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Chapter 20:
Medical Liability Demonstration Project (the "Project") Anesthesiology Specialty Practice Parameters and-Risk Management Protocols.

SUMMARY:
This chapter implements 24 M.R.S.A. c. 21, sub-C IX by defining the eligibility requirements for enrollment of Maine licensed osteopathic physicians practicing in the medical specialty of Anesthesiology in the Medical Liability Demonstration Project.  It describes the procedure for enrollment and for termination of enrollment in the Medical Liability Demonstration Project.  Further, it sets forth the practice parameters and risk management protocols adopted by the Maine Board of Osteopathic Examination and Registration, based on the recommendations of the Anesthesiology Medical Specialty Advisory Committee established by 24 M.R.S.A. 82972 (Supp. 1990).

1.
Participation in the Medical Liability Demonstration Project as a specialist in the medical practice of Anesthesiology.

A.
Eligibility to Participate: A physician may be enrolled by the Board as a participating Anesthesiologist in the Medical Liability Demonstration Project, if:

(1)
He/she has been granted a license to practice medicine and surgery in Maine by the Board and the license so granted is in good standing at the time of enrollment to participate in the Project and he/she remains licensed for the active practice of medicine and surgery within Maine.  In addition,

(a)
The physician is credentialed to practice anesthesiology in one or more hospital(s) located in Maine, and

(b)
A majority of the physician's practice is in anesthesiology and occurs in such Maine hospital(s).

(2)
The physician makes application to the Board on a form provided by the Board and is thereafter approved for participation by the Board based on satisfactory evidence of eligibility.

B.
Procedure for Enrollment in the Medical Liability Demonstration Project:

(1)
Not later than September 1, 1991, the Board will have mailed to every physician whom it believes to be engaged in the practice of Anesthesiology in Maine a copy of this chapter of its rules and an application form for enrollment as a participant in the Medical Liability Demonstration Project.

(2)
Until December 31, 1996, any physician who believes himself/herself eligible for enrollment and participation in the Medical Liability Demonstration Project pursuant-to this chapter may request from the Board a copy of these rules and an enrollment application form.

(3)
Between November 1, 1991 and December 31, 1991, the Board of Registration in Medicine and the Board of Osteopathic Examination & Registration will determine if 50% of all physicians qualifying for enrollment and participation under this chapter have applied.  If not, all applicants will be promptly notified and the Medical Liability Demonstration Project, with respect to the specialty medical practice of Anesthesiology, will not take place.  If the two Boards jointly determine that more than 50% of the eligible physicians have applied for enrollment prior to November 1, 1991, all physicians who have properly applied and who have been found eligible will be notified by their respective licensing board of their enrollment in the Medical Liability Demonstration Project commencing January 1, 1992.

(4)
At any time until the sooner of: (1) a determination that fewer than 50% of eligible physicians have applied for enrollment prior to November 1, 1991 or (2) the termination of the Medical Liability Demonstration Project on December 31, 1996, any physician licensed by the Board may request and submit enrollment application forms and, if determined by the Board to be eligible for participation, he/she shall be enrolled in the Medical Liability Demonstration Project.

C.
Declination to participate; withdrawal from participation:

(1)
Enrollment to participate in the Medical Liability Demonstration Project is entirely voluntary and is in no way a requirement for or condition of licensure to practice medicine and surgery in Maine.  Physicians declining to enroll as participants need do nothing if and when informed by the Board of their right to apply for enrollment.  The Board shall, however, deem it a courtesy to be informed by letter of a physician's choice not to enroll.

(2)
Physicians who have applied to be enrolled as participants and/or who have for some time been participants in the Medical Liability Demonstration Project may, at any time, withdraw from enrollment by letter request for withdrawal from enrollment, sent to the Board offices at State House Station #142, Augusta, ME 04333.

2.
Practice Parameters and Risk Management Protocols for the specialty practice of Anesthesiology:

A.
Pursuant to 24 M.R.S.A. section 2973 (Supp. 1990), the Board of Registration in Medicine jointly with the Board of Osteopathic Examination & Registration finds the practice parameters and risk management protocols included in Appendix 1 of this Chapter to be consistent with appropriate standards of medical care and levels of quality in the practice of Anesthesiology in Maine.

B.
The Board of Registration in Medicine and Board of Osteopathic Examination & Registration have jointly adopted the practice parameters and risk management protocols for the practice of Anesthesiology.

AUTHORITY:
32 M.R.S.A. 3269 (1988 & Supp. 1990) and 32-M.R.S.A. §2562 (1988); to adopt medical specialty practice parameters and risk management protocols: 24 M.R.S.A. section 2973 (Supp. 1990).

