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I. Background 

The Patient Care Assessment (PCA) func- 
tion at the Board of Medicine is responsible for the 
oversight of institutional systems of quality assur- 
ance, risk management, peer review, utilization re- 
view and credentialing, known collectively as a 
"PCA Program." The systems comprising a health 
care facility's PCA program must be overseen by 
both physician and corporate leadership and must 
actively involve all health care providers and most 
employees at the institution. 

The Board's PCA function was mandated 
by the Medical Malpractice Reform Act of 1986. 
This legislation was drafted in response to the ris- 
ing number of patient injuries and associated medi- 
cal malpractice claims, which, in turn, was causing 
an increase in the cost of insurance premiums. The 
legislation was also seen as a way to respond to 
criticism that health care facilities often ignored 
substandard physician performance. The key pro- 
visions of the Massachusetts General Laws dealing 
with the Board's oversight of institutional quality 
assurance are M.G.L. c. 1 1 1, 5 203(d) and M.G.L. 
c. 112, 5 5. These statutes include the require- 
ments that participation in PCA programs is a con- 
dition of both hospital and physician licensure. 

Following the enactment of these statutes, 
the Board promulgated regulations to carry out its 
legal mandate of overseeing institutional quality 



assurance. These regulations, known as the PCA 
Regulations and found at 243 CMR 3.00, specifL 
in detail the requirements broadly set out in the 
1986 legislation. The regulations apply to all 
health care facilities, ranging from hospitals to 
HMOs to physicians' office settings, and include 
the requirement that physicians licensed in Massa- 
chusetts may not provide patient care at facilities 
without PCA programs. In addition, the PCA 
Committee (a subcommittee of the Board) and the 
PCA Division (a discrete unit of the Board's staff 
that works with the PCA Committee) were estab- 
lished to implement the PCA regulations and to 
carry out the new mandate. 

The PCA function is unique among the na- 
tion's state licensing boards. At first glance, it 
might seem unusual for the legislature to place 
oversight of institutional quality assurance in a 
state agency that licenses physicians, but not 
health care facilities. On further reflection, how- 
ever, the rationale is clear and compelling: institu- 
tional quality assurance will not succeed without 
physician leadership and participation. 

The Board's PCA activities differ from its 
other, more traditional functions. The PCA Com- 
mittee is not punitive or adversarial in nature; it 
does not discipline physicians or regulate their li- 
censure. While its ultimate responsibility is pro- 
tection of the public, the Board's PCA Committee 
tries to be collaborative and educational when 

working with health care facilities. The PCA Com- 
mittee's purpose is to ensure that each health care 
facility does its job to assure quality; to accom- 
plish that end, it attempts to work collegially with 
facilities. 

The PCA Committee and Division are also 
unique in the confidential nature of their activities. 
Soon after the inception of the PCA function at the 
Board, the legislature passed a statute that afforded 
PCA information a high level of legal protection 
from disclosure (M.G.L. c. 1 1 1, 5 205). The stat- 
ute provides that PCA information is confidential 
and not subject to subpoena, discovery or introduc- 
tion into evidence. Moreover, the PCA Committee 
and Division do not share any of the information 
they receive with the Board's Enforcement Divi- 
sion. 

11. PCA Programs - An Overview 

A health care facility's PCA program is an 
integrated system of quality assurance, peer re- 
view, credentialing, risk management, and utiliza- 
tion review that has as its goal the monitoring and 
improvement of the quality of health care services. 
A facility's PCA program must be described in a 
written plan that is submitted to the Board for ap- 
proval. As stated above, physicians may not prac- 
tice at health care facilities without an approved 
PCA program; approval of the program is also a 
condition of hospital licensure. 



The requirements of a PCA program are 
enumerated in the PCA regulations. Two require- 
ments are general but critical to the program's suc- 
cess. First, within each facility, there must be a 
committee at the governing body level, known as 
the facility's PCA Committee, that has overall re- 
sponsibility for the PCA program. The facility's 
governing body and its PCA Committee must en- 
sure that their PCA program is an institutional pri- 
ority. Second, every physician must participate in 
the PCA program established by the health caie 
facility at which slhe practices. In addition to 
these requirements, there must be internal systems 
for, among other things, physician credentialing; 
incident reporting; the processing of patient com- 
plaints; and acquiring patients' informed consent. 

