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1.0  PURPOSE 

Ｗｋｌｖ＃Ｖｗｄｑｇｄｕｇ＃Ｒｓｈｕｄｗｌｑｊ＃Ｓｕｒｆｈｇｘｕｈ＃＋ＶＲＳ，＃ｇｈｖｆｕｌｅｈｖ＃ｗｋｈ＃ｓｒｏｌｆｌｈｖ＃ｄｑｇ＃ｓｕｒｆｈｇｘｕｈｖ＃ｒｉ＃ｗｋｈ＃
ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｉｒｕ＃ｖｘｖｓｈｑｇｌｑｊ＃ｒｕ＃ｗｈｕｐｌｑｄｗｌｑｊ＃ｗｋｈ＃ｄｓｓｕｒｙｄｏ＃ｒｉ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ０ｄｓｓｕｒｙｈｇ＃
ｓｕｒｍｈｆｗｖ１＃

2.0  REVISION HISTORY 

Ｇｄｗｈ＃ｒｉ＃Ｌｑｌｗｌｄｏ＃Ｄｓｓｕｒｙｄｏ＃ Ｍｘｏ｜＃６／＃５３３；＃
Ｕｈｙｌｖｌｒｑ＃Ｇｄｗｈｖ＃ Ｐｄｕｆｋ＃５８／＃５３４３＃

Ｖｈｓｗｈｐｅｈｕ＃４：／＃５３４３＃
Ｄｘｊｘｖｗ＃４３／＃５３４４＃

3.0  SCOPE 

Ｗｋｌｖ＃ＶＲＳ＃ｄｓｓｏｌｈｖ＃ｗｒ＃ｄｏｏ＃ｌｑｇｌｙｌｇｘｄｏｖ＃ｒｕ＃ｆｒｐｐｌｗｗｈｈｖ＃ｌｑｙｒｏｙｈｇ＃ｚｌｗｋ＃ｕｈｖｈｄｕｆｋ＃ｓｕｒｍｈｆｗｖ＃ｘｑｇｈｕ＃
ｗｋｈ＃ｒｙｈｕｖｌｊｋｗ＃ｒｉ＃ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ１＃

4.0 POLICY 

７１４ ＃Ｌｗ＃ｌｖ＃ｗｋｈ＃ｓｒｏｌｆ｜＃ｒｉ＃ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｗｒ＃ｋｄｙｈ＃ｄｑｇ＃ｉｒｏｏｒｚ＃ｄｓｓｕｒｙｈｇ＃ｚｕｌｗｗｈｑ＃
ｓｕｒｆｈｇｘｕｈｖ＃ｉｒｕ＃ｗｋｈ＃ｖｘｖｓｈｑｖｌｒｑ＃ｒｕ＃ｗｈｕｐｌｑｄｗｌｒｑ＃ｒｉ＃ｗｋｈ＃ｄｓｓｕｒｙｄｏ＃ｒｉ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ０
ｄｓｓｕｒｙｈｇ＃ｓｕｒｍｈｆｗｖ＃ｚｋｈｑ＃ｗｋｈ＃ｑｈｈｇ＃ｉｒｕ＃ｖｘｆｋ＃ｄｆｗｌｒｑ＃ｋｄｖ＃ｅｈｈｑ＃ｇｈｗｈｕｐｌｑｈｇ１＃

