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Brian Hemming, Melinda Axton, D’Andre White, Terri Perez, Carolina Coronado,
Rebecca Many, Clayton Stone, Kimberly Evans, Anshumaan Maharaj, Stephen Brick,
Steffanie Barrera, Staci Poettgen, Dawn Killian, Gerardo Pena, Karol Perez, Victoria
Hernandez, Kevin Martinez, Amy Griffith, Nolan Payton, Quincey Hogue, Jamie
Padilla, Emily Mendez, Lily Hays, Maristelle Co, Nicholas Trinidad, Ismael Rodriguez,
Amy Lewis, Cindi Nellis, Lele Simmons, Marissa Johnson

Clinical Trials of
Texas

San Antonio, TX

David Joseph
Diemert, MD

Linda Witkin, Aimee Desrosiers, DeEnna Wedding, Bertran Walton, LaKeisha Queen,
Ryan Mouton, Caroline Thoreson, Manya Magnus, Jennifer Wald, Erika Faust,
Nicholas Heredia, Robbie Kattappuram, Hira Qadir, Chelsea Ware, Hannah Yellin,
Kegan Dasher, Daniel Mullen, Jeanne Jordan, Taylor Ladson, Madison Lintner,
Kaitlyn Macnair, Bitana Saintilma, Kelly Thomas, Samantha Walker, Neha Rampally,
Madhu Balachandran, Elissa Malkin, David Parenti, Hana Akselrod, Marc Siegel, Gary
Simon, Afsoon Raberts, Aileen Chang

George Washington
University

Washington, DC
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Study Team
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Location

Susanne Doblecki-
Lewis, MD

Maria Luisa Alcaide, Jose Gonzalez-Zamora, Stephen Morris,

Yimy Puerto, Annie Salvarrey, Claudia Balgas, Claudia Santos, Katherine King,
Brahian Steven Erazo, Mayra Fernandez, Leopoldo Cordova-Garcia, Elisa Corzo-
Sanchez, Edgar Fernandez, Loreta Padron, Stefani Ann Butts, Kenia Moreno, Juan
Casuso, Maria de Pilar Valanzasca, Thomas Tanner, Marilyn Fernandez, Mary Aloise,
Inza Patton, Vivian Pastrana, Sendy Puerto, Irma Barreto Ojeda, Junlin Long, Barbara
Huang, Gilianne Narcisse, Vanessa Perez

University of Miami

Miami, FL

Matthew W. Doust,
MD

Denise Sample, Sandra Erickson, Nate Alderson, Adrian Alejo, Stephanie Catanzaro,
Susan DeCraene, Cassie Enricco, Sandra Erickson, Alex Guereque, Shauna Harrell,
Shana Harshell, Stephanie Junker, Stephanie Laufenberg, Madison Mikulak, Makayla
Morra, Nicole Olson, Neil Pearson, Jasmin Redden, Monique Romo, Denise Sample,
Dhwani Shah, Sahara Vega, Emma Kar

Hope Research
Institute

Phoenix, AZ

Valentine Mbepson
Ebuh, MD

Elwaleed Elnagar, Geargette Ebuh, Genevieve lwuala, Catina Adams, Marissa
Cervenka, Ezgar Del Real, Shraddha Dubal, Elwaleed Elnagar, Jenifer Fiatte, Kathy
Harrell, Genevieve lwuala, Vicki Martinez, Robert Miranda, Brennan Opanasenko,
Destiny Robinson, Liz Ruiz, Amy Sheets, Shoniece Wallace

WR-Global Medical
Research

Dallas, TX

Frank Steven
Eder, MD

Ryan Little, Victoria Engler, John Tarbox, Heather Rattenbury-Shaw,

Deborah Hubish, Jessie Taylor, Debra Gabrielson, Jessica Fellows, Jennifer
Molstead, Kathe Olmstead, Ashley Conover, Tammy Kohn, Chelsea Briar, Corrine
Young, Collen McVannan, Kelli Quick, Shaylynne Hubanks, Kimber Breeden, Ann
Marie Sampson, Traci Hull, Tarin Gordon, Susan Owen, Kate Macarak, Tonya
Rackett, Jacob Blattstein, Partidge Jane Aton, Nicole Croft, Carolyn Grausgruber,
Rebecca Miller, Ryan Little, Victoria Engler, John Tarbox, Heather Rattenbury-Shaw,
Nathan Kimball, Courtney Heisey, Ginny McNew, Abigail Wine, Cindi VanKuren,
Jared Frick, Tammy Dennis, Andrew Kimball

Meridian Clinical
Research

Binghamton, NY

Hana M. El Sahly,
MD

Jennifer A. Whitaker, C. Mary Healy, Christine Akamine, Wendy A Keitel, Robert L
Atmar, Annette Nagel, Sandra Francisco, Thea Marie Cordero, Janet Brown, Jennifer
Christensen, Caroline Doughty-Skierski, Connie Rangel, Carrie Kibler, Coni
Cheesman, Lisreina Toro, Chanei Henry, Chianti Wade Bowers, Pedro Piedra, Kathy
Bosworth, Kayla Burrell, Jesus Banay, Tykel Eddy, Trent Davis, Shetel Anassi, Yvette
Rugeley, Olga Rybina-Willis

Baylor College of
Medicine

Houston, TX

David Jon Ensz,
MD

Pamela Allen, Taylor Bergh, Kimber Breeden, Avery Dunn, Brandon Essink, Debra
Gabrielson, Rylea Gulick, Tavane Harrison, Courtney Heisey, Andrew Kimball, Shelby
Klaschen, Jessica Knight, Makayla Langston, Meagan Miller, Allie Oplinger, Heather
Persinger, Alison Pierce, Kathryn Stoddard, Kayla Sturgeon, Jamie Thompson,
Melissa Wiseman

Meridian Clinical
Research

Dakota Dunes, SD

Brandon James
Essink, MD

Jay Meyer, Frederick Raiser, Kimberly Mueller, Roni Gray, Riley Brockman, Tabitha
Campbell, Carrie Essink, Laura Falcone, Roni Gray, Linda Layton, Jay Meyer,
Kimberly Mueller, Tiffany Nemecek, Frederick "Fritz" Raiser, lll, Jessica Satorie,
Chelsea Steinmetz, Nicole Osborn, Cassie Heisey, Maria Nguyen

Meridian Clinical
Research

Omaha, NE

Gregory J.
Feldman, MD

May-Yin Suen, Brittany Cooksey, Madison Fowler, Sarah Chynoweth, Gary Clemons,
Laura Jolly, Charlie Jordan, Heather Allison, Steve Clemons, Amber Brittany Belcher,
Allison Kelly, Marsha Gossett, Wendy Taylor, Amy Witt, Kendal Nelson, Jeffrey Witt,
Jacqueline Muenzner, Elizabeth Everette, Supinder Channa, Allison Ayers, Joseph
Boscia, Farhan Siddiqui

VitaLink Research-
Spartanburg

Spartanburg, SC

Carl J.
Fichtenbaum, MD

Maggie Powers-Fletcher, Michelle Saemann, Sharon Kohrs, Kimberly Mullins, Lindsay
Davis, Moises Huaman, Angela Snyder, Kristin Weghorn, Brenda Miller, Elizabeth
Costea, Lisa Schira, Romana Saeed, Helen Shelton, Kathleen Ballman, Laura
Browning-Cho, Sherry Donaworth, Chris Goddard, Jeanine Goodin, Elizabeth
Niederegger, Lisa Hachey, Tamara Maus, Pam Fletcher, Makayla Bishop, Victoria
Straughn, Shaina Horner, Carrie Christofield, Dana Burns, Jason Mayes, Kelly
Windholtz, Lisa Proffitt, Faizan Qureshi, Michelle O'Neil, Arustamyan Lisa, Sarah
Trentman, Eva Whitehead, Jennifer Baer, Linda Hinds, Jaasiel Chapman, D'Vaughn
House, Gary Frazier, Judy Houston, Lisa Altenau, Mary Burns, Dorice Smith, Justin
Ragle, Eric Mueller, Cynthia Nypaver, Jaime Robertson, Anissa Moussa, Geronimo
Feria Garzon, Sierra Bennett, Marlena Petrie

University of
Cincinnati

Cincinnati, OH

Carlos A. Fierro,
MD

Mazen Zari, Celia Gonzalez, Natalia Leistner, Mary Easley, Mary Provost, Krista
Estrada, Ann Geier, Amy Thompson, Heather Barker, Karol Moore, Kelly Moen,
Monica Atwood, Amber Wolf, Brandi Dickerson, Manyvohn Rinehart, Dina Hammine,
Angela Eichler, Casey Johnson, Nathan Arthur

Johnson County
Clin-Trials

Lenexa, KS

Veronica G.
Fragoso, MD

Lisa Holloway, Cecilia McKeown-Bragas, Teresa Becker, Vicki Miller, Leena Mir, Elton
Oliveira, Moez Talpur, Enya Rentas-Sherman, Gabriela Maria Becerra, Dewayne
Hicks, Robert Krbashyan, Shakira Barr, Ashraf Jafri, Herman Ortiz, Zohair
Harianawala, Chandra Tobin, Norma Gonzalez, Saji Perinjelil, Khorshid Amirkhosravi,
Tracy Kowalski, Biman Goswami, Waheeda Sureshbabu, Amy Anderson, Berenice
Ferrero, Simeen Khan, Chen-Ho Yang, Nazanin Zarinkamar, Scott Ward, Crystal
Reese, Miyosha Lewis, Olga Konshina, Lorrian Yates.Joel Cano, Quiana Wilson, Kara

Texas Center for
Drug Development,
Inc.

