Faculty Specialty Preferences & Suggested References
Many of the faculty members have suggested a couple of papers that will help you with your protocols. The list of articles is below; the papers can be found in the accompanying folders.

Stacey L. Berg
Phase I studies; ethics of clinical trials; pediatric 


hematology/oncology

Daugherty CK, Ethical issues in the development of new agents, Investigational New Drugs, 1999
Lee DP, et al., Pediatric Phase I Trials in Oncology: An Analysis of Study Conduct Efficiency, Journal of Clinical Oncology, 2005
Sharp SM, Consent Documents for Oncology Trials: Does Anybody Read These Things?, Journal of Clinical Oncology, 2004

Smith M, et al., Coduct of Phase I Trials in Children With Cancer, Journal of Clinical Oncology, 1998

Richard J. Chappell

Statistics; goals and aims (primary/secondary); power/sample size

   

calculations; analysis plans; non-inferiority trials; radiation


oncology; phase I clinical trial design
Cook TD, et al., Texts in Statistical Science; Introduction to Statistical Methods for Clinical Trials

Mary L. (Nora) Disis

Breast cancer; ovarian cancer; immunotherapy, tumor immunology
Dang Y, et at., Identification of Immunologic Biomarkers Associated with Clinical Response after Immune-Based Therapy for Cancer, Cancer Vaccines: Annals of the New York Academy of Sciences, 2009

Keilholz U, et al., Immune Monitoring of T-Cell Responses in Cancer Vaccine Development, Clinical Cancer Research, 2006



L
Lee M. Ellis

Surrogate markers; targeted therapies; angiogenesis; surgical 


oncology; GI cancers
Buyse M, et al., Biomarkers and surrogate end points – the challenge of statistical validation, Nature Reviews: Clinical Oncology, 2010

Eisenhauer EA, et al., New response evaluation criteria in solid tumours: Revised RECIST guideline (version 1.1), European Journal of Cancer, 2009

Neumayer L, Design and conduct issues in surgical clinical trials, The American Journal of Surgery, 2004

Peppercorn J, et al., Ethics of Mandatory Research Biopsy for Correlative End Points Within Clinical Trials in Oncology, Journal of Clinical Oncology, 2010

Schilsky RL, Personalized medicine in oncology: the future is now, Nature Reviews Drug Discovery, 2010

Sydes MR, Langley RE, Potential pitfalls in the design and reporting of clinical trials, Lancet Oncology, 2010

Lawrence H. Fong 

Immunotherapy; prostate cancer; tumor immunology; translational 



clinical trials
Britten CM, et al., Harmonization guidelines for HLA-peptide multimer assays derived from results of a large scale international proficiency panel of the Cancer Vaccine Consortium, Cancer Immunol Immunother, 2009

Tahara H, et al., Emerging concepts in biomarker discovery; The US-Japan workshop on immunological molecular markers in oncology, Journal of Translational Medicine, 2009


Elizabeth Garrett-Mayer
Biostatistics; predictive models; phase I and phase II study



designs; power and sample size
LoRusso PM, et al., An Overview of the Optimal Planning, Design, and Conduct of Phase I Studies of New Therapeutics, Clinical Cancer Research, 2010.

Seymour L, et al., The Design of Phase II Clinical Trials Testing Cancer Therapeutics: Consensus Recommendations from the Clinical Trial Design Task Force of the National Cancer Institute Investigational Drug Steering Committee, Clinical Cancer Research, 2010
Sullivan R, Clinical trial design in oncology, The Lancet Oncology, 2004

Mithat Gonen

Clinical trials with imaging endpoints; GI oncology clinical trials
McShane LM, et al., Reporting Recommendations for Tumor marker Prognostic Studies (REMARK), Journal of the national Cancer Institute, 2005

Ransohoff DF, Rules of evidence for cancer molecular-marker discovery and validation, Nature Reviews Cancer, 2004

