MGH Workshop on Methods in Supportive Oncology Research 2017
MASTER SCHEDULE (1.6.17)

Lectures are 40 minutes
Protocol Writing Groups are 2 hours

· Alumni Protocol Writing Group will meet 8-10 AM in Capital B on Monday, Tuesday, and Thursday. On Thursday it will meet in suite 1423 on 14th floor of the hotel


DAY 1: Sunday, 1/22

Participants arrive

4-5 PM   Conference Suite, Ballroom, Wyndham 15th floor
R1: Welcome and registration 

5 PM Conference Suite, Ballroom, Wyndham 15th floor
D: Dinner with small group leaders and groups, introductions of projects


DAY 2: Monday, 1/23 
Assignment 1 Due: Draft specific 

8-10 AM Conference Suite, Ballroom, Wyndham 15th floor
L1: Behavioral theories and models
L2: Development of Psychosocial Interventions
L3: Lecture 3- Clinical Trials

10:30 AM-12:30 PM (assigned spaces below for small groups) 
PG1: Protocol Writing Groups- Specific Aims and Study Design
[bookmark: _GoBack]
Small group locations
Temel/Trevino Commonwealth B (Wednesday suite 1423 on 14th floor)
Pirl/Kamen/Safren Capital B  (Wednesday suite 823 on 8th floor)
Traeger/Roeland Commonwealth A  (Wednesday suite 923 on 9th floor)
Park/Carter-Harris Beacon A  (Wednesday suite 1123 on 11th floor)
Greer/LeBlanc Boardroom (Wednesday suite 1223 on 12th floor)
Wood/Yi Capital A (Wednesday suite 1023 on 10th floor)

12:30 PM
Lu1: First option for sign-up lunches with faculty

1-5 PM 
OH: Office Hours with Faculty


DAY 3: Tuesday, 1/24
Assignment 2 Due: Revised specific aims, study schema, and data collection plans

8-10 AM Conference Suite, Ballroom, Wyndham 15th floor
L4: Qualitative Methods
L5: Approaches to Data Analysis
L6: Community-based research
Special talk: Patient perspectives on supportive oncology research

Lu2: Special talk lunch with patient and family stakeholders

10:30 AM-12:30 PM (assigned spaces for small groups) 
PG2: Protocol Writing Groups- Data Collection

12:30 PM Conference Suite, Ballroom, Wyndham 15th floor
Lu1: Special talk lunch with patient and family stakeholders

1-5 PM
SC: Individual Stats Consults (by appointment)

1:30-5 PM 
OH: Office hours with faculty

2-3 PM Conference Suite, Ballroom, Wyndham 15th floor
Optional Instruments Fair

5 PM Conference Suite, Ballroom, Wyndham 15th floor
Optional Qualitative Lab on Coding

DAY 4: Wednesday, 1/25 (Ether Dome)
Assignment 3 Due: Draft analytic plans

8-10 AM (Ether Dome in MGH Bulfinch Building)
L7: Decision-Making Research
L8: Prevention Research
L9: Survey Methods

10:30 AM-12:30 PM (assigned spaces for small groups)
PG3: Protocol Writing Groups-Samples, Recruitment, and Analytic Plans

1-5 PM
SC: Individual Stats Consults (by appointment)

2-5 PM
OH: Office Hours with Faculty

5 PM 
Optional Longitudinal Analysis Cafe


DAY 5: Thursday, 1/26
Assignment 4 Due: Sections on sample, recruitment, and enrollment

Returned: Assignments 1-3 with small group leader feedback

8-10 AM Conference Suite, Ballroom, Wyndham 15th floor
L10: Human Subjects 
P1: Faculty Panel on Early Career
SL: Small break out lectures
	Disparities (Commonwealth A)
	Biomarkers in Symptom Research (Capital B)

10:30 AM-12:30 PM (Assigned Space for Small Groups)
PG: Protocol Writing Group- Study Procedures and Human Subjects

12:30 PM
Lu3: Second option for sign up lunches

1-5 PM (Assigned Spaces)
OH: Office hours

2-3 PM Conference Suite, Ballroom, Wyndham 15th floor
Optional Web-Based Methods Seminar


Day 6: Friday, 1/27 (Ether Dome)
10:30 AM (Ether Dome in MGH Bulfinch Building)
Wrap Up

Noon (MGH Yawkey 10 Hallway)
Closing lunch
5 PM
Protocols/Proposals D


WORKSHOP DAYS IN DETAIL

DAY 1
Dinner in Small Groups with Leaders
Small groups will have dinner with their leader and introduce themselves and their projects.