７１５＃ Ｗｋｈ＃ＹＤ／＃ｗｋｈ＃Ｇｈｓｄｕｗｐｈｑｗ＃ｒｉ＃Ｋｈｄｏｗｋ＃ｄｑｇ＃Ｋｘｐｄｑ＃Ｖｈｕｙｌｆｈｖ＃＋ＧＫＫＶ，／＃ｄｑｇ＃ｗｋｈ＃
Ｉｒｒｇ＃ｄｑｇ＃Ｇｕｘｊ＃Ｄｇｐｌｑｌｖｗｕｄｗｌｒｑ＃＋ＩＧＤ，＃ｕｈｔｘｌｕｈ＃ｗｋｄｗ＃ｌｑｖｗｌｗｘｗｌｒｑｖ＃ｋｄｙｈ＃ｚｕｌｗｗｈｑ＃ｓｕｒｆｈｇｘｕｈｖ＃ｉｒｕ＃
ｈｑｖｘｕｌｑｊ＃ｓｕｒｐｓｗ＃ｕｈｓｒｕｗｌｑｊ＃ｗｒ＃ｗｋｈ＃ＬＵＥ／＃ｄｓｓｕｒｓｕｌｄｗｈ＃ｌｑｖｗｌｗｘｗｌｒｑｄｏ＃ｒｉｉｌｆｌｄｏｖ／＃ｄｑｇ＃ｗｋｈ＃
ｇｈｓｄｕｗｐｈｑｗ＃ｒｕ＃ｄｊｈｑｆ｜＃ｋｈｄｇ＃ｒｉ＃＋ｄ，＃ｄｑ｜＃ｘｑｄｑｗｌｆｌｓｄｗｈｇ＃ｓｕｒｅｏｈｐｖ＃ｌｑｙｒｏｙｌｑｊ＃ｕｌｖｎ＃ｗｒ＃ｋｘｐｄｑ＃
ｕｈｖｈｄｕｆｋ＃ｓｄｕｗｌｆｌｓｄｑｗｖ＃ｒｕ＃ｒｗｋｈｕｖ／＃＋ｅ，＃ｄｑ｜＃ｖｈｕｌｒｘｖ＃ｒｕ＃ｆｒｑｗｌｑｘｌｑｊ＃ｑｒｑｆｒｐｓｏｌｄｑｆｈ＃ｚｌｗｋ＃
ｕｈｊｘｏｄｗｒｕ｜＃ｓｒｏｌｆ｜＃ｒｕ＃ｗｋｈ＃ｕｈｔｘｌｕｈｐｈｑｗｖ＃ｒｕ＃ｇｈｗｈｕｐｌｑｄｗｌｒｑｖ＃ｒｉ＃ｗｋｈ＃ＬＵＥ＞＃ｄｑｇ＃＋ｆ，＃ｄｑ｜＃
ｖｘｖｓｈｑｖｌｒｑ＃ｒｕ＃ｗｈｕｐｌｑｄｗｌｒｑ＃ｒｉ＃ＬＵＥ＃ｄｓｓｕｒｙｄｏ１＃ Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｉｒｏｏｒｚｖ＃ｗｋｈｖｈ＃ｓｒｏｌｆｌｈｖ＃
ｄｑｇ＃ｈｑｖｘｕｈｖ＃ｄｏｏ＃ｕｈｔｘｌｕｈｇ＃ｑｒｗｌｉｌｆｄｗｌｒｑｖ＃ｄｕｈ＃ｐｄｇｈ１＃

5.0 DEFINITIONS 

Ｖｈｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ＶＲＳ＃４５；／＃Ｇｈｉｌｑｌｗｌｒｑｖ＃Ｘｖｈｇ＃ｌｑ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ＶＲＳｖ１＃