Ratain MJ, Karrison TG, Testing the Wrong Hypothesis in Phase II Oncology Trials: There is a Better Alternative, Clinical Cancer Research, 2007

Rubinstein LV, et al., Design Issues of Randomized Phase II Trials and Porposal for Phase II Screening Trials, Journal of Clinical Oncology, 2005

Vickers AJ, et al., Setting the Bar in Phase II Trials: The Use of Historical Data for Determining “Go/No Go” Decision for Definitive Phase III Testing, Clinical Cancer Research, 2007

Daniel F. Hayes

Breast cancer; tumor marker study design and analysis; phase II or 




III trial design; circulating tumor markers; circulating tumor cells; 





Pharmacogenomics
Henry NL, Hayes DF, Uses and Abuses of Tumor Markers in the Diagnosis, Monitoring, and Treatment of Primary and Metastatic Breast Cancer, The Oncologist, 2006

Simon RM, et at., Use of Archived Specimens in Evaluation of Prognostic and Predictive Biomarkers, JNCI, 2009


Judith E. Karp

Acute leukemias; signal transduction; cell kinetics
Karp JE, et al., Active oral regimen for elderly adults with newly diagnosed acute myelogenous leukemia: a preclinical and phase I trial of the farnesyltransferase inhibitor tipifarnib (R115777, Zarnestra) combined with etoposide, Blood, 2009 
Smith BD, Karp JE, What Are the Endpoints of Therapy for Acute Leukemias? Old Definitions and new Challenges, Clinical Lymphoma, Myeloma & Leukemia Supplement, 2009



Mark Krailo

Statistical design; data collection; interim monitoring
Freidlin B, et al., Evaluation of Randomized Discontinuation Design, Journal of Clinical Oncology, 2005

Skolnik JM, et al., Shortening the Timeline of Pediatric Phase I Trials: The Rolling Six Design, Journal of Clinical Oncology 2008


Patricia M. LoRusso

Phase I; breast cancer
LoRusso PM, et al., Phase I Trials Today, Molecular Basis of Cancer Therapy, 2007

LoRusso PM, et al., Small-Molecule Tyrosine Kinase Inhibitors, Pharmacology of Cancer Chemotherapy, 2008

LoRusso PM, et al., An Overview of the Optimal Planning, Design, and Conduct of Phase I Studies of New Therapeutics, Clinical Cancer Research, 2010




Guido Marcucci

Acute myeloid leukemia; myelodysplastic syndromes; leukemia, 

 
hematologic malignancies
Blum W, et al., Clinical response and miR-29b predictive significance in older AML patients treated with a 10-day schedule of decitabine, PNAS, 2010

Liu S, et al., Sp1/NFkB/HDAC/miR-29b Regulatory Network in KIT-Driven Myeloid Leukemia, Cancer Cell, 2010

Marcucci G, et al., MicroRNA Expression in Cytogenetically Normal Acute Myeloid Leukemia, The New England Journal of Medicine, 2008

Vicki A. Morrison

Lymphoproliferative disorders; infections in 

 

immuncompromisedpatients; clinical trials in the elderly
Blaes AH, Morrison VA, Management of non-Hodgkin’s lymphoma in older adults, 2010
Morrison VA, Infections in Patients with Leukemia and Lymphoma, 2010



Daniel Normolle

Phase I and adaptive trial designs; prevention trials; biomarkers
Storer BE, Design and Analysis of Phase I Clinical Trials, Biometrics, 1989

Thall PF, et al., Bayesian Sequential Monitoring Designs for Single-arm Clinical Trials with Multiple Outcomes, Statistics in Medicine, 1995


Alfred W. Rademaker
Sample size determination; statistical methods for diagnostic 
testing; cluster randomized trials; early phase trial design;
missing data
Rademaker AW, et al., Eating Ability in Head and Neck Cancer Patients After Treatment with Chemoradiation: A 12-Month Follow-Up Study Accounting for Dropout, Head and Neck, 2003

