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New Faces in the CTU
Ellie (She/her/hers)
Ellie graduated from Colgate University in 2021 with a B.A. in
Political Science. During her time at Colgate, Ellie founded and led
the Colgate Vote Project, a student-run organization focused on
improving rates of student voting and civic engagement in state
and national elections. In the winter of 2020, Ellie studied abroad
in Geneva, Switzerland, where she worked as an intern at the
World Young Women’s Christian Association (YWCA). At the
YWCA, Ellie worked to analyze the accessibility of contraceptives
and other reproductive health resources for young people in
Eastern Europe. Prior to joining the CTU, Ellie worked as a Patient
Care Technician on Farr 2, a general medicine floor at BIDMC. She
is excited to be a part of the CVVR and further her knowledge of
vaccines, virology, and clinical research. In her free time, Ellie
enjoys reading, writing, and spending time with her orange tabby
cat, Linguine.

Valerie (She/her/hers)
Valerie is a Clinical Research Nurse Practitioner and
joined the CVVR in 2022. After graduating with her
BSN from UNH, Valerie was a staff nurse at
Franciscan Children’s Hospital as well as Boston
Children’s Hospital in their Emergency Department.
She then went back to school, earning her MSN from
Boston College and became a Women’s Health Nurse
Practitioner. She joined the staff at Wellesley College
Health Services where she also trained. She enjoys the
outdoors, playing soccer, knitting, and spending time
with her family.
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CTU: New Studies
HTX1004
HTX1004 is testing the safety and effectiveness of two
different vaccines and three different infusions of broadly
neutralizing antibodies in those living with HIV who are
otherwise healthy adults. All participants must be living with
HIV and on suppressive ART for at least 48 weeks.
Participants will be asked to pause their ART. The aim of this
study is to determine how well tolerated these investigational
products are, and also determine their effectiveness in
treating HIV infection. HTX1004 is actively recruiting and
enrolling.

SARS-CoV-2 Household
Transmission
This study is assessing whether COVID-19
vaccines reduce SARS-CoV-2 transmission within
households and how readily SARS-CoV-2
transmits to household members in an effort to
determine better quarantine measures. This
study is currently enrolling participants.

CTU Studies: Ongoing
COV2008: This study is investigating the safety and efficacy of the Johnson & Johnson Adv26 booster vaccine in
healthy adults who have previously received the Pfizer COVID-19 vaccine. This study has completed enrollment and is
now in the follow up phase.
COV1001: This study is assessing two different dosages of an investigational COVID-19 vaccine (Ad26COVS1) in
healthy adults. The main purpose is to determine if the study vaccine is safe and if any reactions occur. This trial
completed enrollment in August 2020 and is ongoing.
VYF02:This study is comparing the immunogenicity and safety of an investigational yellow fever vaccine with the
previously approved YF-VAX vaccine. This study has completed enrollment and is now in the follow up phase.
COVID-19 Biorepository: This study is collecting samples and clinical data from individuals who are COVID-19
vaccinated and/or infected with SARS-CoV-2. This study is currently enrolling participants, including pregnant or
lactating individuals.
HVTN 302: Phase I, HIV vaccine clinical trial. This study is assessing the safety and immune response of 3
experimental mRNA HIV vaccines in healthy, HIV negative adults between the ages of 18 to 55. This study has
completed enrollment and is in the follow up phase.
Ascent – IPCAVD012/HVTN118: This study is evaluating different vaccine regimens using experimental HIV vaccines in
healthy HIV-negative adults. The main purpose of this study is to test how safe and how well-tolerated these
vaccines are in humans. We hope to learn what kinds of side effects these vaccines will cause and to study how the
immune system processes the vaccines. The study finished enrollment in September 2017 and is ongoing.
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Did you know?

Monday June 27th is National HIV Testing Day!
By Lydia Gallup

National HIV Testing Day is June 27th every year. This awareness day was
started in 1995, as a CDC Campaign to promote HIV Testing regardless of race,
gender or economic status. Knowing your HIV status is the first step to
receiving appropriate treatment and care!
Under the Affordable Care Act, HIV tests are covered by most insurances! If
you do not have health insurance some testing sites offer tests for free!
Contact the testing site with any questions prior to testing!
*Check with your health insurance provider and your health care provider prior to purchasing tests to check about
any reimbursement options.*

So, what testing options are there?

