
SENATE No. 2195

SENATE, May 11, 2000.

The committee on Health Care, to whom was referred the petition
(accompanied by bill, Senate, No. 2187) of Richard T. Moore, Harri-
ette L. Chandler, Stanley C. Rosenberg, Brian M. Cresta and other
members of the General Court for legislation to establish a patient
safety and medical error reduction program for the Commonwealth,
reports the accompanying bill (Senate, No. 2195).

For the committee,

RICHARD T. MOORE
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In the Year Two Thousand

An Act to establish a patient safety and medical error reduction
PROGRAM FOR THE COMMONWEALTH.

1 Whereas, The deferred operation of this act would tend to defeat
2 its purpose, which is forthwith to further protect patients of health
3 care providers and to reduce the incidence of medical errors by
4 health professionals, staff or facilities in the commonwealth,
5 Whereas, Medically induced injuries and death not only represent
6 a major public health problem, but also incur economic costs and
7 loss of trust in the medical profession.
8 Therefore, It is hereby declared to be an emergency law, neces-
-9 sary for the immediate preservation of the public safety.

Be it enacted by the Senate and House of Representatives in General
Court assembled, and by the authority of the same, asfollows:

1 Chapter 118 G of the General Laws as most recently appearing
2 in the 1998 Official Edition, is hereby amended by inserting after
3 section 23, the following new section:—
4 Section 24. (a) The Division shall establish a subdivision
5 within, but not subject to the control of the Division, that shall be
6 called the Betsy Lehman Center for Patient Safety and Medical
7 Error Reduction, hereinafter called the “Center”. Within said
8 Center, there shall be established a Patient Safety and Medical
9 Errors Reduction Board, hereinafter called the Board. The Board

10 shall consist of the secretary of the executive office of health and
11 human services, the director of the office of consumer affairs and
12 business regulations and the attorney general of the common-
-13 wealth. The Board shall appoint the director of the Center by a
14 unanimous vote and said director shall, under the general supervi-
-15 sion of the Board, have general oversight of the operation of the
16 Center.
17 (b) The Center shall develop and administer a patient safety
18 and medical error reduction education and research program to
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19 assist health care professionals, health care facilities and agencies,
20 and the general public regarding issues related to the causes and
21 consequences of medical error and practices and procedures to
22 promote the highest standard for patient safety in the Common-
-23 wealth. The Center shall report to the Joint Committee on Health
24 Care and the House and Senate Committees on Ways and Means
25 on the current public and private activities in the Commonwealth,
26 and the statutory responsibilities of the Commonwealth, for the
27 protection of patients and consumers of health care; together with
28 recommendations to improve coordination and effectiveness of
29 said programs and activities not later than December 31,2001.
30 (c) The Center shall, with the input of any state department,
31 agency, board or commission that (I) provides direct patient care
32 for the physical or mental health of its clients, (2) contracts with
33 public or private entities for the provision of physical or mental
34 health services and care, or (3) licenses individual health care pro-
-35 fessionals or health care institutions, establish regulations effec-
-36 tive on or after June 30, 2002 for patient safety and medical error
37 reduction programs, taking into account the size of the various
38 health care or health care related entities, which shall serve as
39 minimum standards for rules and regulations promulgated by any
40 state department, agency, board or commission that (I) provides
41 direct patient care for the physical or mental health of its clients,
42 (2) contracts with public or private entities for the provision of
43 physical or mental health services and care, or (3) licenses indi-
-44 vidual health care professionals or health care institutions. The
45 Center shall establish said regulations making every effort to
46 avoid duplication with any national, state and local agencies,
47 boards, departments or commissions, which by law receives
48 reports relating to adverse events. Said Center’s regulations shall
49 include, but not be limited to: 1) uniform definitions, 2) a thor-
-50 ough and complete process for the identification of adverse
51 events, as well as, incidents that might, if undetected or uncor-
-52 reeled, have resulted in adverse events, 3) a process for the
53 analysis of such events and the intensive assessment of their root
54 causes, 4) a requirement that a quality assurance audit program be
55 implemented and monitored to identify and prevent potential inci-
-56 dents, and said audit program shall include a specific provision for
57 patient safety and medical error reduction, 5) a procedure for the
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58 implementation of appropriate corrective action, and 6) the format
59 and method of reporting to the Center such information as may be
60 collected by the agencies, departments, boards or commissions to
61 enable the aggregation of the data analysis and the lessons learned
62 in such a way that the Center shall collect such information from
63 said institutions as may be necessary to report annually on the
64 general status of patient safety and medical error reduction efforts
65 in the commonwealth. To the extent available, the Center shall uti-
-66 lize terms and definitions and shall collect data in a manner con-
-67 sistent with nationally recognized and accepted standards. Said
68 information collected by said department, agency, board or com-
-69 mission, including individually identifying information, and
70 reported to the Center or collected by the Center in the development
71 of its report shall not be a public record as defined in section 7of
72 chapter 4, shall be confidential and shall not be subject to subpoena
73 or discovery, except as otherwise specifically provided by law.
74 (d) In cooperation with said state agencies, departments,
75 boards or commissions, the Center shall develop a voluntary pro-
6 gram for reporting directly to the Center all incidents, otherwise
7 known as near misses, which, if left undetected or uncorrected,
8 might have resulted in adverse events, together with an evaluation