Rubinstein WS, et al., Cost-effectiveness of population-based BRCA1/2 testing and ovarian cancer prevention for Ashkenazi Jews: A call for dialogue, Genetics in Medicine, 2009

Meredith M. Regan

Biostatistics; epidemiology; outcomes research; QOL
Freidlin B, et al., Proposal for the Use of Progression-Free Survivial in Unblinded Randomized Trials, Journal of Clinical Oncology, 2007

Gray R, et al., Phase II Clinical Trial Design: Methods in Translational Research from the Genitourinary Committee at the Eastern Cooperative Oncology Group, Clinical Cancer Research 2006

Hunsberger S, et al., A Comparison of Phase II Study Strategies, Clinical Cancer Research, 2009

Schulz KF, et al., CONSORT 2010 Statement: updated guidelines for reporting parallel group randomized trials, BioMed Central, 2010


Gary K. Schwartz

Melanoma-sarcoma; cell cycle; translational medicine
Schwartz GK, Shah MA, Targeting the Cell Cycle: A New Approach to Cancer Therapy, Journal of Clinical Oncology, 2005

Schwartz GK, Development of Cell Cycle Active Drugs for the Treatment of Gastrointestinal Cancers: A New Approach to Cancer Therapy, Journal of Clinical Oncology, 2006


Yu Shyr


Biostatistics; bioinformatics; trial design
Berry DA, Eick SG, Adaptive Assignment Versus Balanced Randomization in Clinical Trials: A Decision Analysis, Statistics in Medicine, 1995

Gilbert J, et al., Phase II Trial of Irinotecan Plus Cisplatin in Patients With Recurrent or Metastatic Squamous Carcinoma of the Head and Neck, Cancer, 2008

Mutter R, et al., A Phase II Study of Celecoxib in Combination with Paclitaxel, Carboplatin, and Radiotherapy for Patients with Inoperable Stage IIIA/B Non-Small Cell Lung Cancer, Clinical Cancer Research, 2009
Ye F, Shyr Y, Balanced two-stage designs for phase II Clinical Trials, Clinical Trials, 2007

Anil K. Sood


Gynecologic oncology; novel therapeutics; angiogenesis
El-Maraghi RH, Eisenhauer EA, Review of Phase II Trial Designs Used in Studies of Molecular Targeted Agents: Outcomes and Predictors of Success in Phase III, Journal of Clinical Oncology, 2008

Hoering A, et al., Randomized Phase III Clinical Trial Designs for Targeted Agents, Clinical Cancer Research, 2008


Vera J. Suman

Biostatistics; clinical trial design; immunologic endpoints; data 




safety monitoring plans/boards; surrogate endpoints; biomarkers-




evaluation of prognostic value
Jung SH, Randomized phase II trials with a prospective control, Statistics in Medicine, 2008
Kummar S, et al., Phase 0 clinical trials: Recommendations from the task force on methodology for the development of innovative cancer therapies, European Journal of Cancer, 2009


Alphonse G. Taghian
Breast radiation oncology trials; breast cancer; complications and 




side effects from breast radiation
Taghian AG, et al., Paclitaxel Decreases the Interstitial Fluid Pressue and Improves Oxygenation in Breast Cancers in Patients Treated With neoadjuvant Chemotherapy: Clinical Implications, Journal of Clinical Oncology, 2005

Recht A, et al., Lung Dose-Volume Parameters and the Risk of Pneumonitis for Patients Treated With Accelerated Partial-Breast Irradiation Using Three-Dimensional Conformal Radiotherapy, Journal of Clinical Oncology, 2009

Charles Richard Thomas, Jr.Radiation oncology/thoracic focus; radiation oncology/GI 

Thomas, Jr.:


 

focus
Chou TC, Talalay P, Quantitative Analysis of Dose-Effect Relationships: The Combined Effects of Multiple Drugs or Enzyme Inhibitors, 1984
Iwasa T, et al., Inhibition of Insulin-Like Growth Factor 1 Receptor by CP-751,871 Radiosensitizes Non-Small Cell Lung Cancer Cells, Clinical Cancer Research 2009