Houston, TX
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Sikes, Diana Chehab, Joanna Quezan, Maryam Rabbani, Sadaf Batla, Abbyssinia
Moges. Diego Carrington, Matthew Joseph, Laura Grissanty, Dean Jang, Dustin
McFadden, Misbah Baloch, Elisa Moralez, Abdeali Dalal, Frances Saubon, William
Fernandez, Jenny Toress, Blessing Felix, Zain Rizvi

lan Frank, MD

Annet Davis, Eileen Donaghy, Nicole Sundo, Juan Ramirez, Laura Schankel, Dana
Brown, Katharine Bar, Dana Brown, Christopher Chianese, Gillain Constantino, Dovie
Watson, Kathleen Degnan, Helen Koenig, William Short, Petra Alexander, Eileen
Mergliano, Jie Ho, Michele Wisniewski, Debora Dunbar, Liani Santini-Lopez,
Rosemarie Kappes, Angela Cabassa, Tammy Chen, Berry SotoVega, Deborah Kim,
Devon Cliett, Kate Kearns, Jillian Baron, Vivian Leung, Florence Momplaisir, Sarah
Wood, Tameka Matthews, David Metzger, Richard Tustin

University of
Pennsylvania

Philadelphia, PA

Sharon E. Frey,
MD

Irene Graham, Getahun Abate, Daniel Hoft, Heather Douds, Cassandra Zehenny,
Joan Siegner, Helay Hassas, Kim Cooper, Shirley Dettlebach, Sabrina DiPiazza,
Carol Duane, Linda Eggemeyer-Sharpe, Lauren Foreman, Jerry Hutter, Ryan Kerr,
Kate Liefer, Tracy Montauk, Karla Mosby, Janice Tennant, Nicole Purcell, Kiana
Wilder, Kathleen Chirco, Sharon Irby-Moore, Kathleen Koehler, Melissa Loyet,
Thomas Pacatte, Susan Stewart, Azra Blazevic, Tamara Blevins,

Chase Colbert, Christopher Eickhoff, Lainey Mejia Jauregui, Keith Meyer, Krystal
Meza, Amanda Nethington, Huan Ning, Brittany Williams, Mei Xia, Yinyi Yu, Stanley
Doublin, Mary Pat Eastman, Eric Eggemeyer, Mikayla Frye, Michelle Harris, Aleshia
McCoy, Donna Duncan, Gwendolyn Tatum, Nicole Purcell, Kiana Wilder, Tammy
Grant, Claudia Castillo Paredes, Rong Hou, Jin Wang, Qian Wang, Sarah George

Saint Louis
University

St. Louis, MO

Cynthia Gay, MD

David Wohl, Joseph Eron, Jr., Andrew Thorne, Michelle Floris-Moore, Christopher
Hurt, David Wohl, Chidinma Okafor, Janette Goins, Ulrike Adam, Ekundayo Nylander-
Thompson, Anna Furlong, XinHong Ao, Kathy Guerrero, Melinda Hart, Kathleen
Loeven, Rachael Mossey, Esther Speight, Rachel White, Chloe Twomey, Kristen
Gray, Miriam Chicurel-Bayard, Susanne Henderson, Patti Vasquez, April Welch,
Camille O'Reilly, Maureen Furlong, Noshima Darden-Tabb, Elizabeth DuBose, Marie
Oriol, Dynesha Perry, Maria Stetson, Maria Bullis, Shelby Turner, Ebony Harrington,
Michael Herce, Suzanne Blevins, Alexander Bradley, Susan Pedersen, Becky Straub,
Sandra Barnhart, Felicia Barriga Munante, Nazneen Howerton, Tevnan Keller, Mandy
Tipton, Abigail Riddick, Kristi Kirkland, Maggie Harman, Tania Hossain, Centhla
Washington, Erin Hoffman, Carolina Pastrana Medina, William Johnson, Samantha
Earnhardt, Amy James Loftis, Catherine Kronk, Yaa Ofori-Marfoh, Julie A Nelson,
Nicole Maponga, Lina Rosengren-Hovee, William Zhao, Jennifer Thompson, Sarah
Law, Holly Milner, Jonathan Oakes, Rachel Cook, Erin Cardot, Oesa Vinesett, Victoria
Rucinski, Joy Wannamaker, Tanailly Giralt Smith, Eliza DuBose, Chidinma Okafor

University of North
Carolina at Chapel
Hill

Chapel Hill, NC

Richard M. Glover,

II, MD

Stacy Slechta, Troy Holdeman, Robyn Hartvickson, Amber Grant, Jennifer Bennett,
Lindsey Brewer, Janelle Brown, Kelsey Burden, Melissa Burton, Brianna Burton,
Jordan Danby, Sheri Duncan, Amber Grant, Robyn Hartvickson, Lisa Hemmelgarn,
Sherry Henning, Jeri King, Riley King, Calton King, April Kitterman, Shannen Lassiter,
Cayla Lawless, Janna Martinez, Ragene Moore, Marissa Mueller, Aaron Nguyen,
Justin Phillips, Jordan Reheis, Rebecca Ring, Katherine Saengerhausen, Shannon
Thomas, Dylan Thomas, Cindy Thome, Denae Villines, Amber Wenzel, Eilleen
Wilbert, Avi Woods, Caressa Presley, Brianna Newport, Olivia Allen, Miranda
Santiago, Cheryl Sauerwein, Jill Longstaff, Sadie Allen, Candace Heckart

Alliance for
Multispecialty
Research

Newton, KS

Gregory Mark
Gottschlich, MD

Melissa Gottschlich, Steven Anderson, Gregory Mark Gottschlich I, Mary Woeste,
Kate Harden, Cindy Young, Michael Pordy, Audrius Ruksenas, Lacy Baird, Kim
Krogman, Lori Stanton, Melissa Fuson, Mason Urban, Christine Watson, Richard
Powell, Mary Smith, Jacob Sekinger, Diamond Russell, Nicole Lim, Mylene Asmar-
Rios, Yusef Museitif, Craig Mitchell, Tarik Whitham, Zachary Rutledge, Troy Porter,
Andrea Newlands, Jami Ramsey, Mary Frances Curry, Nishay Holloman, Crystal
Barket, Michelle Spear, Shelley Mahan, Taeleigha Greene, Zachary Eardley, Gen
Moussa, Mary Ann Gottschlich

New Horizons
Clinical Research

Cincinnati, OH

Sinikka L. Green,
MD

Julie Hamilton, Alex Fuller, Jeanette Dickhaus, Colleen Jacobson, Triny Cooper,
Michelle Jackson, Taylor Evans, Tabitha Judd, Kathryn Alexander, Megan Rosallo,
Sikhongi Phungwayo, Robin Dotson, Dana Finley, Michael Vasquez, Cyndi Foster,
Gregg Lucksinger, Sarah Smiley, Jayasree Krishnankutty, Ray Coon, Grishma
Dhimmer, Melanie Wilkerson, Tatum Shawver, Marcedes Coffman, Devin Teal, Laura
Crenshaw

Advanced Clinical
Research

Cedar Park, TX

Carl P. Griffin, MD

William Schnitz, Andrea Romero, Kim Hamilton, Raymond Cornelison, Angela
Genovese, Shelly Brunson, April Green, Lacey Dietz, Kim Calloway, Chris Hyatt,
Destiny Heinzig-Cartwright, Chalimar Rojo, Sharee Wright, Kathi Shaw, Michael
Pojezny, Avery Keller, Krystal Hightower, Dalia Tovar, Shanda Gower

Lynn Health Science
Institute

Oklahoma City, OK

Milton Haber, MD

Maria Candelario, Martha Bunnell-Pollak, Lauren Wade, Jackie Ziegler, Deena
Ramirez, Perla Avalos, Maria Drada, Jasmine Ali, Jessica McDowell, Kehinde Busari,
Patricia Church, Ronald Meza, Marco Vela, Esteban Zurita, Chris Connolly, Ruben

Laguna Clinical
Research
Associates

Laredo, TX
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Del Bosque, Alisha Lutat, Chelsea Fleming, Brett Potthoff, Anita Suri, Cynthia
Priester, Brenda Hernandez, Veronica Procasky, Eva Cerreta, Matt Honold, Melinda
Rodriguez, Maria Regalado, Jordan Stauffer