Your Healthcare Provider

Your healthcare
provider may be
able to provide
testing or guide you
to a testing facility

At Home Tests

Local Health Department

Rapid, at-home tests have
results available in about 20
minutes. These tests can be
purchased at any local
pharmacy or online. Mail-in
tests are another option, and
results can be sent to your
healthcare provider

Go to CDC.gov and search Find
and HIV test
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*All information provided by
CDC website:
https://www.cdc.gov/hiv/basics
/hiv-testing/hiv-self-tests.html

A Brief History of Vaccine Mandates
Recap of CROI Presentation - by Marjorie Rowe

Members of the Barouch Lab virtually attended the Conference on Retroviruses and Opportunistic
Infections (CROI) in February 2022. This conference brought together leaders in laboratory and
clinical science for a week of presentations, poster sessions, and discussion.
One presentation that stood out was “A Brief History of Vaccine Mandates,” by Dr. Ruth Macklin, a
Professor of Philosophy and Bioethics at the Albert Einstein College of Medicine. She began her talk
with the following quote: “An analysis of past mandates is key for developing ethical policies.” In the
face of the COVID-19 pandemic, it is important to look back on historical precedents for vaccine
mandates so that we may better understand vaccine resistance, legislation, and the compromises
surrounding this topic. It can also offer perspective by pointing out that vaccine mandates and
hesitancy are not a new issue, but one that has been a part of this country since its founding.
In the days of the American Revolutionary War, George Washington mandated that his troops be
inoculated against smallpox. Resistance to smallpox inoculation began soon after, with protests
erupting in the young United States starting in the early 19th century. Since then, there has been a
constant struggle to define what is appropriate in the face of a public health crisis.

Dr. Macklin explored this struggle by pointing out 3 court cases that have shaped vaccine policy in the
United States:
Jacobson v. Massachusetts

Zucht v. King

Phillips v. City of New York

.In 1902, Cambridge, MA declared a mandatory
smallpox inoculation for its residents because of a
large outbreak of smallpox in the state. Henning
Jacobson objected to this ruling, refused
vaccination, and then was forced to deal with the
legal and financial consequences. Jacobson claimed
that the inoculation mandate was a violation of his
freedom and liberties. He brought his case before
the United States Supreme Court, which then
ruled that the mandate was both constitutional
and fair, especially in the context of the ongoing
smallpox crisis.

Twenty years later, in 1922, the Country was still
enduring an epidemic of smallpox. School districts,
like that of San Antonio, Texas, began to create
smallpox inoculation mandates for its students.
This was met with a lot of resistance and the
case of Rosalyn Zucht being excluded from school
based on her parents wish that she not be
inoculated, brought the issue of vaccine mandates
in schools to the United State Supreme Court.
Leaning on the Jacobson v. Massachusetts ruling,
vaccine mandates in schools specifically were
legally upheld.

This final case in the presentation is a more
recent case, taking place in 2014. This case
brought up religious exemptions to vaccination
mandates in schools. The conclusion of this
case upheld New York State’s power to
disregard religious beliefs as a way of
getting out of mandatory school vaccinations.
References:
Macklin, R. (2022). A Brief History of Vaccine Mandates. CROI 2022.
Ornes, S. (2021, May 20). Should We Insist on Shots? Proto Massachusetts General Hospital. Retrieved
March 9 2022, from https://protomag.com/covid-19/should-we-insist-shots/.
Phillips v. City of New York . FindLaw for Legal Professionals. (n.d.). Retrieved March 9, 2022, from
https://protomag.com/covid-19/should-we-insist-shots/.
Thacker, B. (n.d.). Disease in the Revolutionary War. George Washington's Mount Vernon . Retrieved
March 9 2022, from https://www.mountvernon.org/library/digitalhistory/digitalencyclopedia/article/disease-in-the- revolutionary-war/
World Health Organization. (2016, May 31). Smallpox Vaccines. World Health Organization Feature
Stories. Retrieved March 9, 2022, from https://www.who.int/news-room/featurestories/detail/smallpox-vaccines.