Marks, LB, et al., Guest Editor’s Introduction to Quantec: A Users Guide, International Journal Radiation Oncology Biology Physics, 2010

Moretti L, et al., AT-101, a Pan-Bcl-2 Inhibitor, Leads to Radiosensitization of Non-small Cell Lung Cancer, Journal of Thoracic Oncology, 2010
Normolle D, Lawrence T, Designing Dose-Escalation Trials With Late-Onset Toxicities Using the Time-to-Event Continual Reassessment Method, Journal of Clinical Oncology, 2006

Ocana A, et al., Synergy made simple: What does it mean and how valid are claims for synergy between antitumor agents?, Journal of Clinical Oncology, 2010

Pijls-Johannesma M, et al., A systematic methodology review of phase I radiation dose escalation trials, Radiotherapy and Oncology, 2010

Tallarida RJ, An Overview of Drug Combination Analysis with Isobolograms, The Journal of Pharmacology and Experimental Therapeutics, 2006



Miguel A. Villalona-Calero
Phase I trials; EGFR pathway; lung cancer; DNA repair
Dowlati A, Fu P, Is Response Rate Relevant to the Phase II Trial Design of Targeted Agents, Journal of Clinical Oncology, 2008

Fazzari M, et al., The Phase II/III Transition: toward the Proof of Efficacy in Cancer Clinical Trials, Controlled Clinical Trials, 2000

Young H, et al., Measurement of Clinical and Subclinical Tumour Response Using [18F]-fluorodeoxyglucose and Positron Emission Tomography: Review and 1999 EORTC Recommendations, European Journal of Cancer, 1999
-C

Jamie H. Von Roenn

Palliative care/symptoms; QoL; communication aid-oncology; 
   supportive care

Sloan JA, et al., The clinical significance of quality of life assessments in oncology: a summary for clinicians, Support Care Cancer, 2006

Sprangers MA, Quality-of-Life Assessments in Oncology, Acta Oncologica, 2002

Richard L. Wahl

Radiology; PET; imaging
Kasamon YL, Phase II Study of Risk-Adapted Therapy of Newly Diagnosed, Aggressive Non-Hodgkin Lymphoma Based on Midtreatment FDG-PET Scanning, Biol Blood Marrow Transplant, 2009
Shankar LK, et al., Consensus Recommendations for the Use of 18F-FDG PET as an Indicator of Therapeutic Response in Patients in National Cancer Institute Trials, The Journal of Nuclear Medicine, 2006

Wahl RL, et al., From RECIST to PERCIST: Evolving Considerations for PET Response Criteria in Solid Tumors, Journal of Nuclear Medicine, 2009

Young H, et al., Measurement of Clinical and Subclinical Tumour Response Using [18F]-fluorodeoxyglucose and Positron Emission Tomography: Review and 1999 EORTC Recommendations, European Journal of Cancer, 1999

Vivian K. Weinberg

Biostatistics; clinical trials; prostate cancer; other GU cancers;




survival analysis
Rosenberg JE, et al., Phase I Study of Ixabepilone, Mitoxantrone, and Prednisone in Patients with Metastatic Castration-Resistant Prostate Cancer Previously Treated with Docetaxel-Based Therapy: A Study of the Department of Defense Prostate Cancer Clinical Trials Consortium, Journal of Clinical Oncology, 2009
Ryan CJ, et al., Phase II Study of Ketoconazole Plus Granulocyte-Macrophage Colony-Stimulating Factor for Prostate Cancer: Effect of Extent of Disease on Outcome, The Journal of Urology, 2007


Heidi L. Weiss

Biostatistics; design and analysis of cancer immunotherapy trials;




design and analysis of cancer chemoprevention trials
Hoos A, et al., A Clinical Development Paradigm for Cancer Vaccines and Related Biologics, 2007
Moodie Z, et al., Response definition criteria for ELISPOT assays revisited, Cancer Immunol Immunother, 2010