DAY 2

Due in Morning: Draft specific aims

Lecture 1. Applications of Behavioral Theory and Conceptual Models
Speaker: Joseph Greer, PhD, MGH
Dr. Greer, a clinical health psychologist, conducts research on psychosocial interventions for patients with cancer and has taught health behavior theories at Williams College.
Intervention development requires the specification of a conceptual model of the relationships among patients’ symptoms, health perceptions/behaviors, and treatment outcomes. This lecture will focus on the most common theoretical models that clinical researchers employ in behavioral studies, such as the Biobehavioral Model of Cancer Stress and Disease Course, Health Belief Model, Theory of Planned Behavior, Social Cognitive Theory, Transtheoretical Model of Behavior Change, among others. The goal of the presentation will be to illustrate the application of such models in conceptualizing the processes and targets of treatment as well as measuring salient patient outcomes. 

Lecture 2. Development of Psychosocial Interventions
Speaker: Steven Safren, PhD, U Miami
Dr. Safren is Professor of Psychology at the University of Miami and an international expert on the development of psychosocial interventions for patients with medical illnesses.
This talk will provide the basics for a staged approach to developing psychosocial interventions.  Analogous to the stages involved in getting FDA approval for a new biomedical treatment, stages of psychosocial treatment development involve 1) articulating a conceptual model behind the development and maintenance of symptoms, 2) conceptualizing a potential intervention based on the model, 3) refining the treatment and model through either qualitative research, feedback from potential patients/clients, and/or quantitative research, 4) conducting an open pilot of the intervention, and refining it for acceptability and feasibility, 5) efficacy studies, and 6) effectiveness research.  Examples will be drawn from interventions for mental health problems (e.g. depression and anxiety) comorbid with medical illness such as HIV, diabetes, and cancer.  

Lecture 3. Performing a Successful Supportive Care Clinical Trial
Speaker: Jennifer Temel, MD, MGH
Dr. Temel, a medical oncologist, has conducted successful trials of interventions, including early palliative care for patients with metastatic cancers and a trial of e-mail reminders to oncologists for end-of-life discussions.
The purpose of this lecture is to review strategies for evaluating supportive care interventions targeting patients and families, clinicians, and health care delivery systems.  We will review three interventions which focused on each of these targets and discuss the successes/failures and pros/cons to each strategy.  We will utilize a “lessons learned” approach to educate the audience on the essential tasks and steps to develop, implement and complete a successful supportive care clinical trial.

Small Group Protocol Writing Session 1: Specific Aims and Study Design
Participants will present the specific aims for their studies and ideas for the sample. Revised specific aims are due at the beginning of Day 3.

Lunch
Informal lunch will be served in the conference suite

Statistical Consults
Each participant will have individual 45-minute meetings with a biostatistics consultant.

Office Hours
Each participant will have an individual 20-minute meeting with their small group leader. 


DAY 3

Due in Morning: Revised specific aims, study schema, and data collection plans

Lecture 4. Introduction to Qualitative Methods
Speaker: Elyse Park, PhD, MPH, MGH
Dr. Park is Director of Behavioral Sciences at the MGH Cancer Center and teaches qualitative methods at the Dana-Farber/Harvard Cancer Center and Harvard School of Public Health. She has designed and conducted over 15 studies in supportive care research and has conducted national seminars (e.g., APOS, SBM) on conducting qualitative research.
This lecture will describe the purpose of qualitative research and how it can be used in supportive oncology. Basic methods of collecting data will be reviewed, such as conducting focus groups and in-depth interviews. Practical approaches to the analysis of qualitative data will be provided.