It is important that we look back on historical precedents, not only of court rulings, but the precedent of vaccine resistance and
hesitancy. Anti-vaccine sentiment in the United States goes as far back as the beginning of our country and it is vital that we acknowledge
the power of that legacy as we move forward through the COVID-19 pandemic and as we face challenges in the future.
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A TIMELINE OF HIV VACCINE
RESEARCH
by Ariana Leonelli

1984

HIV is first identified as the cause of AIDS.
The US Government announces plans to
begin its efforts in HIV vaccine
development.

1987

Bethesda, MD: The first HIV vaccine
clinical trial opens! This Phase I trial
enrolled 138 healthy, HIV negative
participants, and was run by the NIH.

1992

The first Phase II HIV vaccine trial was
launched by the National Institute of
Allergies and Infectious Diseases (NIAID).
The trial included HIV-negative
participants who had a history of high-risk
behavior.

1998
1999

VaxGen began the first Phase 3 trial for an
HIV vaccine. It included more than 5,400
participants in both North America and the
Netherlands.
The first annual HIV Vaccine Awareness Day
was observed! This day recognizes the
contributions of study participants to HIV
research.
The first African preventive HIV vaccine
trial begins in Uganda and is sponsored
by NIAID.
The first large-scale HIV vaccine trial in a
developing country begins with over 2,500
participants in Thailand.
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2000

NIAID creates the HIV Vaccine Trials
Network (HVTN). This network comprised
of many clinical sites both abroad and
within the United States to test and
evaluate HIV vaccines.

2009

A Phase 3 Thai Trial (RV144) enrolled more
than 16,000 participants and was the first,
larger clinical study to demonstrate
efficacy for an investigational HIV
vaccine.

2016

The AMP Studies were launched by
NIAID to test whether intravenous
infusions of the antibody VRC01 are
safe, tolerable and effective at
preventing HIV infection. The trials were
also designed to answer fundamental
scientific questions for HIV prevention
and vaccine research.

2022

NIAID as part of the NIH, has launched a
Phase 1 clinical trial evaluating three
experimental HIV vaccines based on a
messenger RNA (mRNA) platform—a
technology used in several approved
COVID-19 vaccines. NIAID is sponsoring
the study, called HVTN 302.
Our very own CVVR is a site for HVTN
302!

Contact us about participating in our trials by
emailing us at cvvrtrials@bidmc.harvard.edu
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What is an ELISA?
by Lorraine Bermudez Rivera

When you read published journal articles from the CVVR CTU, it is possible you have
seen data about antibody levels. One of the assays we use to collect this data is
called an enzyme-linked immunoassay (ELISA). This assay is frequently used to
detect antibodies in the blood. Once we collect blood samples from our participants
at the Clinical Research Center, our research assistant take it to the laboratory,
where the lab team processes them and then performs assays such as ELISAs.
There are several types of ELISAs, including sandwich ELISAs, direct ELISAs,
indirect ELISAs, and competitive ELISAs. In the Barouch Lab, they perform indirect
ELISAs.

This is how they work:
First, we coat each well with the antigen (the target of the antibodies
we want to detect in our sample). Please note that the image shows
only one antigen, but in reality, there is a large amount of antigens in
each well so we can detect many antibodies!

Next, we add the sample processed by our lab team. If
any antibodies are present in the sample, they will bind
to the antigens.
We then add what we call a secondary antibody, which is
designed to bind to a portion of the kind of antibodies we
want to detect in our sample.
When the secondary antibody binds to an antibody that was present in
the sample, it results in a signal that is visualized as a color. The color of
the well ends up being proportional to the amount of antibodies present.
For example, a well with a bright and deep color will have a higher
concentration of antibodies.
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This is an example of what an entire plate would look like:

However, our observation of the color is not enough. We need numbers for our data!
For this reason, we then take our well plate and insert it in a machine called a
spectrophotometer (microplate reader), which measures the absorbance of each well
and provides a number that correlates to the signal (color) of the well.