111. Board's Oversight of PCA Programs 

The Board ensures that facilities have PCA 
programs in place by reviewing and approving 
their PCA plans. The PCA plan must describe in 
writing how the facility implements the require- 
ments found in the PCA regulations. To insure 
that the facility's PCA program is working, the 
Board requires three types of reports. Two of 
these reports, called the PCA semi-annual and 
PCA annual reports, must be submitted by the fa- 
cility to its governing body, with copies furnished 
to the Board. The purpose of the PCA semi- 
annual and annual reports, which are essentially 
progress reports, is to apprise the health care facil- 

ity's governing body and the Board of ongoing 
PCA program activities. The third type of report 
required by the Board, perhaps the most critical of 
all, is the major incident report. 

IV. or Incident R e ~ o r t i n ~  

Major incident reporting to the Board is a 
component of a health care facility's overall inci- 
dent reporting system, required as part of its PCA 
program. Reports of most incidents identified and 
tracked by the facility are internal matters and re- 
main within the institution. However, the details 
of certain incidents, which are designated as 
"major" because they result in a serious patient 
outcome, must be reported to the Board. These in- 
cidents involve deaths or serious injuries that were 
not ordinarily expected, based on the patient's con- 
dition upon presentation or admission to the facil- 
ity. The identification of an event as a major inci- 
dent does not necessarily mean that the outcome 
was preventable or that it resulted from negligence 
or substandard care. Through its review of major 
incident reports, the Board evaluates how a facil- 
ity's PCA program responds to a serious unex- 
pected outcome. Indeed, the reason major incident 
reports must be submitted to the Board on a quar- 
terly basis, and not immediately following an 
event, is to allow the facility's own PCA program 
to investigate what happened and to formulate an 
institutional response. 



In a major incident report, the facility must 
provide a medically coherent description of the 
event, a clear and thorough account of the results 
of its investigation and a description of all correc- 
tive measures taken in response to the incident. 
Following its review of a major incident, the facil- 
ity may find that the event, while unexpected, 
could not have been prevented and therefore no 
corrective measures are in order. Alternatively, the 
facility may uncover problems that caused or con- 
tributed to the event, and decide that corrective 
measures are necessary. Either response is accept- 
able so long as the Board's PCA Committee is re- 
assured that the facility identified the incident, in- 
vestigated it thoroughly and, when appropriate, has 
taken the necessary steps to reduce the likelihood 
of a recurrence. 

When a major incident occurs, neither the 
Board's PCA Committee nor its staff initiates an 
immediate investigation of the event. The Board 
believes that such a response would undermine the 
responsibility of a facility's PCA program to con- 
duct its own investigation. The PCA Committee is 
aware that unexpected, untoward outcomes occur 
even at the best health care facilities. Because the 
Committee holds health care facilities accountable 
for their own regulation, it expects cooperation as 
it assists them in monitoring and continuously im- 
proving the quality of their patient care. It is 
hoped that cooperation will be enhanced by the 
confidentiality afforded to major incident reports, 

and by the responsibility delegated to each facility. 
As stated earlier, major incident reports and associ- 
ated materials are confidential and not subject to 
subpoena or discovery. Even the fact that a major 
incident report has (or has not) been filed with the 
Board is not disclosed. 

If it judges a major incident report to be in- 
complete or otherwise unsatisfactory, the Board's 
PCA Committee may require additional informa- 
tion from the reporting facility. This may include 
the medical record, copies of institutional policies 
and procedures, and answers to specific questions 
about the case. It is not unusual for the PCA Com- 
mittee also to request additional information about 
the physician(s) and other health care providers in- 
volved in the incident. Such information may con- 
sist of a description of a physician's education, 
professional qualifications and patterns of practice, 
including, if appropriate, complication rates. This 
information is not used for disciplinary purposes, 
but to determine whether the facility has been dili- 
gent in its oversight of its medical staff and has 
acted properly to prevent recurrences of the inci- 
dent. If the Committee believes the incident re- 
veals substandard or unprofessional care, it will 
expect the facility itself to take the necessary cor- 
rective steps, which may involve disciplinary ac- 
tion and a report to other Board units. As stated 
earlier, no information received by the Board's 
PCA Committee about a physician is shared with 
the Board's Enforcement Division. Moreover, 



physicians' names are optional on all major inci- 
dent reports. The Board's PCA Committee would 
require disclosure of a physician's identity only if 
a facility's response to its questions were deemed 
inadequate and the Committee needed this infor- 
mation to evaluate the facility's quality assurance 
performance. 