Greg Hachigian,
MD

Michael Cancilla, Ricardo Castellanos, Angela Cuellar, Yaman Darmarathne, Shaila
Faulker, Yana Gordeyeva, Michelle Hisey, Ashley Jungsten, Kristin Kiersey,
Pawandeep Nagra, Nav Nagra-Kooner, Jazmin Nauta, Masaru Oshita, Kenneth
Quick, Julie Raygoza, Amanny Sadek, Melisa Tinder, Jhoana Torres, Deborah
Murray, Kristen Kiersey

Benchmark
Research

Sacramento, CA

Brandon Baldwin, Lucian Cappoli, Tenisha Garcia, Ella Grach, Brenda Grande,

Laurie J. Han- Nicolle Mendez, Natalie Moy, Matthew Musikanth, Karen Mylerberg, Brennan WR-Medical Center San Diego, CA
Conrad, MD Opanasenko, Mark Pulera, Patti Sanchez-Emery, Mireles Sarah, Todd Simmons, for Clinical Research '
Denis Tarakjian
Toni Bland, Lori Bridges, Lucian Cappoli, Lisa Cohen, Leah Corts, Annie Craft, James
Earnhardt, Lynn Eckert, Aubrey Farray, Laura Hoer, Matthew Hong, Chris Hoyle,
Wayne Lee Jenee Jiggetts, Brian Joseph, Bradley Killebrew, Kendra Lisec, Lucie Mangala, David ;
Haryper, MD Musante, Adnan Nasir, Ampanda Olseyn, Brennan Opanasenko, Marci Parks, Marion M3 Wake Research Raleigh, NC
Peoples, Katherine Schuch, Judith Shand, Sabine Ucik, Douglas Wadeson, Barbara
Wheeler
) A Jeremy Brown, Brandy Ball, Jeremy Brown, Valerie Dyster, Dalia Jeronimo, Shelby ; ;
I\Rﬁlgley Fc Hallistor, Pickle, Michael Pojezny, Melody Ronk, Kathi Shaw, Bobbi Shofner, Jami Wagner, I';{ynn llnsmute ofthe i
. ockies co
Meghan York, Jill York
Marilyn Nguyen, Maya Dunstan, Barbara Carste, Sarah Friend, Diana McFeters, Lynn
Gross, Mohamed Ajenah, Jana Ffitch, Audra Mccoy, David Skatula, Susan Lasicka, T —
Lisa A. Jackson, Kimberly Brinker, Karen Sherwin, Melissa Scheer, Paula Lins, Roger Calvert, Washi
A ) il ashington Health Seattle, WA
MD, MPH Roxanne Erolin, Stella Lee, Vi Tran, Stephanie Pimienta, Bruce Douglas, Lee Barr, Research Institute
Colin Fields, Erika Kiniry, Joe Choe, Janice Suyehira, Joyce Benoit, Michael Witte,
Rebecca Lau
Greg Wilson, Kyle Rybczyk, Katie Crumbo, Carly Griffin, Latoya Hannah, Amy
Spyros Andrews Kerrigan, Valerie Mitchell, Jenna Caserta, Mary Dpwney, Nicole Swﬁndle, Shonda Vanderbilt University .
Kalams. MD Sumner, Amber Massey, Trudy Sullivan, Rita Smith, Cindy Nochowicz, Eric Olson, Nedizal Ciriter Nashville, TN
? Christian Warren, Josh Simmons, Dana King, Gwendolyn Rees, Matt Donio, Jesse
Case, Keith Richardson, Jarissa Greenard
Valeria D. Cantos, Sheetal Kandiah, Carlos del Rio, Christina Bacher, Hannah
Huston, Juliet Brown, Divya Bhamidipati, Nithin Gopalsamy, Brittany Lynn Speigel,
Elizabeth (Betsy) Hall, Brandon Spratt, Kiran Dhillon, Caitlin Moran, Michael Chung, Emory University
Colleen Kelley Felecia Wright, Marcia Peters, Rondell Jaggers, Vanessa Soliman, Ron Gaston, Emory University -
MD, MPH ' Christopher Foster, Sarah Wiatrek, Bezuayehu Mandefro, Pamela Weizel, Pamela Ponce de Leon Atlanta, GA

Lankford-Turner, Anandi Sheth, John Gharbin, Catherine Abrams, Philip Powers,
Paulina Rebolledo, Christin Root, Tiraje Lester, Sha Yi, Damien Swearing, Fred Ede,
Isaac Perez, Kelly Likos, Meen Dhir, Aastha KC, Gabriela Georgial, Tucker Colvin,
Nabeel Yar Khan, Valarie Hunter, D'Jamel Young, Felecia Atkinson

Clinical Research
Site

Christina Kennelly,

MD

Jacob Coleman, Brittany Bundeff, Melissa C. Hennessey, Kenneth Owen, Caroline
Wilds Wilds, Jennifer Womack, Susan Martello, Chiedza Hooker, Robert Brownlee,
Melissa James, Deborah Wesley-Farrington, Lori Whiteheart, Hala Webster, David
Framm, Cortney Fretz, Gwyn Gibson, Susan Donahue, Kelly Woodell, Linda McCarty,
Jim Vesely, Scott Chatterton, Andrew Ottesen, Enrico Belgrave, Krishna Shah, James
Chester Alexander, Brittain Callahan

Javara

Charlotte, NC

Shishir Kumar
Khetan, MD

Taja Adams, Tanya Alexander, Tanya Alexaner, Sydney Barmoy, Jake Bart, Kira Bell,
Ira Berger, Jemario Blackwell, Priscilla Buahin, Bounphone Chanthavong, Juliana
DeVito, Azure Erskine, Brandon Essink, Laura Falcone, Debra Gabrielson, Beau
Garland, Barb Geiger, Tiana Oliver, Courtney Heisey, Sucharita Katikala, Andrew
Kimball, Heather Lang, Jeanette Lee, Asefa Mekonnen, Devan Myers, Kimberly
Nieves, Allison O'Brien, Oyebisi Olanrewaju, Nicole Osborn, Adunola Oshiyoye, Rahul
Patel, Alan Pollack, April Poole, Collin Smith, Kathryn Stoddard, Chao Wang, Sean
Whelan, Jonathan Whelan, Graciela Zapata, Nan Zhai

Meridian Clinical
Researc

Rockville, MD

Murray A. Kimmel,
DO

Alexa Diec, Ann Riley, Bette Denmat, Bram Swarr, Christina Raidl, Dania Billman,
Denise Dixon, Donald Dawson, Elaine Crudo, James Crowley, Katrina Carlson, Kaylie
Worzick, Laura Worth, Lisbeth Gordon, Marion Oliver, Robert Holt, Simmy Pinto,
Taylor Atkinson, Traci Mitchell, Lana Ghomrawi, Norma Rokoff

Optimal Research

Melbourne, FL

Judith L. Kirstein,
MD

Jared Bradshaw, Krista Forster, Jeanette Dickhaus, Marcia Bernard, Erica Sanchez,
Nikki Abels, Cynthia Kunakom, Vanessa Vandergoot, Jessica Fisher, Carol Remigio,
Jourdan Manfred, Frederick Lloyd, Tiffany Williams, Clarisse Baudelaire, Lovette
Cherelle, Nolan Mackey, Alan Valenzuela, Theodore Wyman, Alyssa Taber, Karen
Myers, Craig Koch

Rancho Paseo
Medical Group

Banning, CA

Michael J. Koren,
MD

Shannon Trull, Amanda Elwood, Mary Strickland, Ivy Gulliermo, Chistopher
Ganzhorn, Sonia Gerardo, Taylor Johnson, Victoria Kaposchansky, Cassie Lawler,
Laura Little, Amanda Pratt, Sheldon Warren, Andrea West, Emery Noles, Nathanial

Jacksonville Center
for Clinical Research

Jacksonville, FL
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Grant, Jillian Agnew, Lori Alexander, Brenda Anderson, Deirdre Arrington, Sara
Benner, Lisa Carl, Allison Crain, Nafisa Ishaku, Robert Nix, Sharon Smith, Amber
Devries, Sandy Salceiro, Opara Chukwudi, Mikaela Karney-Trull, Ramil Castillo,
David Graham, Gail Lowe, Alexander Hill, Carolyn Tran, Jeffry Jacqmein, Darlene
Bartilucci, Alpa Patel, Janet Garvey, Mitchell Rothstein, Kenneth Aung-Din, Margaret
Gannaway, Arman Mughal, Sandra Fuit, Jolenne Wolfer, Erin Schelhorn, Jacob
Wolfer, Madison Martinez, Melissa Parks, Patricia Neal

