May 28, 2003
Dockets Management Branch

Food and Drug Administration

5630 Fishers Lane, Room 1061, HFA-305

Rockville, MD 20852
To Whom It May Concern:
I would like to offer some comments regarding the recently released “Draft Guidances for Industry on Medical Imaging Drug and Biological Products; Availability” (Docket No. 98D-0785), specifically on the “Guidance for Industry: Medical Imaging Drug and Biological Products Part 1: Conducting Safety Assessments” (http://www.fda.gov/cber/gdlns/ medimagesaf.pdf). 
Page 14, line 481: Dose to “whole body” is not a meaningful parameter for assessing the safety of almost any radiolabeled drug product. Dose to individual organs is meaningful, and the ICRP-defined quantity “effective dose” is meaningful for evaluating the dosimetry of diagnostic agents (only). 

Page 14, line 482: the term “critical organs” is not really correct. “Critical organ” is used by some to mean the organ receiving the highest dose in the body. “Important organs and tissues” might be better here.

Page 14, line 487-489: The statement “When a diagnostic radiopharmaceutical is being developed for pediatric use, it may be appropriate to evaluate the radiation absorbed dose in all organs, rather than in selected organs” does not make sense to me. For any diagnostic or therapeutic agent, it makes sense to calculate dose estimates for all organs and tissues of the body, and this has been facilitated by the use of standard computer codes such as the MIRDOSE and OLINDA programs.

Page 15, line 513: The ‘c’ in “Tc-99m” should not be capitalized, nor the ‘n’ in “In-111”. This is correct in most other parts of the document.
Page 16, Line 556-557: This material is bulleted but should not be.
Overall Evaluation: I find this document to be incomplete and vague in its guidance to users. As noted above, some of the terminology is inaccurate. Guidance on good study design is lacking, and could be easily given (how many data points should be taken, how kinetic data should be analyzed, how quantitative data should ideally be obtained in subjects). It is my recommendation that this document be significantly revised before its final release and implementation, at least in the sections relating to “Calculation of Radiation Dose to the Target Organs or Tissues”.
Sincerely,

Michael G. Stabin, PhD, CHP
Assistant Professor of Radiology and Radiological Sciences
Department of Radiology and Radiological Sciences
Vanderbilt University
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