79 to assess whether improvements to the health care delivery system
80 can be made to reduce the likelihood of similar events recurring in
81 the future.
82 (e) Any agency, board, department or commission, which by
83 law receives reports relating to adverse events, shall provide that
84 information to the Center on an annual basis beginning from the
85 effective date of said regulations, and, in consultation with said
86 department, agency, board or commission, the Center shall
87 develop the format and method of reporting to the Center any such
88 information. The Center shall also develop any penalties for
89 failure to file in a timely manner. Said information collected by
90 said department, agency, board or commission, including individ-
-91 ually identifying information, and reported to the Center or col-
-92 lected by the Center shall not be a public record as defined in
93 section 7 of chapter 4, shall be confidential and shall not be sub-
-94 ject to subpoena or discovery, except as otherwise specifically
95 provided by law.
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96 (f) Notwithstanding any other general or special law to the
97 contrary, any state department, agency, board or commission
98 which provides direct patient care for the physical or mental
99 health of its clients including, but not limited to the department of

1()() public health, the department of mental health, the department of
101 mental retardation, the department of corrections, the division of
102 youth services, the sheriffs of the several counties, shall develop
103 and implement a patient safety and medical error reduction pro-
-104 gram not later than December 31, 2002. The program must be
105 filed with the Center, together with subsequent amendments and
106 changes to said plan, and certified by the Center to be in compli-
-107 ance with the Center’s minimum standards. The Center shall, by
108 regulation, establish reasonable penalties for the failure of any
109 department, agency, board or commission failing to comply with
110 the provisions of this statute.
111 (g) Further, any state department, agency, board or commission
112 which contracts with public or private entities for the provision of
113 physical or mental health services and care including, but not lim-
-114 ited to the group insurance commission and the department of
115 medical assistance, shall require any health plans, insurers, or
116 health care providers under said contracts entered into after the
117 effective date of this act, as a condition of said contract, to
118 develop and implement a patient safety and medical error reduc-
-119 tion program not later than December 31, 2003. The program must
120 be filed with the Center, together with subsequent amendments
121 and changes to said plan, and certified by the Center to be in corn-
-122 pliance with the Center’s minimum standards. The Center shall,
123 by regulation, establish reasonable penalties for the failure of any
124 department, agency, board or commission failing to comply with
125 the provisions of this statute.
126 (h) Further, any state department, agency, board or commission
127 which licenses individual health care professionals or health care
128 institutions including, but not limited to, the board of registration
129 of medicine, the board of registration of nursing, the board of reg-
-130 istration of pharmacy, and the department of public health, shall
131 implement, as a condition of issuance or renewal of any license
132 issued on or after December 31, 2003, that said individual health
133 care professionals or health care institutions shall provide evi-
-134 dence of participation in a patient safety and medical error rcduc-
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135 tion program in the pursuance of their professional activities. The
136 program must be filed with the Center, together with subsequent
137 amendments and changes to said plan, and certified by the Center
138 to be in compliance with the Center’s minimum standards. The
139 Center shall, by regulation, establish reasonable penalties for the
140 failure of any department, agency, board or commission failing to
141 comply with the provisions of this statute.
142 (i) For the purposes of this section, patient safety is defined as
143 freedom from accidental injury, medical error is defined as the
144 failure of medical management of a planned action to be corn-
-145 pleted as intended or the use of a wrong plan to achieve an out-
-146 come, an adverse event is defined as injury to a patient resulting
147 from a medical intervention and not to the underlying condition of
148 the patient, and an incident, otherwise known as a near miss, is
149 defined as an incident, which, if left undetected or uncorrected.
150 might have resulted in an adverse event or events. The Center
151 shall report, annually, to the general court regarding the progress
152 made in improving patient safety and medical error reduction in
153 the commonwealth. The Center is also authorized and directed to
154 seek federal and foundation support to supplement state resources
155 to carry out the Center’s patient safety and medical error reduction
156 goals.
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