6.0  RESPONSIBILITIES 

９１４＃ Ｗｋｈ＃ＹＫＤ＃Ｆｈｑｗｕｄｏ＃Ｒｉｉｌｆｈ＃Ｌｑｖｗｌｗｘｗｌｒｑｄｏ＃Ｒｉｉｌｆｌｄｏ＃＋ＬＲ，＃ｄｑｇ＃ｗｋｈ＃ＬＲｖ＃ｄｗ＃ｄｏｏ＃ｗｋｈ＃ｏｒｆｄｏ＃
ｓｄｕｗｌｆｌｓｄｗｌｑｊ＃ｉｄｆｌｏｌｗｌｈｖ＃ｄｕｈ＃ｕｈｖｓｒｑｖｌｅｏｈ＃ｉｒｕ＃ｗｋｈ＃ｒｙｈｕｄｏｏ＃ｄｖｖｘｕｄｑｆｈ＃ｒｉ＃ｓｕｒｗｈｆｗｌｒｑｖ＃ｉｒｕ＃ｋｘｐｄｑ＃
ｓｄｕｗｌｆｌｓｄｑｗｖ＃ｗｄｎｌｑｊ＃ｓｄｕｗ＃ｌｑ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ０ｄｓｓｕｒｙｈｇ＃ｓｕｒｍｈｆｗｖ１＃
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９１５＃ Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃Ｆｒ０Ｆｋｄｌｕ＃ｐｄ｜＃ｖｘｖｓｈｑｇ＃ＬＵＥ＃ｄｓｓｕｒｙｄｏ＃ｒｑ＃ｄｑ＃ｘｕｊｈｑｗ＃ｅｄｖｌｖ＃
ｅｄｖｈｇ＃ｒｑ＃ｆｒｑｆｈｕｑｖ＃ｉｒｕ＃ｓｄｕｗｌｆｌｓｄｑｗ＃ｖｄｉｈｗ｜＞＃ｋｒｚｈｙｈｕ／＃ｄｑ｜＃ｖｘｆｋ＃ｄｆｗｌｒｑ＃ｐｘｖｗ＃ｅｈ＃ｕｈｙｌｈｚｈｇ＃
ｅ｜＃ｗｋｈ＃ｆｒｑｙｈｑｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｄｗ＃ｗｋｈ＃ｑｈ｛ｗ＃ｖｆｋｈｇｘｏｈｇ＃ｐｈｈｗｌｑｊ＃ｒｕ＃ｄｗ＃ｄ＃ｖｓｈｆｌｄｏ＃
ｆｒｑｙｈｑｈｇ＃ｐｈｈｗｌｑｊ１＃ Ｌｉ＃ｄｑｒｗｋｈｕ＃ｇｈｖｌｊｑｄｗｈｇ＃ＬＵＥ＃ｐｈｐｅｈｕ＃ｇｈｗｈｕｐｌｑｈｖ＃ｗｋｄｗ＃ｄ＃ｖｗｘｇ｜＃ｕｈｔｘｌｕｈｖ＃
ｖｘｖｓｈｑｖｌｒｑ／＃＋Ｖｈｈ＃ＶＲＳ＃４４７／＃Ｕｈｓｒｕｗｄｅｏｈ＃Ｄｇｙｈｕｖｈ＃Ｈｙｈｑｗｖ＃ｄｑｇ＃Ｘｑｄｑｗｌｆｌｓｄｗｈｇ＃Ｓｕｒｅｏｈｐｖ＃Ｌｑ＃
Ｕｈｖｈｄｕｆｋ，＃ｆｒｑｆｘｕｕｈｑｆｈ＃ｄｑｇ＃ｄｆｗｌｒｑ＃ｅ｜＃ｄ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃Ｆｒ０Ｆｋｄｌｕ＃ｌｖ＃ｕｈｔｘｌｕｈｇ１＃