Lecture 5. Developing a Quantitative Analytic Plan that Corresponds to Study Aims and Design
Speaker: Lara Traeger, PhD, MGH
Dr. Traeger, a clinical psychologist, serves as the statistical consultant for the MGH Behavioral Medicine Service. She has extensive experience teaching quantitative statistics and conducting seminars on the application of statistical methods in the social sciences.
This lecture in the protocol writing series will present a straightforward approach for developing sound and feasible analytic plans. Basic statistical tests will be reviewed. Steps for selecting statistical tests and building models that facilitate hypothesis testing within the parameters of the study design will be reviewed. An overview of applications of advanced statistical modeling techniques will be provided.   
Lecture 6. Community-based Research
Speaker: Marie Bakitis, PhD, University of Alabama at Birmingham
Dr. Bakitis is an international expert on early palliative care interventions in the community and in rural settings.
This lecture will review the special challenges of conducting research in a community setting. She will draw from her experience with the trials of ENABLE, an early palliative care intervention, to illustrate the process of community-based research.


Small Group Protocol Writing Session 2: Data Collection
Participants will present the flow diagram (schema) of their study design and list what data they plan to collect. A patient or family member stakeholder will participate in each small group to offer their perspectives on recruitment, study procedures, and relevance of the studies to patients and their families. If a participant is proposing a study which is a secondary analysis of previously collected data, plans for identifying the analytic sample will be discussed. This discussion will prepare participants for writing a draft analytic plan for the study, which is due at the beginning of Day 4. 

Special Lunchtime Talk: Patient and Family Stakeholders in Supportive Oncology Research
A patient treated for advanced cancer will tell his story and the important role of supportive care in his cancer treatment. He will discuss the importance of supportive oncology research to patients and their families and how to engage them as stakeholders in this research. This talk, which the patient has given before, is meant to inspire participants at this stage of the workshop and to prepare them for working with patient and family stakeholders in their small groups later that day.

Statistical Consults
Half of participant will have individual 45-minute meetings with a biostatistics consultant.

Office Hours
Participants will have the option of scheduling individual 20-minute meetings with workshop faculty.

Optional Instruments Fair
In this informal session, William Pirl will have many relevant instruments for measuring quality of life, symptoms, and other constructs relevant to supportive oncology available for review, discussion, and questions and answers.

Optional Qualitative Lab on Coding
In this informal session, participants will gain hands-on experience reviewing transcripts and developing coding structures with Teresa Hagan, PhD, MGH Workshop Alumna and member of the MGH Cancer Outcomes Research Group..


DAY 4

Due in Morning: Draft analytic plans

Lecture 7: Methods in Prevention Research
Speaker: Erin Kobetz, PhD, Sylvester Comprehensive Cancer Center, U Miami
Dr. Kobetz is Director of the Cancer Control Research Program at the Sylvester Comprehensive Cancer Center and Associate Professor at the University of Miami. She is an expert in community interventions for cancer screening.
While prevention trials share many characteristics with other randomized trials in supportive oncology, they have unique features. This lecture will review the necessary steps in planning a prevention trial.

Lecture 8. Survey Methods
Speaker: Karen Donelan, ScD, MGH
Dr. Donelan is part of the Survey Methods Core of the Dana-Farber/Harvard Cancer Center and has led or advised on over 30 protocols in supportive oncology.
This lecture will review the methods used in constructing surveys and provide a practical step-by-step guide to developing a survey. Skills needed for the steps, such as cognitive interviewing, will be taught. Considerations such as modes, response formats, and missing data will be discussed. Analytic approaches to survey data will be reviewed. 

