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1 AN ACT concerning

2 Human Subject Research - Ingtitutional Review Boards
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7

8 = comply

9 with federal requlatlons on the protectlon of human sub|ects defmmg certam
10 terms prowdl ng that the mmutes of an mstltutlonal revleN board shall beepen

12 avallable upon requ&t Wlthln acertam perlod of tlme authorlzmg the Attorney
13 General to seek injunctive or other relief under certain circumstancesrelated to
14 research in violation of this Act; and generally relating to human subject

15 research and ingtitutional review boards.

16 BY addingto

17 Article - Health - General

18 Section 13-1601 through 43-1606 13-1604, inclusive, to be ireluded under the
19 new subtitle "Subtitle 16. Human Subject Research”

20 Annotated Code of Maryland

21 (2000 Replacement Volume and 2001 Supplement)

22 SECTION 1. BE IT ENACTED BY THE GENERAL ASSEMBLY OF
23 MARYLAND, That the Laws of Maryland read asfollows:
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1 Article - Health - General
2 SUBTITLE 16. HUMAN SUBJECT RESEARCH.
3 13-1601.

4 (A) IN THISSUBTITLE THE FOLLOWING WORDS HAVE THE MEANINGS
5 INDICATED.

6 (B) "FEDERAL REGULATIONS ON THE PROTECTION OF HUMAN SUBJECTS"
7 MEANS:

8 (1) TITLE 45, PART 46 OF THE CODE OF FEDERAL REGULATIONS, AND
9 ANY SUBSEQUENT REVISION OF THOSE REGULATIONS; AND

10 2 WITH RESPECT TO RESEARCH THAT IS SUBJECT TO THE

11 JURISDICTION OF THE FEDERAL FOOD AND DRUG ADMINISTRATION, TITLE 21, PARTS
12 50 AND 56 OF THE CODE OF FEDERAL REGULATIONS, AND ANY SUBSEQUENT

13 REVISION OF THOSE REGULATIONS.

14 © "HUMAN SUBJECT" MEANSALRMNGINDRADUAL-ABOUT-WHOM-AN
15 INVESHGATOR CONBUCTHNG-RESEARCH-OBTAINS:

16 & BATATHROUGHINTERVENHON-OR-INTFERACHONWHTHTHE
17 INBIMIBUAL-OR
18 2 IDENTHHABLEPRIVATEINFORMATHON HAS THE MEANING STATED

19 IN THE FEDERAL REGULATIONS ON THE PROTECTION OF HUMAN SUBJECTS.

20 (D) "INSTITUTIONAL REVIEW BOARD" MEANSANY-BOARD,-COMMITTEE-OR

23 HU-M—A—NSU—BJEGIF HAS THE MEANING STATED IN THE FEDERAL REGULATIONS ON
24 THE PROTECTION OF HUMAN SUBJECTS.

27 @QNTRI—BUTEL'F@—GEN—ERA—L—K—N@MA:EDGE HAS THE MEANING STATED IN THE
28 FEDERAL REGULATIONS ON THE PROTECTION OF HUMAN SUBJECTS.
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1 (A) A PERSON MAY NOT CONDUCT RESEARCH USING A HUMAN SUBJECT
2 UNLESS THE PERSON CONDUCTS THE RESEARCH IN ACCORDANCE WITH THE
3 FEDERAL REGULATIONS ON THE PROTECTION OF HUMAN SUBJECTS.

4 (B) NOTWITHSTANDING ANY PROVISION IN THE FEDERAL REGULATIONS ON
5 THE PROTECTION OF HUMAN SUBJECTSTHAT LIMITSTHE APPLICABILITY OF THE
6 FEDERAL REGULATIONS TO CERTAIN RESEARCH, SUBSECTION (A) OF THIS SECTION

7 APPLIESTO ALL RESEARCH USING A HUMAN SUBJECT.
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1 13-1603.

2 (A) AN INSTITUTIONAL REVIEW BOARD SHALL MAKE THE FINAL MINUTES OF
3 A MEETING AVAILABLE FOR INSPECTION WITHIN 30 DAY S OF RECEIPT OF A REQUEST
4 FOR THE MINUTES FROM ANY PERSON.

5 (B) PRIOR TO MAKING THE MINUTES OF A MEETING AVAILABLE FOR
6 INSPECTION UNDER SUBSECTION (A) OF THIS SECTION, AN INSTITUTIONAL REVIEW
7 BOARD MAY REDACT CONFIDENTIAL OR PRIVILEGED INFORMATION.

8 © THE MINUTES OF A MEETING OF AN INSTITUTIONAL REVIEW BOARD ARE
9 NOT PUBLIC RECORDS UNDER TITLE 10, SUBTITLE 6 OF THE STATE GOVERNMENT
10 ARTICLE.

11 13-1606: 13-1604.

12 (A) THE OFFICE OF THE ATTORNEY GENERAL MAY SEEK APPROPRIATE
13 INJUNCTIVE OR OTHER RELIEF TO PREVENT THE CONDUCT OF RESEARCHHN
14 VHOLATHON-OF HUMAN SUBJECT RESEARCH IN VIOLATION OF THE FEDERAL
15 REGULATIONS ON THE PROTECTION OF HUMAN SUBJECTS OR THIS SUBTITLE.

16 (B) IN EXERCISING THE AUTHORITY GRANTED UNDER SUBSECTION (A) OF
17 THIS SECTION, THE OFFICE OF THE ATTORNEY GENERAL MAY NOT:

18 (1) SHALE-AVOID-DUPHICATHON-OF DUPLICATE THE INVESTIGATORY,
19 COMPLIANCE, OR ENFORCEMENT ACTION UNDERTAKEN BY AN AGENCY OF THE
20 FEDERAL GOVERNMENT; ANB OR

21 (2 MAY-NOF BRING AN ACTION UNDER SUBSECTION (A) OF THIS
22 SECTION IF AN AGENCY OF THE FEDERAL GOVERNMENT HAS DETERMINED THAT AN
23 INVESTIGATION ISNOT WARRANTED.

24 SECTION 2. AND BE IT FURTHER ENACTED, That this Act shall take effect
25 October 1, 2002.