V. Peer Review Privilege 

When the Board's PCA Committee is seek- 
ing information from a facility, there occasionally 
is misunderstanding about the disclosure of mate- 
rial protected by the peer review privilege. This 
issue was resolved several years ago by the state's 
Supreme Judicial Court in Beth Israel Hospital As- 
sociation v. Board of Registration in Medicine. 
401 Mass. 172 (1 987). The court's decision made 
it clear that a facility has an obligation to submit 
the results of its investigation of a major incident 
to the Board and that this responsibility does not 
interfere with the peer review privilege. A health 
care facility thus has no legal justification for with- 
holding the results of its quality assurance investi- 
gations in a given case by claiming the peer review 
privilege. Peer review committee proceedings as 
they relate to quality assurance investigations are 
protected, but the conclusions of such investiga- 
tions cannot be denied to the Board when they are 
needed for the evaluation of a facility's report of a 

major incident. 

VI. PCA "U~dates" and PCA "Guidelines" 

Major incident reports not only ensure the 
effectiveness of each facility's PCA program, but 
also enable the Board to generate new information 
of value to quality assurance programs everywhere 
in the Commonwealth. 

PCA "U~dates" are brief advisories occa- 
sionally distributed statewide by the PCA Commit- 
tee and staff after their study of major incident re- 
ports reveals a quality assurance problem that 
needs broad attention. The PCA Update describes 
the problem and, with the aid of advice solicited 
from experts, offers possible solutions in general 
terms. Subjects of past "Updates" include: mis- 
takes in dosages of chemotherapeutic agents for 
cancer (1993); the dangers of high concentrations 
of potassium chloride administered through central 
intravenous lines (1 997); and the risks of carrying 
out major pediatric neurosurgical procedures in 
hospitals without specialized units (1 998). 

On less frequent occasions, the PCA Com- 
mittee and staff prepare more in-depth advisories, 
referred to as PCA "Guidelines." In 1994, for ex- 
ample, after noting in major incident reports a se- 
ries of patient deaths related to the administration 



of intravenous conscious sedation, the Committee 
formed a multidisciplinary panel of experts to help 
generate guidelines that were distributed to all hos- 
pitals and clinics in the state. 

VII. Practical Suggestions and Advice for 
Reporting Major Incidents 

Certain aspects of reporting major incidents 
have been the source of confusion for health care 
facilities. Here are a few important points for fa- 
cilities to keep in mind, some of which are also in- 
cluded in the Instructions for Reporting Major In- 
cidents: 

General Advice 

a) The health care facility's PCA Coordinator is 
responsible for the filing of a major incident 
report. Most often, that person has a clinical 
background but sometimes s h e  does not. Be- 
cause the medical content of the report is so 
critical to the Board's understanding of what 
occurred, the PCA Committee requires that at 
least the three sections of the report that call 
for the clinical description, the results of the 
investigation, and the description of the correc- 
tive measures, be completed by a person with 
clinical experience. 

b) When two or more health care facilities or sites 
are involved in the same major incident, the 

facility in which the incident originated is ordi- 
narily responsible for filing the report, and is 
expected to make every reasonable effort to ob- 
tain the essential information from the other 
facilities or sites involved in order to complete 
its report. For example, if a reportable mishap 
in one facility requires transfer of the patient to 
another facility, the first institution must file 
the report and include, if possible, the final 
outcome at the other institution. As another 
example, if a patient suffers a serious compli- 
cation or dies after recent discharge from a fa- 
cility where the initial assessment had been 
made or treatment had been started, the initial 
facility is responsible for filing a report and 
would be expected to make all reasonable ef- 
forts to obtain the necessary follow-up infor- 
mation. 

Reporting to the Department of Public Health 
(DPH) does not exempt a facility from report- 
ing a case to the Board, if the event meets the 
definition of one of the four types of major in- 
cidents. However, the Board carries out a dif- 
ferent function from that performed by DPH in 
the immediate aftermath of an event. The 
Board's PCA Committee focuses on the health 
care facility's response to the event and there- 
fore immediate notification is not necessary. 
The normal time frame for reporting all major 
incidents to the Board is on a quarterly basis. 