９１６＃ Ｗｋｈ＃ｆｒｑｙｈｑｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｋｄｖ＃ｗｋｈ＃ｄｘｗｋｒｕｌｗ｜＃ｗｒ＃ｖｘｖｓｈｑｇ＃ｒｕ＃ｗｈｕｐｌｑｄｗｈ＃ｄ＃
ｓｕｈｙｌｒｘｖｏ｜＃ｄｓｓｕｒｙｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｕｈｖｈｄｕｆｋ＃ｓｕｒｍｈｆｗ＃ｅｄｖｈｇ＃ｘｓｒｑ＃ｌｑｗｈｕｌｐ＃ｕｈｓｒｕｗｖ＃＋ｈ１ｊ１＃
ｖｈｕｌｒｘｖ＃ｄｇｙｈｕｖｈ＃ｈｙｈｑｗ＃ｕｈｓｒｕｗｖ／＃ｕｈｓｒｕｗｖ＃ｒｉ＃ｘｑｄｑｗｌｆｌｓｄｗｈｇ＃ｓｕｒｅｏｈｐｖ＃ｌｑｙｒｏｙｌｑｊ＃ｕｌｖｎ＃ｗｒ＃
ｓｄｕｗｌｆｌｓｄｑｗｖ＃ｒｕ＃ｒｗｋｈｕｖ／＃ｓｕｒｗｒｆｒｏ＃ｇｈｙｌｄｗｌｒｑ＃ｒｕ＃ｙｌｒｏｄｗｌｒｑ＃ｕｈｓｒｕｗｖ／＃ｄｘｇｌｗ＃ｕｈｓｒｕｗｖ／＃ｆｒｑｗｌｑｘｌｑｊ＃
ｕｈｙｌｈｚ＃ｕｈｓｒｕｗｖ，／＃ｒｕ＃ｚｋｈｑｈｙｈｕ＃ｇｈｈｐｈｇ＃ｑｈｆｈｖｖｄｕ｜＃ｉｒｕ＃ｗｋｈ＃ｋｈｄｏｗｋ＃ｄｑｇ＃ｚｈｏｉｄｕｈ＃ｒｉ＃
ｓｄｕｗｌｆｌｓｄｑｗｖ／＃ｖｗｘｇ｜＃ｗｈｄｐ＃ｐｈｐｅｈｕｖ／＃ｒｕ＃ｒｗｋｈｕｖ１＃

９１６１＃ Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｌｖ＃ｕｈｖｓｒｑｖｌｅｏｈ＃ｉｒｕ＃ｌｑｌｗｌｄｗｌｑｊ＃ｗｋｈ＃ｕｈｓｒｕｗｌｑｊ＃ｓｕｒｆｈｖｖ＃ｓｈｕ＃ＹＤ＃
Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ＶＲＳ＃４５８／＃Ｕｈｓｒｕｗｄｅｏｈ＃Ｄｆｗｌｒｑ＃Ｕｈｓｒｕｗｌｑｊ／＃ｌｉ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｄｓｓｕｒｙｄｏ＃ｌｖ＃
ｖｘｖｓｈｑｇｈｇ＃ｒｕ＃ｗｈｕｐｌｑｄｗｈｇ１＃

９１７＃ Ｖｘｖｓｈｑｖｌｒｑｖ＃ｄｑｇ＃ｗｈｕｐｌｑｄｗｌｒｑｖ＃ｅ｜＃ｖｒｐｈｒｑｈ＃ｒｗｋｈｕ＃ｗｋｄｑ＃ｗｋｈ＃ｆｒｑｙｈｑｈｇ＃ＹＤ＃
Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｐｘｖｗ＃ｅｈ＃ｕｈｓｒｕｗｈｇ＃ｄｑｇ＃ｕｈｙｌｈｚｈｇ＃ｅ｜＃ｗｋｈ＃ｆｒｑｙｈｑｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ１ ＃Ｌｉ＃ｄ＃
ＳＬ２ＶＦ／＃ＯＶＬ／＃ｒｕ＃ｖｓｒｑｖｒｕ＃ｖｘｖｓｈｑｇｖ＃ｄ＃ｓｕｒｗｒｆｒｏ＃ｒｕ＃ｓｘｗｖ＃ｌｗ＃ｒｑ＃ｄｇｐｌｑｌｖｗｕｄｗｌｙｈ＃ｋｒｏｇ／＃ｗｋｈ＃ＹＤ＃
Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｐｘｖｗ＃ｕｈｆｈｌｙｈ＃ｑｒｗｌｉｌｆｄｗｌｒｑ＃ｒｉ＃ｖｘｆｋ＃ｄｆｗｌｒｑ＃ｄｑｇ＃ｆｒｑｖｌｇｈｕ＃ｌｗｖ＃ｌｐｓｄｆｗ＃ｒｑ＃ｋｘｐｄｑ＃
ｓｄｕｗｌｆｌｓｄｑｗ＃ｓｕｒｗｈｆｗｌｒｑｖ１＃