Karen L. Kotloff,
MD

Matthew Laurens, Milagritos Tapia, Lisa Chrisley, Cheryl Young, Barbara Albert,
Robin Barnes, Shernel Barrett, Andrea Berry, Melissa Billington, Shannon Bittner,
Colleen Boyce, Faith Pa'Ahana Brown, James Campbell, Regina Carpenter, Jamonie
Carter, Ginny Cummings, Brenda Dorsey, Jorge Flores, DeAnna Friedman-Klabanoff,
Shirley George, Nancy Greenberg, Hassan Haji, Elizabeth Hammershaimb, Susan
Holian, Leslie Howe, Myounghee Lee, Alyson Kwon, Kirsten Lyke, Alma Valle
Maldonado, Jennifer Marron, Kaitlin Mason, Monica McArthur, Rosa McBryde,
Sherry McCammon, Sandra Molina, Kathleen Neuzil, Daniele Nitkowski , Justin Ortiz,
Rekha Rapaka, Mardi Reymann, Toni Robinson, Wanda Somrajit, Mark Travassos

University of
Maryland, School of
Medicine

Baltimore, MD

Mark E. Kutner,
MD

Amanda Colina, Isett Caro, Frances Beltran, Jessie Downs, Jonathan Fernandez,
Mariete Renden, Mimaya Mujica-Alabaci, Susel Figueredo, Yanelis Dominguez,
Jaime Blandon, Bryan Ruiz, Leidy Montoya, Edgardo Rodriguez, Jessie Downs,
Jason Rothscheld, Janett Acle, Yaime Martinez, Soraya Ricardo, Maria Hernandez
Moran, Eloisa Guerra, Heidie Perez, Claudia Rodriguez, Victoria Moreno, Vanessa
Hechavarria, Saray Carvajal, Daniel Lopez, Carlos Iviricu, Neiner Enriquez, Paola
Garcia, Chris Hoyle, Marianela Carvajal, Janet Mendez, Edisleidy Mesa, Marco
Ramirez, Dalila Del Valle, Jennifer Ortega, Yeni Hernandez, Jhobana Vargas,
Carmen Amador, Juan Delgado, Maury Santos, Meredith Arguelles, Leyanis Coello,
Vanessa Ansorena, Jorge Caso, Stacy Machado, Raydel Valdes, Giann Lightbourn,
Dayami Dovales, Alain Chang

Suncoast Research
Group

Miami, FL

Mimi Van Der
Leden, MD, PhD

Chrishea Harvey, Tricia Oyeyemi, Aicha Moutanni, Stephanie Melton, Peta-Gay
Jackson Booth, Jennifer Yoon, Gloria Kim, Atanas Filev, Francis Uwandi, Meyling
Lopez, Janice Spreitzer, Courtney Gennes, Xiangfei Cheng, Matthew Van Sickle, Nick
Bart, Brianne Okunji, Frank Maloba

Optimal Research

Rockville, MD

Michael L. Levin,
MD

Brennan Opanasenko, Yajaira Ramos, Shonda Lester, Rebecca Boucher, Shawn
Harrell, Shon Boucher, Patti Sanchez, Nina Scharbach, Alex Sanchez, Shyane
Raniello, Wendy Guerra, Krystal Tyner, Kimberly Temple, Ruby Ortiz, Daniel
Terreault, Amy Kill, Jade Odynski, Adolfo DeLeon, Debbie Carter, Eduardo
Rodriguez, Julia Gass, Sara Esparza, Sierra Dansbee, Tammy Harrison, Marcy Kulic,
Lucian Cappoli, Mora Kim, Matthew Fenner, Heather Jimenez, Shraddha Dubal, Julie
Hussey

WR-Clinical
Research Center of
Nevada

Las Vegas, NV

Michael Lewis, MD

Nancy Mohler, Mai Pham, Ron Waldorf, Elham Ghadishah, Samantha Feril, Stella
Lee, Dzuyen Nguyen, Ruoxiang Wang, Justine Velandria, Benjamin Dreskin, Joseph
Yusin, Lauren Vigil, Sara Wong, Suchi Tiwari, Joseph Pisegna, Sunita Dergalust,
Wayman Lee, Krissa Caroff

VA Greater Los
Angeles Healthcare
System

Los Angeles, CA

Gregg H.
Lucksinger, MD

Jaleh Ostovar, Craig Koch, Danuel Hamlin, Kelly Chase, Jeanette Dickhaus, Edward
Kerwin, Frederick Forde, Allison Alvord, Dawn Stewart, Dan Hamlin, Kevin Parks,
Ryan Israelsen, Kary Kelly, Tiffany Smith, Melissa Myers, Ryan Rackley, Audrey
Kuehl, Savannah Peterson, Hannah Hall, Jay Weisbart, Alison Dodenhoff, Emily Kelly

Velocity Clinical
Research

Medford, OR

Mary Beth
Manning, MD

Carol Salango, Alec Ireland, Lisa Hoagland, Jeanette Dickhaus, Toby Briskin, Joan
Rothenberg, Michael Gaston, Sharita Tedder-Edwards, Denise Roadman, Megan
Sokolowski, Tina Shickluna, Katherine Bielanski, Samantha Hood, Talia Chandler,
Brianna Arman, Melinda DeLong, Nagib Ahmad, Karly Tarase, Jade Svoboda, Lisle
Merriman, Melisa Sebera, Emma Landskroner, Amy Maroun, Brooke Glivar, Jennifer
Gaston, Sarah Dzigiel, Cassiandra Uminski, Karol Sabol, Devan Patel, Nick Zarbo,
Briana Jackson, Brian Sharpe, Nicole, Baitt, Kaitlyn Duffy, Gabrielle Jacobs, Ann
Czuprun, Tracee Cash, Diamond Ivey, Kaitlyn Rubell

Rapid Medical
Research

Cleveland, OH

Kristen Marks, MD

Grant Ellsworth, Tina Wang, Timothy Wilkin, Mary Vogler, Carrie Johnston, Marshall
Glesby, Roy Gulick, Ole Vielemeyer, Rebecca Fry, Todd Stroberg, Caitlin Rhoades,
Noah Goss, Shaun Barcavage, Valery Hughes, Jonathan Berardi, Caroline Greene,
Sarah Galloway, Caique Mello, Ashley Machado, Mia Crowley, Monique Williams,
Katherine Fee, Elizabeth DeJesus, Andrew Yu, Minkyung Lee, Susan Herder, Mary
Ann Zweibel, Patrice Weller, Antonio Rivera-Lopez, Edward Kenny, Hetal May,
Natella Fridman, Parul Shah, Ruby Lee, Venus Fernandez, Victoria Lesina, Celine
Arar, Byron Bullough, Kinge-Ann Marcelin, Brian Mangano, Jessenia Fuentes, Jiamin
Li, Genessi Rodriguez, Catherine Jerry, Nadi Islam, Liqun Cai, Wayne Burns,
Akinbayo Caulcrick, Andrika Thomas, Barbara Batog, Guoan He, Sara Yoder, Tamara
Crowder, Gianna Resso, Sophia Alvarez, Tahera Begum, Elizabeth Connolly,
Roxanne Rosario, Paul Kim, Steven Wang, Vasilika Koci

Cornell Clinical
Trials Units - Weill
Cornell Chelsea and
Uptown

New York, NY
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Judith Martin, MD

Alejandro Hoberman, Timothy Shope, Gysella Muniz, Sonika Bhatnagar, Kumaravel
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Supplemental Statistical Methods

Statistical aspects of the vaccine efficacy analysis
Vaccine efficacy (VE) is defined as the percent reduction in the hazard, i.e. one minus the hazard
ratio (HR, mRNA 1273 vs. placebo).

For the primary efficacy and secondary efficacy endpoints, a stratified Cox proportional hazard
(PH) model with Efron's method of tie handling and with vaccine groups (mRNA-1273 or
Placebo) as covariate is used to assess the vaccine efficacy (i.e. 1- HR) between mRNA-1273 vs.
placebo. The model is adjusted for the same stratification factors used for randomization. The
estimator of VE and its 95% CI is provided from the stratified Cox proportional model.

For the primary efficacy endpoint, Covid-19 cases based on adjudication committee assessments
starting 14 days after the second injection in the Per-Protocol (PP) set, the one-sided p-value for
testing the null hypothesis (VE <30%) derived from the stratified Cox model is provided. At
IA1, based on a total of 95 cases, the one-sided p-value was <0.0001, and was compared to a
one-sided alpha of 0.0047 based on 62.9% information of the target total number (95/151) using
the Lan-DeMets O’Brien-Fleming approximation. Therefore, the pre-specified statistical
criterion for study success was demonstrated at IA1.

For the primary and secondary efficacy endpoints, incidence rate, defined as the number of
participants with an event divided by the number of participants at risk and adjusted by person-
years (total time at risk) is calculated. The 95% CI is calculated using the exact method (Poisson
distribution) and adjusted by person-years. *VE is defined as 1 — ratio of incidence rate
(mRNA-1273 vs. placebo). The 95% CI of the ratio is calculated using the exact method
conditional upon the total number of cases, adjusting for person-years.

Stratified Cox regression model to derive estimates of vaccine efficacy as 1-HR.