Deciding Whether an Incident Should be Reported 
(Type 4) 

d) When analyzing whether an event was 
"ordinarily expected," the question to ask is 
not whether there was any chance that the 
event could happen. The question to consider 
is whether, in the ordinary course of events, 
the incident was expected to occur. There is a 
statistical chance that any patient, after enter- 
ing a health care facility, might die or suffer 
serious injury. The relevant issue, however, is 
whether the incident would have been ordinar- 
ily expected, given the patient's condition on 
presentation or admission. 

e) As stated, the starting point of the above analy- 
sis is the patient's condition on admission or 
presentation, not immediately prior to the event 
(although these conditions could be similar). 
For example, consider a patient admitted in 
good condition for an elective laparoscopic 
cholecystectomy. During the procedure, the 
bowel is perforated but the perforation is not 
diagnosed. The patient subsequently develops 
sepsis, suffers a cardiac arrest and cannot be 
resuscitated. In determining whether this event 
is reportable, think about the patient's condi- 
tion at admission, not after the complications 
occurred. 

able, do not focus on whether the event could 
have been prevented or whether it resulted 
from negligence or substandard care. The is- 
sue to consider is whether or not the event was 
ordinarily expected to occur. An unexpected 
outcome that is believed to have been unpre- 
ventable should still be reported and the rea- 
sons for this conclusion explained in the report. 
If the PCA Committee agrees with the facil- 
ity's conclusion, it is likely that no further ac- 
tion would be necessary. 

g) Use common sense. If it appears very likely 
when the patient is first seen that slhe will die 
(for example, because of terminal cancer or se- 
vere trauma secondary to a motor vehicle acci- 
dent) and the patient does, in fact, die but from 
an unexpected cause (e.g., an air embolism sec- 
ondary to line placement), that is a reportable 
Type 4 event. But if the patient dies, as ex- 
pected, of the underlying medical condition, 
that would not be reportable. 

h) If there are questions about whether a specific 
case is reportable or if confusion remains about 
how serious or how unexpected an event must 
be to be reportable, call the PCA Division of 
the Board at (617) 727-3086 for assistance 
with these and any other issues. 

f) In determining whether an incident is report- 



APPENDIX 

243 CMR 3.08: Qualified Patient Care Assess- 
ment Program - Major Incident Reporting to 
Board of Registration in Medicine 

(1) Introduction. The requirement that health care 
facilities establish reporting and screening cri- 
teria for adverse events, as well as internal pro- 
cedures for the review and analysis of inci- 
dents, is intended to promote quality assurance 
and peer review at each facility. In addition, to 
allow the Board to meet its own statutory re- 
sponsibility for the oversight of quality assur- 
ance programs, each health care facility must 
report "major incidents" (as defined below) to 
the Board. 

(2) The following types of "major incidents" must 
be reported by the health care facility t o  the 
Board: 

a. Maternal deaths that are related to deliv- 
ery. 

b. Death in the course of, or resulting from, 
elective ambulatory procedures. 

c. Any invasive diagnostic procedure or sur- 
gical intervention performed on the wrong 
organ, extremity or body part. 

d. All deaths or major or permanent impair- 
ments of bodily functions (other than those 
reported above) that are not ordinarily ex- 
pected as a result of the patient's condition 
on presentation. 

The first three types of major incidents are 
specific outcomes that should be reported without 
regard to the underlying circumstances. The fourth 
type of major incident represents severe adverse 
outcomes that fall outside the realm of ordinarily 
expectable results, taking into account the nature 
of the underlying disease process and the re- 
cognized risks and benefits of appropriate medical 
responses to it. An event may be of this last type 
solely by virtue of its rarity as a natural outcome of 
the disease or intervention. Identification of an 
event as any one of the four types of major in- 
cidents, rare or not, does not necessarily indicate 
either that the outcome was preventable or that it 
resulted from substandard medical practice. 

(3) Health care facilities shall file major incident 
reports with the Board on a quarterly basis. 
When reporting a major incident, health care 
facilities shall use the Board's form prescribed 
for that purpose. For each major incident, the 
form will require the submission of certain 
information including but not limited to a de- 
scription of the major incident, the results of 
the internal investigation and a description of 



the corrective measures taken by the health 
care facility. The reporting of the narne(s) of 
the licensee(s) involved in the major incident 
initially will be optional. If the health care 
facility chooses to withhold the name(s) of the 
involved licensee(s), the Board may require 
additional information to enable it to evaluate 
the licensee's background, skills and involve- 
ment in prior major incidents. If at any time 
during the course of its investigation, the 
Board requires the name(s) of the involved 
licensee(s) in order to assess the adequacy of 
the response of the health care facility's PCA 
program to the major incident, the facility shall 
provide such name(s). 

(4) If a health care facility is identified as deficient 
in the reporting of major incidents, the Board 
may request certain additional information 
from that facility consistent with its authority 
to request data under M.G.L. c. 11 1 § 203 and 
M.G.L. c. 112 55 5 and 51. 

(5) 243 CMR 3.08 does not relieve the health care 
facility of any other reporting obligation re- 
quired under law or regulation, including but 
not limited to M.G.L. c. 11 1 § 53B, and 
regulations related thereto. 