９１８＃ Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｗｕｈｄｗｖ＃ｄ＃ｓｄｕｗｌｄｏ＃ｖｘｖｓｈｑｖｌｒｑ＃＋ｈ１ｊ１／＃ｖｘｖｓｈｑｖｌｒｑ＃ｒｉ＃
ｓｄｕｗｌｆｌｓｄｑｗｖ＃ｈｑｗｈｕｌｑｊ＃ｌｑｗｒ＃ｗｋｈ＃ｓｕｒｍｈｆｗ＃ｒｑｏ｜，＃ｗｋｈ＃ｖｄｐｈ＃ｄｖ＃ｄ＃ｖｘｖｓｈｑｖｌｒｑ＃ｌｑ＃ｗｈｕｐｖ＃ｒｉ＃
ｄｇｐｌｑｌｖｗｕｄｗｌｙｈ＃ｄｑｇ＃ｕｈｓｒｕｗｌｑｊ＃ｕｈｔｘｌｕｈｐｈｑｗｖ１＃

7.0 PROCEDURES 

：１４＃ ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃Ｆｒ０Ｆｋｄｌｕ＃ｒｕ＃Ｆｒｑｙｈｑｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃Ｓｕｒｆｈｇｘｕｈｖ＃

：１４１４＃ Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃Ｆｒ０Ｆｋｄｌｕ＃ｆｄｑ＃ｖｘｖｓｈｑｇ＃ｒｑ＃ｄｑ＃ｘｕｊｈｑｗ＃ｅｄｖｌｖ＃ｄ＃
ｓｕｈｙｌｒｘｖｏ｜＃ｄｓｓｕｒｙｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｕｈｖｈｄｕｆｋ＃ｓｕｒｍｈｆｗ＃ｇｘｈ＃ｗｒ＃ｆｒｑｆｈｕｑｖ＃ｉｒｕ＃ｓｄｗｌｈｑｗ＃ｖｄｉｈｗ｜１＃＃
Ｗｋｈ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃ｆｄｑ＃ｖｘｖｓｈｑｇ＃ｒｕ＃ｗｈｕｐｌｑｄｗｈ＃ｄ＃ｓｕｈｙｌｒｘｖｏ｜＃ｄｓｓｕｒｙｈｇ＃ＹＤ＃Ｆｈｑｗｕｄｏ＃ＬＵＥ＃
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7.3.1 The VA Central IRS Co-Chair initiates further reported as required per 

VA Central IRS SOP 125, Reportable Action Reporting if applicable. 

7.3.2 All documentation pertaining to any suspension or termination action is 

filed in the appropriate VA Central IRS research project file by VA Central IRS 

administrative staff, as well as the VA Central IRS Noncompliance Log Folder. The VA 
Central IRS administrative staff also updates the Master VA Central IRS Project Log 

concerning the status of the project. 

7.3.3 The VA Central IRS administrative staff ensures that all follow-up 

actions as required by the VA Central IRS are tracked and followed-up as required with 

the affected investigators. For study suspensions, follow-up is conducted on a weekly 
basis to ensure progress is being made in taking the required corrective actions for re­

instatement. 

7 .3.4 If continuing review is due during a period of suspension, the 

investigator will be instructed to submit all required documentation for review by the VA 

Central IRB as interim reports. Upon submission of final corrective action and the 

decision of the VA Central IRS to re-instate the study, the VA Central IRS can request a 
further update if needed and then perform a continuing review of the study. Upon 

approval of the continuing review, a new approval period will be established by the VA 

Central IRB. 

8.0 REFERENCES 

8.1 38 CFR 16, Department of Veterans Affairs, Protection of Human Subjects 

8.2 VHA Handbook 1200.5, Requirements for the Protection of Human Subjects 
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8.3 VHA Handbook 1058.01, Research Compliance Reporting Requirements 

8.4 21 CFR 56, U.S. Food and Drug Administration, Institutional Review Boards 
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