Lecture 9. Decision-Making Research
Speaker: William Pirl, MD, MPH, Workshop Co-Director, Sylvester Comprehensive Cancer Center, U Miami
Dr. Pirl is a member of the NCI Network on Affective Science, Decision Making, and Palliative Care and has NCI-funded studies on oncologists’ decisions about end-of-life care. He is Director of Cancer Support Services at Sylvester Comprehensive Cancer Center, U Miami.
While decision aids and shared decision making are important in supportive oncology, decision making research encompasses a broader range of applications. This lecture will review decision-making models and paradigms for research on medical decisions in oncology.


Small Group Protocol Writing Session 3: Samples, Recruitment, and Analytic Plans
Analytic plans often determine sample size. Participants will briefly present their analytic plans and then ideas for recruitment and enrollment and obtain feedback from the group and leader to enable them to complete the sample, recruitment, and enrollment sections of their protocols, which will be due at the beginning of Day 5.

Statistical Consults
Half of participant will have individual 45-minute meetings with a biostatistics consultant.

Office Hours
Participants will have the option of scheduling individual 20-minute meetings with workshop faculty.

Optional Longitudinal Analysis Cafe
In this informal session, Lara Traeger will discuss considerations for analyses of longitudinal data.

DAY 5

Due in Morning: Sections on sample, recruitment, and enrollment
 
Lecture 12. Human Subjects Protection in Supportive Care Studies
Speaker: Melissa Abraham, PhD, MPH, MGH
Dr. Abraham is a Chairperson of the Partners Human Research Committee, which oversees research at all Partners Healthcare sites including the MGH and the Brigham and Women’s Hospital.
Over the course of the week, questions will be collected on IRB issues. This session will be a Question and Answer with collected questions and discussion with participants.

Panel: Faculty Panel of Early Career Experiences
A selection of workshop faculty will present stories of their early career and challenges.

Small Lectures (participants choose one):

Small Lecture A. Research on Disparities and Cancer
Speaker: Elyse Park, PhD, MPH, MGH
Dr. Park is co-director of Training in Population Sciences for the University of Massachusetts, Boston/ Dana Farber Harvard Cancer Center NCI U54 on cancer disparities.
This lecture will provide an overview of health disparities research in cancer and the different approaches used in studies. While descriptive studies may provide useful information, the role of interventional studies to decrease disparities will be highlighted. Challenges and opportunities in disparities research will be reviewed. Plans for increasing recruitment of participants from minority groups will be discussed.


Small Lecture B. Biological Mechanisms of Symptoms
Speaker: Lisa Wood, PhD, BS, MGH
Dr. Wood, Professor of Nursing, conducts federally-funded research on the etiologies of cancer-related fatigue.
This talk will begin by reviewing current hypotheses and models of the mechanisms underlying cancer-related symptoms, using fatigue as focus. Applying biological models to supportive care studies and including biomarkers to test hypotheses will be discussed. Practical issues in the collection, storage, and analysis of biospecimens will also be reviewed.

Small Group Protocol Writing Session 4: Study Procedures and Human Subjects
Discussion will focus on any potential safety issues and plans to reduce risk. Because this is the last small group, participants will have the opportunity to receive help from the group on problems they might have encountered in writing their protocols. Complete protocols are due on Day 6.



Office Hours
Participants will have the option of scheduling individual 20-minute meetings with workshop faculty

Optional Web-Based Methods Seminar
Speaker: Joseph Greer, PhD, MGH
Dr. Greer has experience creating NIH-funded online interventions for illness management in primary care and is currently PI of an ACS Research Scholar Grant to conduct a trial of an online intervention for anxiety in patients with advanced cancers.
Although evidence-based clinician-administered interventions may be available, their dissemination is often limited due to the lack of trained clinicians. Web-based tools are becoming increasingly used to improve access to supportive care interventions. This lecture will focus on the application and testing of web-based methods for screening and intervention. Such innovative technology has the potential for standardizing supportive care and helping to address a critical unmet need in identifying and alleviating suffering in medical patients with comorbid psychological problems. Examples will be drawn from online, patient-centered interventions to improve management of anxiety and asthma in oncology and primary care settings.

DAY 6


Wrap Up Session

Reception Lunch


