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Protocol Amendment Checklist
This checklist is designed to streamline the process of IRB review prior to study initiation.  Based on the type of disaster, this checklist will provide specific details of study setting, target sample size, procedures and questionnaires that will be administered, as well as exposures and potential health effects of interest.  This checklist also provides information about modified study documents (i.e., consent document revisions, additional questionnaires, etc.). 
I. Type of Disaster
Natural Disasters					Man-made and Technological Disasters
 Flood						 Chemical release
 Tornado					 Biological emergency
 Fire						 Explosion
 Extreme Temperature/Drought		 Other

													

II. Detailed description of disaster and justification for deployment:




III. Organization providing subject contact information (if not public, indication of agency agreement is required): 								

												

IV. Research Setting:

_____________________________________________________________________
V. Estimated Sample Size:   _______________________________________________

VI. Accrual Duration:   _____________________________________________________



VII. Procedures:
 Blood sample					 Urine Sample
 Buccal cell sample				 Other		
 Spirometry (lung function test)													

VIII. Questionnaires (check all that will be completed during the visit):
 Home Inspection Checklist
 Home Health Questionnaire
IX. Outcomes of interest:
 Cardiovascular System				 Muscular System
 Digestive System					 Nervous System
 Endocrine System				 Reproductive System
 Excretory System					 Respiratory System
 Immune System					 Skeletal System
 Integumentary System				 Other
							_________________________________
X. Provide a description of protocol, consent, and/or other document changes with section numbers.

XI. List of attachments:

