MANUAL OF OPERATIONS TEMPLATE
Chapter 1: Development of the Organization
1.1 Background

1.2 Scope

1.3 Mission Statement

Chapter 2: NHLBI Organizational Overview 
2.1 NHLBI

2.2 Roles & Responsibilities of Program Office Staff

Chapter 3: Organizational Overview
3.1 Overview

3.2 Study Chair

3.3 Clinical Centers

3.4 Data Coordinating Center

3.5 Auxiliary Sites

3.6 Communication

3.7 Financial Conflicts of Interest

Chapter 4: The Steering Committee
 4.1 Membership

4.2 Responsibilities

4.3 Steering Committee Meetings and Calls

Chapter 5: Committees and Subcommittees 
5.1 Overview

5.2 Publications, Presentations, and Ancillary Studies Committee

5.3 Core Laboratory Selection Committee

5.4 Nurse/Study Coordinator Committee

5.5 Protocol Subcommittees

5.6 Writing Committees

Chapter 6: Human Subjects 

6.1 Introduction

6.2 Human Subjects Training and Documentation

6.3 Good Clinical Practices

6.4 HIPAA and Confidentiality Procedures

6.5 Protocol Review Committee

6.6 Data and Safety Monitoring Board

6.7 Medical Monitor

Chapter 7: Protocol Development and Implementation

7.1 Study Proposals

7.2 New Protocol Prioritization

7.3 Protocol Development

7.4 Protocol Implementation

7.5 Conflict Resolution

Chapter 8: Quality Assurance

8.1 Overview

8.2 Protocol Education and Training

8.3 Routine Study and Data Quality Checks

8.4 Site Visits

8.5 NHLBI Study Evaluation

8.6 Storage of Case Report Forms and Study Reports

Chapter 9: Network Funding

9.1 Management of the Budget

9.2 Notice of Grant Award

9.3 Clinical Center Budgets

9.4 Data Coordinating Center Budget

9.5 Study Budgets

9.6 Annual Progress Reports and Key Personnel Changes
9.7 Carryover Requests

9.8 FederalWide Assurance

9.9 Financial Status Report

9.10 Revised Financial Status Reports

Chapter 10: Publications, Presentations and Ancillary Studies Policy

10.1 Objectives

10.2 Definitions

10.3 Proposal and Approval Process

10.4 Selection of Writing Committee Members and Writing Committee Chair

10.5 Preparation of Papers 

10.6 Authorship

10.7 Clearance and Submission

10.8 Documentation of Publication Process

10.9 Preparation and Submission of Abstracts for National and International Meetings

10.10 Ancillary Studies and Presentations

10.11 Dissemination of Information

10.12 Invitations to Study Investigators for Presentation for Presentation of Study Materials

10.13 Use of Study Material for Graduate/Medical Student Theses or Dissertations

10.14 Other Papers and Presentations, and Other Matters

10.15 Private Sector Participation in a Clinical Trial

10.16 Administrative Procedures

Appendices
1. Certificates of Confidentiality
2. Inclusion of Women and Minorities
3. Terms of Agreement

4. Example of Analysis Proposal 
5. Guide to the Website

6. NHLBI Policy on Reporting Adverse Events in Multicenter Trials
7. Limited Data Use Agreement

8. NHLBI Data Distribution Policy 
9. Ancillary Studies Application Form
10. Conflict of Interest Certification Form 