These values are then analyzed and statistically evaluated by the
research team to determine the meaning of the data and if it
helped us reach the endpoints of the study.
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The Perfect Pound Cake
by Ellie Schonberg

My first job in high school was at a bed and breakfast in my hometown of
Canton, New York. While I worked at the B&B, I learned the art of a
perfect hospital corner and the best heat to scramble an egg. I also
discovered my love for baking. One of my first, and still favorite, things to
bake is pound cake. Nothing beats the cakey-yet-not-too-sweet flavor of
this loaf. Enjoy with some summer berries and whipped cream and you'll see
why this simple dessert is my absolute favorite!

▢
▢
▢
▢
▢
▢
▢
▢

INGREDIENTS:
INSTRUCTIONS:
4 eggs
1. Preheat oven to 350F. Butter and flour a 9x5 inch baking
1 cup unsalted butter tin.
(room temperature)
2. In a medium bowl whisk together the flour, salt, and
1 cup sugar
baking powder then set aside.
1½ cup all-purpose
3. In a stand mixer fitted with a whisk attachment cream
flour
the butter. Add sugar in and mix until light and fluffy.
½ cup sour cream
Scrape the bowl down and beat a few more seconds.
1 teaspoon salt
4. Add the eggs in one at a time while mixing at medium
2 tablespoon vanilla
speed. Scrape the bowl down and beat until fully
½ teaspoon baking
incorporated.
5. Add the sour cream, and vanilla. Mix until incorporated.
powder
Scrape the bowl down.
6. Add the flour mixture in and mix until combined. Scrape
the bowl down and use your spatula to mix in any pockets
of flour or butter that remain.
7. Transfer batter into tin then give a quick smooth to even
the batter out a bit. Bake at 350F for about 40 minutes
or until the center is set and a skewer comes out clean.
8. Allow to cool in the tin for about 10 minutes before
transferring to a cooling rack.
Recipe Credit: https://preppykitchen.com/pound-cake/
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Article Review: Neutralization of the SARS-CoV-2 Omicron BA.1
and BA.2 Variants
by Siline Thai

The COVID-19 pandemic has seen a few variants throughout its course. Most recently, the
omicron variant is known to have three major sublineages: BA.1, BA.2, and BA.3. Two interesting
sublineages are BA.1 and BA.2. BA.1 is currently the most rapid and dominant of the sublineages,
showing the ability to escape being neutralized by antibodies induced by vaccines. BA.2 on the
other hand is less dominant, however, is seen throughout more regions in the world, indicating
that it perhaps has a more selective advantage over BA.1. Although Panel B from the article
demonstrates comparable levels of neutralizing antibodies (amongst vaccinated and boosted
individuals), it is still unclear if BA.2 has the similar ability to evade neutralization. Nevertheless,
compared to the parental strain WA1/2020, the levels of neutralizing antibody titer of BA.1
and BA.2 infected (then boosted with 3rd shot) individuals were 6.1 to 8.4 times lower. Overall,
the data illustrates that BA.2 has similarly low levels of neutralization antibody titer, but
individuals infected previously with BA.1 have developed appreciable amounts of neutralizing
antibodies for BA.2 as well. In the context of public health, this finding suggests that BA.2
attained global infections through increased transmissibility rather than immunological evasion.
The article shows the importance of continuously pursuing more information and furthering
research efforts regarding the pandemic by showing how dangerous and elusive COVID 19 can
be due to its variants. Since this publication, our group has produced an updated manuscript
that describes ability of serum from vaccinated or infected individuals to neutralize newer
omicron variants BA.2.12.1 and BA.3 and BA.4 (Forthcoming; in press at NEJM).
Article: https://www.nejm.org/doi/full/10.1056/NEJMc2201849
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Crossword answers are located in the top left corner of the next page!!
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Crossword Answers:
Across: 1. Monkeypox 4. Blackfan 6. Vaccines 8. Antiretroviral 9. Tcell
Down: 2. Yellow fever 3. Paxlovid 5. Charles 7. Mask
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