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	Full Disclosure of Risk
	G Acceptable

G Requires Revision

	Clarity of Language
	G Acceptable

G Requires Revision

	Description of Procedure
	G Acceptable

G Requires Revision

	Confidentiality for Patient
	G Acceptable
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	Lack of Bias
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	Placebo and/or Comparator Disclosure
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	Accuracy of Information
	G Acceptable
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	Rationale for Investigation
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	Completeness
	G Acceptable
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	Numerical Data
	G Acceptable
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	Tabulation of Actual Results
	G Acceptable
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	G Acceptable
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G Requires Revision

	Information on Patient Exposure, Duration of Study, Location of Study, NHP Dosage
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