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DATE: 25 SEP 2009

RE: LETTER OF AMENDMENT #1 FOR HPTN 058: A Phase 111 randomized controlled
trial to evaluate the efficacy of drug treatment in prevention of HIV infection and death
among opiate dependent injectors
Final Version 2.0, 16 September 2008
IND # 73,797

THE FOLLOWING INFORMATION IMPACTS THE HPTN 058 STUDY AND MUST BE
FORWARDED TO ALL RESPONSIBLE INSTITUTIONAL REVIEW BOARDS (IRB)/ETHICS
COMMITTEES (EC) AS SOON AS POSSIBLE FOR THEIR INFORMATION AND REVIEW.
THIS LETTER OF AMENDMENT MUST BE APPROVED BY YOUR IRB/EC BEFORE
IMPLEMENTATION.

THE MODIFICATIONS IN THIS LETTER OF AMENDMENT RESULTS IN A CHANGE TO
THE INFORMED CONSENT FORMS. THEREFORE, SUBJECTS WHO PREVIOUSLY
PROVIDED INFORMED CONSENT AND ARE ENROLLED IN THE STUDY NEED TO BE
RE-CONSENTED ONCE THE REVISED INFORMED CONSENTS ARE APPROVED BY THE
IRB/EC.

THIS LETTER OF AMENDMENT AND ANY IRB/EC CORRESPONDENCE MUST BE FILED
IN THE SITE REGULATORY FILE AND IN OTHER PERTINENT FILES. SUBMISSION OF
THESE DOCUMENTS TO THE DAIDS/RCC PROTOCOL REGISTRATION OFFICE
THROUGH THE HPTN CORE IS NOT REQUIRED UNLESS THE CHANGES RESULT IN A
CHANGE TO THE INFORMED CONSENT FORM FOR THE SITE.
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