The assumption of the cox proportional hazard model is that the hazard rate ratio is a constant,
i.e. the vaccine efficacy is independent of the rate at which cases occur in the Placebo group in
any short time interval. At the first interim analysis with a median follow-up time of 49 days
after the second dose, based on 95 cases, the vaccine efficacy estimate from the stratified Cox
model was 94.5%. At the primary analysis with a median follow-up time of approximately 9
weeks after the second dose, based on 196 cases, the vaccine efficacy estimate from the stratified
Cox model was 94.1%. These results indicate the vaccine efficacy is independent of the rate on

Placebo. Analyses based on the exact method conditional on the total number of cases have also
been performed and the results are consistent with that from the stratified Cox model.

In addition, the pattern of cumulative incidence curves (based on 1 — Kaplan-Mere estimate) for
two treatment groups on Covid-19 counted starting 14 days after second dose in the PP set
(primary analysis, Figure 3A) and Covid-19 counted starting from randomization in modified
intent-to-treat (mITT) set (sensitivity analysis, Figure 3B) show that the proportional hazard
assumption holds: two curves of the treatment groups start together with 0 events, separate
around day 42 (14 days after second dose) in Figure 3A and Day 14 in Figure 3B, and then
diverge over time without crossing.
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The plot of log-log transformation of estimated survival probability was examined, based on
November 25, 2020 data, of primary endpoint in the PP set. The curves for the two groups were
approximately parallel, which supports that the proportional hazard assumption holds

Rationale for Assessment of Vaccine Efficacy in the Per-Protocol Population.

[t is not uncommon to use the PP Set as the primary analysis population for efficacy for vaccine
studies, as it usually includes participants who have received the intended vaccine regimen. In
the PP set, participants are included in the vaccine group to which they were randomized. In our
study, the PP Set excluded randomized participants who had positive or missing baseline SARS-
CoV-2 status at baseline, who received the incorrect study vaccine, discontinued study before
receiving dose 2, or received dose 2 outside of [day 22, 42] window, and other major protocol
deviations that impacted critical data. The reasons for exclusions are summarized in Figures 1
and S1. Additionally, sensitivity analyses in the mITT set were performed to assess the
consistency of vaccine efficacy.

Additional details supporting Figures 34 and 3B.

In Figures 3 and 4, the time axis started from randomization in days. Figure 3A presents the
primary analysis of Covid-19 based on adjudication committee assessments starting 14 days after
the second vaccination in the Per-Protocol Set. In this analysis, participants with an onset date of
Covid-19 starting 14 days after second dose are events with date of onset; participants with an
onset date for Covid-19 <14 days after the second dose (early case) were censored at the date of
Covid-19. Participants who did not have Covid-19 were censored at the data cutoff date for
efficacy. Participants who discontinued the study early or died due to cause unrelated to Covid-
19 without documented Covid-19 are censored at the date of early discontinuation or death.
Therefore, the cumulative incidence curves started to separate around 42 days after
randomization as the date of Covid-19 in this analysis starts 14 days after second vaccination
(with a target day of Day 29). The censoring started around day 29 as the earliest discontinuation
in the Per-Protocol Set. Participants who discontinued before dose 2, received dose 2 outside of
day [23, 42] window have been excluded from the Per-Protocol Set.

Figure 3B presents a sensitivity analysis of Covid-19 from randomization in the mITT Set. In
this analysis, participants who had Covid-19 were events with date of onset. The other censoring
rules are the same as above. The mITT Set only excludes randomized participants who did not
receive any dose, or had positive or missing baseline SARS-CoV-2 status. Therefore, censoring
starts early after randomization (early discontinuations), and the two curves started to separate
early.
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Baseline demographics and characteristics using the per-protocol set are provided as
supportive data for Table 1 based on the randomized participants.

Baseline Demographics and Characteristics Based in the Per-Protocol Set

Placebo mRNA-1273 Total

Characteristics n (%) (N=14073) (N=14134) (N=28207)
Sex

Male 7462 (53.0) 7366 (52.1) 14828 (52.6)

Female 6611 (47.0) 6768 (47.9) 13379 (47.4)
Age at Screening (yr)

Mean (range) 51.6 (18- 95) 51.6 (18- 95) 51.6 (18- 95)
Age (yr) and health risk for severe Covid-19"

218 and <65 and Not at Risk 8200 (58.3) 8189 (57.9) 16389 (58.1)

218 and <65 and at Risk 2324 (16.5) 2367 (16.7) 4691 (16.6)

265 3549 (25.2) 3578 (25.3) 7127 (25.3)
Ethnicity

Hispanic or Latino 2780 (19.8) 2789 (19.7) 5569 (19.7)

Not Hispanic or Latino 11165 79.3) 11212 (79.3) 22377 (79.3)

Not reported and unknown 128 (0.9) 133 (1.0) 261 (0.9)
Racet

White 11174 (79.4) 11253 (79.6) 22427 (79.5)

Black or African American 1349 (9.6) 1385 (9.8) 2734 (9.7)

Asian 689 (4.9) 620 (4.4) 1309 (4.6)

American Indian or Alaska Native 111 (0.8) 108 (0.8) 219 (0.8)

Native Hawaiian or Other Pacific Islander 31(0.2) 35 (0.2) 66 (0.2)

Multiracial 307 (2.2) 295 (2.1) 602 (2.1)

Other 295 (2.1) 299 (2.1) 594 (2.1)

Not reported and unknown 117 (0.9) 139 (1.0) 256 (0.9)

Baseline SARS-CoV-2 Statust

Negative 14073 (100) 14134 (100) 28207 (100)
Positive 0 0 0
Missing 0 0 0

Baseline RT-PCR

Negative 14073 (100) 14134 (100) 28207 (100)
Positive 0 0 0
Missing 0 0 0

Baseline bAb Anti-SARS-CoV-2

Negative 14073 (100) 14134 (100) 28207 (100)
Positive 0 0 0
Missing 0 0 0
Risk Factor for Severe Covid-19 at Screeningt
Chronic lung disease 688(4.9) 673 (4.8) 1361 (4.8)
Significant cardiac disease 694 (4.9) 711 (5.0) 1405 (5.0)
Severe obesity 936 (6.7) 956 (6.8) 1892 (6.7)
Diabetes 1345 (9.6) 1364 (9.7) 2709 (9.6)
Liver disease 90 (0.6) 95(0.7) 185(0.7)
HIV 77 (0.5) 82 (0.6) 159 (0.6)
Body Mass Index, (kg/m?)
Mean (SD) 29.27 (6.650) 29.28 (6.827) 29.28 (6.739)

bAb = binding antibody concentration; IRT = interactive response technology; RT-PCR = reverse transcription polymerase chain
reaction. Internet-based randomization was used to randomize participants to treatment groups based on the information the
Investigator entered regarding the age and potential comorbid conditions. *Based on stratification factor from IRT, participants
who were <65 years old were categorized as at risk for severe Covid-19 illness if they had at least 1 of the risk factors specified
in the study protocol at screening. TBaseline SARS-CoV-2 status was positive if there was immunologic or virologic evidence of
prior Covid-19, defined as positive RT-PCR test, or bAb against SARS-CoV-2 nucleocapsid above limit of detection; or lower limit
of quantification at Day 1. Negative was defined as negative RT-PCR test and negative bAb against SARS-CoV-2 assay result at
Day 1. fParticipants could be under one or more categories and were counted once at each category.
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Table S1. Primary and Secondary Objectives of the Trial

Objectives and Endpoints

Primary Objective

Primary Endpoints

Efficacy Objective (Primary):
To demonstrate the efficacy of
mRNA-1273 to prevent Covid-19.

Efficacy Endpoints (Primary): Vaccine efficacy of mRNA-1273 to prevent the
first occurrence of Covid-19 starting 14 days after the second dose of
investigational product (IP), where Covid-19 is defined as symptomatic disease
based on the following criteria:

° The participant must have experienced at least TWO of the following
systemic symptoms: Fever (= 38°C), chills, myalgia, headache, sore throat,
new olfactory and taste disorder(s), OR

o The participant must have experienced at least ONE of the following
respiratory signs/symptoms: cough, shortness of breath or difficulty
breathing, OR clinical or radiographical evidence of pneumonia; AND

° The participant must have at least one NP swab, nasal swab, or saliva
sample (or respiratory sample, if hospitalized) positive for SARS-CoV-2 by
RT-PCR.

Safety Objective (Primary):

To evaluate the safety and reactogenicity
of 2 injections of the mMRNA-1273 vaccine
given 28 days apart.

Safety Endpoint (Primary):

° Solicited local and systemic ARs through 7 days after each dose of IP.

° Unsolicited AEs through 28 days after each dose of IP.

o Medically attended adverse events (MAAEs) or AEs leading to
withdrawal through the entire study period.

o SAEs throughout the entire study period.

