Suggested Changes to Proposed Rule Part IV Department of Health and Human Services, Food and Drug Administration 21 CFR Parts 606, 610 et al.  Requirements for Human Blood and Blood Components Intended for Transfusion or for Further Manufacturing Use:

Weight- Proposed Rule §630.10(h) (5), Paragraph 3 speaks to Source Plasma Establishment requirements to weigh donors at each donation in order to apply the nomogram for volume limits.  
· Suggest height be taken once yearly. Removal of shoes or other heavy clothing should be mandatory at time height and weights are taken. 
· Suggest conversion of the two measurements (height and weight) to lean body mass as a basis for the quantity of plasma removed.
Rationale:  Fat tissue is relatively poorly perfused and cardiac output does not increase with obesity.  Arterial –mixed venous oxygen difference is positively correlated with obesity meaning a possible magnitude of relative slow moving pools of blood increase the incidence of death due to thromboembolism in obese individuals.  In men, the quantity of blood apparently associated with lean tissue is twice that of fat.
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