza vaccines

Project on Immunization 
schedule/document for adult and child 
vaccine recommendations based on CDC 
guidelines. 

 

Response was sent to the provider on 4/13 

The case was worked from 3/13 to 4/6

The case was presented to CISA experts on 3/15

Response was sent to the provider on 4/6

Enhanced inquiry
Re-presented to CISA (2 parts)

Ongoing 

MOVING Project Ongoing 
Immunocompromised Patient Guidance

Clinical Coordinator Role Working with CDC supervisors and Medical Officers 

MOVING study, 1 year follow up interviews Attended initial meeting to work on future project for 5- 11 yo 
patients

2 going to consult which involves significant time in 
scheduling, meetings and independent work on 
VAERS search and presentation

Ongoing 
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CISA COVID Babies Research Study Ongoing meeting every other week

Pregnancy Registry COVID-19 Vaccine Study 
Review and assess Maternal COVID study SAE

Ongoing

Draft section of new research study proposal 
and review entire proposal

ongoing

Start Good Clinical Practice CITI training ongoing 

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
none 

III. Task 5 Pregnancy medical officer/epidemiologist, Task 6 Pregnancy clinician
a. Accomplishments

Task Outcome/Accomplishment
Medical record abstractions 155  initial abstractions completed (counted at the dyad level)
Medical record re-abstractions 40  re-abstractions
Medical record “backfills” 42 Backfilled records
HTN review 157  records were reviewed for hypertensive disorders during pregnancy 

Abstraction-re-abstraction Comparison Completed comparison tool for 41 records for the March comparison tool

Medical record reconciliation Completed reconciliation for 34 records for the April comparison tool

Quality control checks Reviewed data for all records requiring QC.  Specific QC variables addressed:  
Date of birth and pregnancy outcome; Diagnosis dates for BD; BI summary 
answers; Induction due to HTN; All IMC variables.  Total of 12 records

Hypertension Comparison Tool 1 Lukos clinician performed comparison of 178 records concentrating 
specifically on the hypertension form in REDCap to initiate and evaluate areas 
of process improvement for future on-going HTN comparison; based off of 
pilot performed in March

b. Status of on-going projects 

Project Status
V-safe pregnancy registry extended 
follow-up 

Started interviews in mid-November-ongoing
Interviews have begun by Abt and are ongoing

Clinical adjudication of birth defects 
with medical record data (medical 
record abstraction [MRA] Vpoint)

Meet weekly to discuss cases for clinical adjudication of birth defects using 
medical record data with three birth defect subject matter experts; specific 
topics addressed regarding coding:  PFO vs ASD; PDA; hydronephrosis; 
hemangioma
Inclusion criteria for certain birth defects discussed within the adjudicators 
and SOP updated-ongoing

Pregnancy outcomes among people 
with COVID-19 after COVID-19 
vaccination

Waiting on code review by data analysts and then need data to be replicated 
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Review of medical records for birth 
defect adjudication

Ongoing

Clinical Review of Birth defects Ongoing
Medical record abstraction and 
reabstraction

Ongoing

Orientation of new clinician SS oriented CH on preg registry specific tasks
SS reviewed work done by CH the following week
SS provided feedback to CH
SS remains primary liaison between CH and CDC leadership- CLOSED

c. Challenges/barriers and proposed solutions

Challenges/barriers Proposed solutions
Determination of need for cell phone for Lukos clinician in 
order to participate in interviews for extended infant follow 
up (IFU)

Pending decision from CDC leadership of purchase of a 
cell phone for clinician (most important functions being 
ability to text participants and having a number to 
provide participants to call clinician back).
Confirmed via email 5/5/23 that CDC will be issuing a 
cell phone to S. Sheets.  Email from Bonita Johnson- 
CLOSED
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