Efficacy Objectives (Secondary)

Efficacy Endpoints (Secondary)

To evaluate the efficacy of MRNA-1273 to
prevent severe Covid-19.

e  Vaccine efficacy of mMRNA-1273 to prevent severe Covid-19, defined as
first occurrence of Covid-19 starting 14 days after the second dose of IP,
(as per the primary endpoint) AND any of the following:

o Clinical signs indicative of severe systemic illness, Respiratory Rate
= 30 per minute, Heart Rate = 125 beats per minute, SpO; < 93% on
room air at sea level or PaO,/FIO, < 300 mm Hg, OR

o Respiratory failure or Acute Respiratory Distress Syndrome (ARDS),
(defined as needing high-flow oxygen, non-invasive or mechanical
ventilation, or ECMO), evidence of shock (systolic blood pressure
< 90 mmHg, diastolic BP < 60 mmHg or requiring vasopressors), OR

o Significant acute renal, hepatic or neurologic dysfunction, OR
Admission to an intensive care unit or death.

To evaluate the efficacy of MRNA-1273 to
prevent serologically confirmed
SARS-CoV-2 infection or Covid-19
regardless of symptomatology or severity.

Vaccine effcacy of MRNA-1273 to prevent the first occurrence of either Covid-19
or SARS-CoV-2 infection starting 14 days after the second IP dose.

This endpoint is a combination of Covid-19, defined as for the primary endpoint,
and asymptomatic SARS-CoV-2 infection, determined by seroconversion
assessed by bAb levels against SARS-CoV-2 as measured by a ligand-binding
assay specific to the SARS-CoV-2 nucleocapsid protein and with a negative

nasopharyngeal (NP) swab sample for SARS-CoV-2 at Day 1.

To evaluate VE against a secondary
definition of Covid-19.

Vaccine efficacy of mMRNA-1273 to prevent the secondary case definition of Covid-
19 starting 14 days after the second IP dose.

The secondary case definition of Covid-19 is defined as the following systemic
symptoms: fever (temperature = 38°C), or chills, cough, shortness of breath or
difficulty breathing, fatigue, muscle aches or body aches, headache, new loss of
taste or smell, sore throat, nasal congestion or rhinorrhea, nausea or vomiting, or
diarrhea AND a positive NP swab, nasal swab, or saliva sample (or respiratory
sample, if hospitalized) for SARS-CoV-2 by RT-PCR.

To evaluate VE to prevent death caused by
Covid-19.

Vaccine efficacy of mMRNA-1273 to prevent death due to a cause directly attributed
to a complication of Covid-19, starting 14 days after the second IP dose.

To evaluate the efficacy of mRNA-1273 to
prevent Covid-19 after the first dose of IP.

Vaccine efficacy of mRNA-1273 to prevent the first occurrence of Covid-19 starting
14 days after the first dose of IP.
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To evaluate the efficacy of mRNA-1273 to Vaccine efficacy of mRNA-1273 to prevent the first occurrence of Covid-19 starting

prevent Covid-19 in all study participants, 14 days after the second dose of IP regardless of evidence of prior SARS-CoV-2 infection
regardless of evidence of prior SARS-CoV-2 determined by serologic titer against SARS-CoV-2 nucleocapsid (FAS analysis

infection. population.

To evaluate the efficacy of mRNA-1273 to Vaccine efficacy to prevent the first occurrence of SARS-CoV-2 infection in the absence
prevent asymptomatic SARS-CoV-2 infection. of symptoms defining Covid-19 starting 14 days after the second IP dose.

SARS-CoV-2 infection determined by seroconversion assessed by bAb levels against
SARS-CoV-2 as measured by a ligand-binding assay specific to the SARS-CoV-2
nucleocapsid protein and with a negative NP swab sample for SARS-CoV-2 at Day 1.
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Tables S9-11. Unsolicited Adverse Events, Overall Safety Set

Table S9. Summary of Unsolicited AE Reported by >1% of Participants in Any Treatment

Group up to 28 Days After Any Injection

System Organ Class

Preferred Term Placebo mRNA-1273
n (%) (N=15166) (N=15185)
Number of participants reporting unsolicited AEs 3277 (21.6) 3632 (23.9)
Number of unsolicited AEs 6085 6798
Nervous system disorders 622 (4.1) 684 (4.5)
Headache 458 (3.0) 466 (3.1)
Respiratory, thoracic and mediastinal disorders 583 (3.8) 536 (3.5)
Cough 156 (1.0) 164 (1.1)
Oropharyngeal pain 203 (1.3) 147 (1.0)
Gastrointestinal disorders 440 (2.9) 478 (3.1)
Diarrhea 162 (1.1) 189 (1.2)
Musculoskeletal and connective tissue disorders 617 (4.1) 671 (4.4)
Arthralgia 167 (1.1) 207 (1.4)
Myalgia 181 (1.2) 200 (1.3)
General disorders and administration site conditions 622 (4.1) 1006 (6.6)
Fatigue 336 (2.2) 372 (2.4)
Injection site pain 54 (0.4) 151 (1.0)

AEs were coded using MedDRA Version 23.0.

AE = adverse event. An AE is defined as any event not present before exposure to study vaccination or any event already present
that worsens in intensity or frequency after exposure. Percentages are based on the number of participants in the safety set. All
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Table S10. Unsolicited Severe AEs Reported by >5 Participants in Any Treatment Group
up to 28 Days After Any Injection, Overall Safety Set

System Organ Class Placebo mRNA-1273
Preferred Term n (%) (N=15166) (N=15185)
Number of participants reporting unsolicited severe AEs 202 (1.3) 234 (1.5)
Nervous system disorders 21(0.1) 30 (0.2)
Headache 12 (<0.1) 20 (0.1)
Cardiac disorders 13 (<0.1) 13 (<0.1)
Bradycardia 5 (<0.1) 4 (<0.1)
Atrial Fibrillation 3 (<0.1) 4 (<0.1)
Vascular disorders 43 (0.3) 30(0.2)
Hypertension 32 (0.2) 23 (0.2)
Musculoskeletal and connective tissue disorders 24 (0.2) 23 (0.2)
Myalgia 2 (<0.1) 10 (<0.1)
Arthralgia 2 (<0.1) 8 (<0.1)
Back pain 7 (<0.1) 1(<0.1)
General disorders and administration site conditions 13 (<0.1) 49 (0.3)
Fatigue 6 (<0.1) 12 (<0.1)
Injection site erythema 0 11 (<0.1)
Injection site pain 1(<0.1) 3 (<0.1)
Investigations 13 (<0.1) 23 (0.2)
Blood pressure increased 6 (<0.1) 11 (<0.1)
Blood pressure systolic increased 7 (<0.1) 7 (<0.1)

MedDRA Version 23.0.

An AE is defined as any event not present before expoéufe to study vaccination or any event already present that worsens in
intensity or frequency after exposure. Percentages were based on the number of safety set participants. All AEs were coded using
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Table S11. Serious AEs Reported by Preferred Term in Any Treatment Group, Overall
Safety Set

System Organ Class Placebo mRNA-1273
Preferred Term n (%) (N=15166) N=15185
Number of participants reporting serious AEs 153 (1.0) 147 (1.0)
Number of serious AEs 211 207
Atrial fibrillation 5 (<0.1) 5 (<0.1)
Myocardial infarction 3 (<0.1) 5 (<0.1)
Pneumonia 7 (<0.1) 5 (<0.1)
Pulmonary embolism 5 (<0.1) 4 (<0.1)
Abdominal pain upper 0 3 (<0.1)
Cardiac failure congestive 3 (<0.1) 3 (<0.1)
Cerebrovascular accident 1(<0.1) 3(<0.1)
Cholecystitis 0 3 (<0.1)
Dehydration 3 (<0.1) 3 (<0.1)
Dyspnoea 0 3 (<0.1)
Nausea 1 (<0.1) 3 (<0.1)
Nephrolithiasis 0 3 (<0.1)
Prostate cancer 3 (<0.1) 3 (<0.1)
Acute respiratory failure 2 (<0.1) 2 (<0.1)
Acute coronary syndrome 0 2 (<0.1)
Acute myocardial infarction 4 (<0.1) 2 (<0.1)
Appendicitis 3 (<0.1) 2 (<0.1)
Avrthritis 1(<0.1) 2 (<0.1)
Cervical vertebral fracture 0 2 (<0.1)
Chest pain 1(<0.1) 2 (<0.1)
Colitis 1(<0.1) 2 (<0.1)
Coronary artery disease 2 (<0.1) 2 (<0.1)
Deep vein thrombosis 0 2 (<0.1)
Diarrhoea 1(<0.1) 2 (<0.1)
Embolic stroke 0 2 (<0.1)
Fall 3 (<0.1) 2 (<0.1)
Hiatus hernia 1(<0.1) 2 (<0.1)
Hypertension 1(<0.1) 2 (<0.1)
Respiratory Failure 1(<0.1) 2 (<0.1)
Road traffic accident 1(<0.1) 2 (<0.1)
Seizure 0 2 (<0.1)
Spinal stenosis 1(<0.1) 2 (<0.1)
Subdural hematoma 0 2 (<0.1)
Swelling face 1 (<0.1) 2 (<0.1)
Syncope 4 (<0.1) 2 (<0.1)
Acute kidney injury 3 (<0.1) 1(<0.1)
Covid-19 15 (<0.1) 1(<0.1)
Hip fracture 2 (<0.1) 1(<0.1)
Thyroidectomy 0 1(<0.1)
Abdominal pain 2 (<0.1) 0
Anaemia 2 (<0.1) 0
Ankle fracture 3 (<0.1) 0
Chronic obstructive pulmonary disease 4 (<0.1) 0
Confusional state 2 (<0.1) 0
Depression 3 (<0.1) 0
Diverticulitis 2 (<0.1) 0
Hypertensive emergency 2 (<0.1) 0
Intervertebral disc protrusion 1(<0.1) 0
Intraductal proliferative breast lesion 2 (<0.1) 0
Major depression 2 (<0.1) 0
Urinary tract infection 4 (<0.1) 0
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AE is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of participants in the safety set. All AEs were
coded using MedDRA Version 23.0.
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Table S12. Unsolicited Adverse Events of Hypersensitivity, Overall Safety Set

