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Amend He-P 4035.13(b)(4), effective 1-15-16 (Document #11011), so that He-P 4035.13(b) intro. and
(b)(4) are cited and read as follows:

PART He-P 4035 USE OF RADIONUCLIDES IN THE HEALING ARTS

He-P 4035.13 Quality Management Program and Written Directives.

(b) The quality management program shall include written policies and procedures to meet the
following specific objectives:

(4) That each administration shall be in accordance with the written directive. The written
directive shall be dated and signed by an authorized user. The written directive shall contain
the patient or human research subject’s name and the following information:

Readopt with amendment He-P 4035.73, effective 1-15-16 (Document #11011), to read as follows:

He-P 4035.73 Recentness of Training. The training and experience of an authorized user,
radiation safety officer, authorized medical physicist and authorized nuclear pharmacist specified in He-P
4035.59, He-P 4035.61, He-P 4035.63-He-P 4035.71, and He-P 4035.74 shall have been obtained within
the 7 years preceding the date of application, or the individual shall have had on-going education and
applicable experience since the required training and experience was completed.

APPENDIX

RULE RSA or FEDERAL REGULATION IMPLEMENTED

He-P 4035.13(b) intro. & (b)(4) 10 CFR 35.40, 35.41, 35.100, 35.2040, 35.2041

He-P 4035.73 10 CFR 35.59




