CAMBRIDGE HEALTH ALLIANCE RESEARCH PROTOCOL 

Principal Investigator:      
Study Title:      
Version date:      
I. Aim and Hypothesis:      
II. Background and Rationale:      
A. Background:      
B. Rationale for current study:      
III. Research Plan 
A. Experimental design:      
B. Sample size and statistical analysis:      
C. Subject population to be enrolled
1. Population description:      
a) Inclusion criteria:      
b) Exclusion criteria:      
c) Withdrawal/Termination criteria:      
D. Risk/benefit assessment:      
1. Physical risk:      
2. Psychological risk:      
3. Social risk:      
4. Economic risk:      
5. Potential benefit of participating in the study:      
E. Specific methods and techniques used throughout the study:      
1. Study Procedures:      
2. Laboratory tests:      
3. Subject Timeline:      
F. Assessment of Subject Safety and Development of a Data and Safety Monitoring Plan

1. Definition of Serious Adverse Event (SAE) and Adverse Event (AE) for this study:      
2. SAE and AE reporting timeframes to IRB and sponsor:      
3. Accountability procedures as they relate to drugs, biologics, devices, and data:      
G. Subject Enrollment
1. Recruitment:      
2. Registration:      
3. Screening procedures/interview/questionnaire:      
4. Transportation:      
5. Informed consent process, location, etc.:      
a. If non-English speaking persons will be enrolled, state the informed consent process for enrolling the subjects, including who will conduct the consent interview, use of interpreters, translated documents, etc.:      
(NOTE: Exclusion of non-English speaking subjects, and other populations, such as pregnant women, minors, etc., from research requires ethical and scientific justification. This justification must be stated elsewhere in the protocol.)

6. Location and description of where study will be performed:      
7. Personnel who will conduct the study, including: 
a. Those present during study procedure(s):      
b. Study team members responsible for the following activities: 

i. Obtaining and documenting informed consent/parent or guardian permission/minor assent/legally authorized representative permission:      
ii. Performing study procedures:      
iii. Providing on-going information to the study sponsor and the IRB:      
iv. Maintaining participant's research records:      
8. Subject fees:       
9. Study results:      
10. Procedures to protect subject confidentiality:      
11. Confidentiality:      
a. Certificate of Confidentiality:      
b. How data will be coded, recorded, and stored to protect confidentiality:      
c. All parties who will have access to the date, including the key to the identity code:      
d. All parties who will have access to research records:      
12. Collaboration:      
13. Alternatives:      
14. How new information will be conveyed to study participants and how it will be documented:      
15. Payment, including a prorated plan for payment:      
16. Payment for a research-related injury:      
I. Outcome:      
J. Tissue banking considerations:      
VULNERABLE POPULATIONS:      
Page 1 of 3