Placebo mMRNA-1273

Preferred term n (%) (N=15166) (N=15185)
Participants reporting hypersensitivity 166 (1.1) 233 (1.5)
Allergic sinusitis 1(<0.1) 2 (<0.1)
Anaphylactic reaction 1(<0.1) 1(<0.1)
Angioedema 3 (<0.1) 1(<0.1)
Bronchospasm 0 1(<0.1)
Conjunctivitis allergic 2 (<0.1) 2 (<0.1)
Dermatitis 8 (<0.1) 8 (<0.1)
Dermatitis allergic 3 (<0.1) 2 (<0.1)
Dermatitis atopic 7 (<0.1) 4 (<0.1)
Dermatitis bullous 2 (<0.1) 0
Dermatitis contact 29 (0.2) 21 (0.1)
Drug hypersensitivity 4 (<0.1) 4 (<0.1)
Eczema 4 (<0.1) 3 (<0.1)
Exfoliative rash 0 1(<0.1)
Eye swelling 2 (<0.1) 2 (<0.1)
Hand dermatitis 0 2 (<0.1)
Hypersensitivity 4 (<0.1) 5 (<0.1)
Idiopathic urticaria 1(<0.1) 0
Injection related reaction 1(<0.1) 1(<0.1)
Injection site rash 1(<0.1) 37 (0.2)
Injection site urticaria 0 15 (<0.1)
Laryngeal oedema 1(<0.1) 0
Lip swelling 2 (<0.1) 2 (<0.1)
Palatal oedema 1(<0.1) 0
Periorbital oedema 1(<0.1) 0
Periorbital swelling 2 (<0.1) 0
Rash 34 (0.2) 45 (0.3)
Rash erythematous 2 (<0.1) 6 (<0.1)
Rash follicular 1(<0.1) 0
Rash macular 4 (<0.1) 6 (<0.1)
Rash maculo-papular 2 (<0.1) 11 (<0.1)
Rash pruritic 4 (<0.1) 6 (<0.1)
Rash vesicular 0 3 (<0.1)
Rhinitis allergic 13 (<0.1) 10 (<0.1)
Serum sickness 1(<0.1) 0
Swelling face 2 (<0.1) 4 (<0.1)
Swelling of eyelid 1 (<0.1) 2 (<0.1)
Swollen tongue 0 2 (<0.1)
Type IV hypersensitivity reaction 0 1(<0.1)
Urticaria 23 (0.2) 27 (0.2)
Urticaria papular 5 (<0.1) 3 (<0.1)
Vaccination site rash 0 1(<0.1)

Percentages are based on the number of participants in the safety set. Preferred term by MedDRA
version 23.0. Hypersensitivity was identified through selected SMQ.
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Table S13. Covid-19 Symptoms and Severity, Per-protocol Set

All Covid-19 cases

Severe Covid-19 cases

Placebo mRNA-1273 Placebo mRNA-1273
Covid-19 Symptom n (%) (N=185) (N=11)* (N=30) (N=0)
Number of participants with any symptom 185 (100) 11 (100) 30 (100) 0
Respiratory symptom
Clinical evidence of pneumonia 4(2.2) 0 4 (13.3) 0
Cough 155 (83.8) 6 (54.5) 28 (93.3) 0
Difficulty breathing 55 (29.7) 1(9.1) 16 (53.3) 0
Radiographical evidence of pneumonia 3(1.6) 0 3(10.0) 0
Shortness of breath 78 (42.2) 2(18.2) 23 (76.7) 0
Systemic symptom
Body aches 111 (60.0) 7 (63.6) 26 (86.7) 0
Chills 95 (51.4) 4 (36.4) 19 (63.3) 0
Diarrhea 70 (37.8) 2 (18.2) 14 (46.7) 0
Fatigue 156 (84.3) 9 (81.8) 27 (90.0) 0
Fevert 54 (29.2) 2(18.2) 13 (43.3) 0
Headache 145 (78.4) 10 (90.9) 25 (83.3) 0
Muscle aches (myalgia) 114 (61.6) 5 (45.5) 24 (80.0) 0
Nasal congestion 138 (74.6) 8 (72.7) 21 (70.0) 0
Nausea 65 (35.1) 3 (27.3) 13 (43.3) 0
New loss of smell 115 (62.2) 3(27.3) 16 (53.3) 0
New loss of taste 106 (57.3) 3 (27.3) 15 (50.0) 0
Runny nose (rhinorrhea) 121 (65.4) 6 (54.5) 18 (60.0) 0
Sore throat 85 (45.9) 7 (63.6) 15 (50.0) 0
Vomiting 18 (9.7) 1(9.1) 7 (23.3) 0
Number of participants with any severe symptom 32 (17.3) 0 30 (100) 0
Acute renal dysfunction 2 (1.1) 0 2(6.7) 0
Acute Respiratory Distress Syndrome 1(0.5) 0 1(3.3) 0
ECMO 0 0 0 0
High-flow oxygen 1(0.5) 0 1(3.3) 0
Mechanical ventilation 0 0 0 0
Non-Invasive ventilation 1(0.5) 0 1(3.3) 0
Admission to an intensive care unit due to SARS-CoV-2 1(0.5) 0 1(3.3) 0
Heart Rate 2125 beats per minute 0 0 0 0
Hepatic dysfunction 0 0 0 0
Neurologic dysfunction 1 (0.5) 0 1(3.3) 0
Oxygen saturation <93t 28 (15.1) 0 27 (90.0) 0
Oxygen saturation SpO2 <93% on room air at sea level 29 (15.7) 0 28 (93.3) 0
PaO2/FIO2 ratio <300 mmHg 0 0 0 0
Respiratory failure 1(0.5) 0 1(3.3) 0
Respiratory rate =30 per minute [¢] 0 0 [0]
Systolic blood pressure <90 mmHg, diastolic blood 5(2.7) 0 4 (13.3) 0
Pressure <60 mmHg
Vasopressors required 0 0 0 0

symptom log page.

Note symptoms are shown for participants with all cases of 196 Covid-19 and those 30 that were considered severe cases. All
symptoms reported are included, regardless of relationship with the positive RT-PCR test used to define the case of Covid-19 in PP set.
Participants can be counted in more than one category. *There were 7 Covid-19 cases reported before 14 days post-dose 2. tDerived
based on temperature collected on case report form (CRF) symptoms. $Derived based on oxygen saturation collected on CRF
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Table S14. Characteristics of Participants with Severe Covid-19 Cases, Per-protocol Set

~ Covid-19 cases

Characteristics n (%) Placebo N=30
Sex

Female 17 (57)

Male 13 (43)
Age, years

Mean (range) 54.4 (23-80)

=265 years 10 (33)
Race/Ethnicity

White, not Hispanic or Latino 24 (80)

White, Hispanic or Latino 2(7)

Black/African American, Not Hispanic or Latino 1(3)

Not reported/other, Hispanic or Latino 2(7)

Multiple, Not Hispanic or Latino 1(3)
Hospitalized 9 (30)

ICU 2(7)
Co-morbid conditions (chronic lung, severe obesity, cardiac, diabetes,
hypertension and/or asthma) et
Clinical signs indicative of severe system illness

Oxygen saturation <93%* 28 (93)
Respiratory failure or Acute Respiratory Distress Syndrome 6 (20)
Significant acute renal or neurologic dysfunction 2(7)

*Derived based on oxygen saturation collected on CRF symptom log page. Covid-19 cases in the PP set. Data
from December 3, 2020.
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Table S15. Serious and Severe Treatment-related AEs Up to 28 days after Any Injection,

Overall Safety Set

System organ class, preferred term Placebo mRNA-1273 Total

n (%) N=15166 N=15185 (N=30351)

Serious AEs

Incidence of unsolicited AEs 4 (<0.1) 6 (<0.1) 10 (<0.1)

