NIDCD Guidelines for Data Safety Monitoring Plans and Data Safety Monitoring Boards
NIH Form 398 Guidance on Data and Safety Monitoring Plan: Data and safety monitoring is required for all types of clinical trials, including physiologic toxicity and dose-finding studies (Phase I); efficacy studies (Phase II); efficacy, effectiveness and comparative trials (Phase III). Monitoring should be commensurate with risk. The establishment of data and safety monitoring boards (DSMBs) is required for multi-site clinical trials involving interventions that entail potential risks to the participants (“NIH Policy for Data and Safety Monitoring,” NIH Guide for Grants and Contracts, http://grants.nih.gov/grants/guide/notice-files/not98-084.html
Additional NIDCD guidance for data and safety monitoring plans:

1) Encouraged for all clinical studies and required when risks are more than minimal.
2) Requires IRB approval.  If risk is minimal the IRB may grant a waiver which allows the PI alone to collect, store and evaluate data.

3) Describes how data are stored and confidentiality protected.

4) Describes who evaluates adverse events (AE), and to whom and how often these AEs are reported (see Adverse Events attachment).  
5) If more than minimal risk is expected, a medical doctor at the study institution but otherwise independent of the study can be named to evaluate AEs.

In addition, a Data Safety Monitoring Board is required:

1) If requested by NIH reviewers, IRB or NIDCD.

2) If a blinded (masked) clinical trial is multisite.
3) Often for higher risk studies or in vulnerable populations (neonates, children, pregnant women, mentally challenged subjects, prisoners).

4) For all phase III clinical trials.