Autonomic nervous system imbalance 0 1(<0.1) 1(<0.1)
Paraesthesia 1(<0.1) 0 1(<0.1)
Dyspnoea 0 1(<0.1) 1(<0.1)
Pulmonary embolism 1(<0.1) 0 1(<0.1)
Nausea 0 1(<0.1) 1(<0.1)
Vomiting 0 1(<0.1) 1(<0.1)
Rheumatoid arthritis 0 1 (<0.1) 1(<0.1)
Polymyalgia rheumatica 1(<0.1) 0 1(<0.1)
Swelling face 1(<0.1) 2 (<0.1) 3 (<0.1)
Edema peripheral 0 1(<0.1) 1(<0.1)
Feeling hot 1(<0.1) 0 1(<0.1)
Immunization anxiety-related reaction 1(<0.1) 0 1(<0.1)
Procedural haemorrhage 1(<0.1) 0 1(<0.1)

Severe AEs

Incidence of unsolicited severe AEs 28 (0.2) 71 (0.5) 99 (0.3)
Lymphadenopathy 1 (<0.1) 1(<0.1) 2 (<0.1)
Type IV hypersensitivity reaction 0 1 (<0.1) 1(<0.1)
Headache 8 (<0.1) 9 (<0.1) 17 9<0.1)
Dizziness 1 (<0.1) 1(<0.1) 2 (<0.1)
Movement disorder 0 1 (<0.1) 1(<0.1)
Syncope 0 1 (<0.1) 1(<0.1)
Migraine 1 (<0.1) 0 1(<0.1)
Vertigo 0 0 1(<0.1)
Hypertension 9 (<0.1) 4 (<0.1) 13 (<0.1)
Nausea 0 1(=0.1) 1(<0.1)
Dermatitis 0 1(<0.1) 1(<0.1)
Rash 0 1 (<0.1) 1 (<0.1)
Rash macular 0 1(=01) 1(<0.1)
Myalgia 0 6 (<0.1) 6 (<0.1)
Arthralgia 2 (<0.1) 3 (<0.1) 5 (<0.1)
Muscle spasms 0 2 (<0.1) 2 (=0:1)
Neck pain 0 1(<0.1) 1 (<0.1)
Pain in extremity 0 1 (<0.1) 1(<0.1)
Temporomandibular joint syndrome 0 1(<0.1) 1 (<0.1)
Back pain 1(<0.1) 0 1(<0.1)
Polymyalgia rheumatica 1 (<0.1) 0 1 (<0.1)
Injection site erythema 0 11 (<0.1) 11 (<0.1)
Fatigue 2 (<0.1) 9 (<0.1) 11 (<0.1)
Injection site swelling 0 4 (<0.1) 4 (<0.1)
Injection site macule 0 3 (<0.1) 3 (<0.1)
Chills 0 2 (<0.1) 2 (<0.1)
Injection site lymphadenopathy 0 2 (<0.1) 2 (<0.1)

___Injection site pain 4 S SI(=0MEE = 2i(=05) I 3(<0.1)

Adverse drug reaction 0 1 (<0.1) 1 (<0.1)
Chest discomfort 0 1(<0.1) 1(<0.1)
Injection site induration 0 1 (<0.1) di(=051)
Injection site rash 0 1 (<0.1) 1 (<0.1)
Malaise 0 1 (<0.1) 1(<0.1)
Pyrexia 0 1(<0.1) 1(<0.1)
Swelling face 0 1 (<0.1) 1(<0.1)
Asthenia 1(<0.1) 0 1(<0.1)
Blood pressure increased 2 (<0.1) 5 (<0.1) 7 (<0.1)
Blood pressure systolic increased 0 1(=0.1) 1(<0.1)

were coded using MedDRA Version 23.0.

Adverse event (AE) was defined as any event not present before exposure to study vaccination or any event already present that
worsens in intensity or frequency after exposure. Percentages are based on the number of participants in the safety set. All AEs
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Table S16. Efficacy of Key Secondary Endpoints, Per-protocol Set

Placebo mRNA-1273

Secondary endpoint (N=14073) (N=14134)
Severe Covid-19 starting 14 days after second injection, adjudicated

n, events, PP 30 0

VE based on Hazard Ratio (95% CI)* 1.00 (NE-1.00)
Covid-19 after the first doset

n, events, PP 225 11

VE based on Hazard Ratio (95% ClI) 0.952 (0.912-0.974)
Secondary definition of Covid-19 starting 14 days after second
injection

n, events, PP 221 11

VE based on Hazard Ratio (95% ClI) 0.951 (0.911-0.973)
Covid-19 after the second injection regardless of prior SARS-CoV-2
infection, adjudicated

n/N events§ FAS 187/15170 12/15181

VE based on Hazard Ratio (95% Cl)

0.936 (0.886-0.965)

2 by RT-PCR. §n and N are based on the number of participants in the FAS.

PP=per-protocol set; FAS=full analysis set. “Vaccine efficacy (VE), defined as 1 - hazard ratio (mRNA-1273 Vs bilacebo), and 95%
Cl estimated using a stratified Cox proportional hazard model with Efron’s method of tie handling and with the treatment group as
a covariate, adjusting for stratification factor. tinclusive of second doses. $Secondary case definition of Covid-19 was defined as
including systemic symptoms: fever (temperature = 38°C) or chills, cough, shortness of breath or difficulty breathing, fatigue,
muscle aches or body aches, headache, new loss of taste or smell, sore throat, nasal congestion or rhinorrhea, nausea or
vomiting or diarrhea AND a positive NP swab, nasal swab, or saliva sample (or respiratory sample, if hospitalized) for SARS-CoV-
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Table S17. Vaccine Efficacy by SARS-COV-2 Status, Modified Intent-to-Treat

Baseline SARS-CoV-2 Status Placebo mRNA-1273
n (%)
Negative N=14598 N=14550
Number with Covid-19 185 (1.3) 12 (<0.1)
Number censored 14413 (98.7) 14538 (>99.9)
VE Based on HR (95% Cl) 0.936 (0.885-0.964)
Person-Years 3382.9 3390.1
Incidence rate per 1,000 Person-Years (95% Cl) 54.7 (47.1- 63.2) 3.6 (1.8-6.2)
VE based on incidence rate (95% Cl) 0.935 (0.884-0.967)
Positive . : N=g;7 N=343 |
Number with Covid-19 1(0.3) 0
Number Censored 336 (99.7) 343 (100)
VE Based on HR (95% Cl) a1 1.000 (NE-1.000)
Person-Years 71.9 71.4
Incidence rate per 1,000 Person-Years (95% CI)* 13.9 (0.4-77.5) 0.0 (NE-51.7)
VE based on incidence rate (95% Cl) 1.000 (-38.3-NE)

HR=hazard ratio. VE=vaccine efficacy. VE was defined as 1 - hazard ratio (nRNA-1273 vs. placebo); 95% CI
were estimated using a stratified Cox proportional hazard model with Efron's method of tie handling with the
treatment group as a covariate, adjusting for stratification factor if applicable in mITT set. Person-years was
defined as the total years from randomization date to the date of Covid-19, last date of study participation, or
efficacy data cutoff date, whichever was earlier. *Incidence rate was defined as the number of participants with an
event divided by the number of participants at risk, adjusted by person-years (total time at risk) in each treatment
group; the 95% Cl was calculated using the exact method (Poisson distribution) adjusted by person-years and VE
was defined as 1 — ratio of incidence rate (MRNA-1273 vs. placebo). Baseline SARS-CoV-2 Status was
considered positive based on immunologic or virologic evidence of prior Covid-19, defined as positive RT-PCR test
or bAb result at day 1; negative was defined as negative RT-PCR test and bAb results at day 1. Covid-19 cases
were diagnosed by symptoms and RT-PCR.
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Table S18. Preliminary Analysis of Infection from Randomization, Modified Intent-to-
Treat

R = B ~ Placebo 'mRNA-1273 | Vaccine efficacy
N=14598 N=14550 (95% CI)

Symptomatic Covid-19 293 20

Covid -19 269 19

Secondary definition of Covid -19 24 1
Positive RT-PCR at scheduled pre-dose 2* 39 15

Total infection (symptomatic or RT-PCR+ at 332 35 89.6%

pre-dose 2) (85.2%-92.6%)T

Ferean-yeanT 3365.6 3386.6

Incidence rate (95% Cl)$ 98.6 10.3 89.5%

(88.3-109.8) (7.2-14.4) (85.1%-92.8%)

Preliminary analysis of infection from randomization performed based on the modified intent-to-treat set (data cut-
off November 25, 2020). Infection was defined as symptomatic Covid-19, either Covid-19 (positive RT-PCR with two
eligible systemic or one eligible respiratory symptom), or secondary/CDC definition of Covid-19 requiring one
symptom, or, asymptomatic infection, as measured by positive RT- PCR at the scheduled pre-Dose 2 visit.). “Positive
RT-PCR at the scheduled pre-Dose 2 visit and no Covid-19 symptoms. TFrom stratified Cox proportional model
adjusting for the stratification factor. *Person-years defined as the total years from randomization date to the date of
Covid-19, last date of study participation, or efficacy data cutoff date, whichever was earlier. SIncidence rate was
defined as the number of participants with an event divided by the number at risk adjusted by person-years (total
time at risk) in each treatment group and 95% Cl calculated using the exact method (Poisson distribution) conditional
on total number of events adjusted by person-years.
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