EFFECTIVE DATE:

JULY 28, 1991

CHAPTER 20:
APPENDIX 1 - ANESTHESIOLOGY PRACTICE PARAMETERS AND RISK MANAGEMENT PROTOCOLS

1.
INTRODUCTION:

A.
The Medical Specialty Advisory Committee for Anesthesiology has agreed on a first set of practice parameters.  These include: The Anesthesia Record; Standards for Intraoperative Monitoring; Standards for Postoperative Care; and, Preoperative Laboratory Testing for Anesthesia for American Society of Anesthesiologists Class I (ASA I) patients undergoing non-major surgery.

B.
For the most part, these standards are developed from the American Society of Anesthesiologists (ASA) standards and guidelines.  However, the adoption of these standards and parameters for use in the Maine Medical Liability Demonstration Project does not imply ASA endorsement or policy, nor have these standards received any form of approval from that body.  These standards should be considered unique to the State of Maine.

C.
Practice parameters in Anesthesiology are defined as incorporating standards, guidelines and other patient management strategies that result in high quality of patient care but which also recognize that there is a finite limit of resources available for health care.

D.
These practice parameters, which may be exceeded, apply to all patients who receive anesthesia or monitored anesthesia care.  Under extenuating circumstances, it may not be medically appropriate to follow these practice parameters.  When this is the case, the circumstances, including the care provided, shall be documented in the record.

2.
THE ANESTHESIA RECORD - PRACTICE PARAMETERS FOR DOCUMENTATION OF ANESTHESIA CARE.

Documentation is a factor in the provision of quality care.  The final responsibility for the record rests with the physician responsible for anesthesia care.  Anesthesia is usually viewed as consisting of preanesthesia, perianesthesia, and postanesthesia components.  Anesthesia care should be documented to reflect these components and to facilitate review.  The anesthetic record should be easily interpreted and use abbreviations that are widely accepted.  The record should include documentation of all of the following subsections A through C:

A.
Preanesthesia Evaluation

(1)
Review of medical record, including:

(a)
Pertinent objective diagnostic data (e.g. lab, EKG, chest x-rays.

(b)
old chart review of previous anesthetics when available and pertinent; and,

(2)
Patient interview including history of:

(a)
Medications

(b)
Allergies

(c)
Previous anesthetic experiences

(d)
Family history of anesthesia problems, and,

(e)
Pertinent review of systems;

(3)
Physical exam appropriate to anesthesia care and special notation of airway in respect of dentition;

(4)
ASA Physical status; and,

(5)
Formulation and discussion of an anesthesia plan with the patient and/or responsible adult, including consent to that plan.

B.
Perianesthesia.

(1)
Review immediately prior to initiation of anesthetic procedure:

(a)
Record

(b)
Patient reevaluation

(c)
Check of equipment, drugs, and gas supply

(2)
Monitoring of the patient as described in monitoring standards Section 3, following.

(3)
Comment on airway management

(4)
Amounts of all drugs and agents used, and times given

(5)
Patient position and protection

(6)
Management of fluids

(a)
IV fluids used including blood products

(b)
Estimated blood loss

(c)
Urine output when appropriate

(7)
The technique(s) used

(8)
Unusual events during the anesthesia period

(9)
The status of the patient at the conclusion of anesthesia

C.
Postanestheia.

(1)
Patient evaluation on admission and discharge from the postanesthesia care unit.

(2)
A time based record of vital signs and level of consciousness.

(3)
All drugs administered and their dosages.

(4)
Type and amount of intravenous fluids administered including blood and blood products.

(5)
Any unusual events including postanesthesia or postprocedural complications.

(6)
Medical interventions.

3.
ANESTHESIA  1  STANDARDS FOR BASIC INTRAOPERATIVE MONITORING.

These standards apply to all anesthesia care (although, in emergency circumstances, appropriate life support measures take precedence).  These standards may be exceeded at any time based on the judgment of the responsible anesthesiologist.  These standards are intended to encourage high quality patient care, but observing them may not guarantee any specific patient outcome.  They are subject to revision from time to time, as warranted by the evolution of technology and practice.  This set of standards addresses only the issue of basic intraoperative monitoring, which is one component of anesthesia care.  In certain rare or unusual circumstances, (1) some of these methods of monitoring may be clinically impractical and (2) appropriate use of the described monitoring methods may fail to detect untoward clinical developments.  Brief interruptions of continual  monitoring may be unavoidable.  Under extenuating circumstances, the responsible anesthesiologist may waive the requirements marked with an asterisk (*).  When this is done, it shall be stated (including the reasons) in a note in the patient's anesthetic record.  These standards are not intended for application to the care of the obstetrical patient in labor or in the conduct of pain management.

Note: Within these standards, "Anesthesia" is defined as all types of anesthesia care unless otherwise specified by the text.  As used in these protocols, "continual" and "continually" are defined as repeated, regularly and frequently, in steady, rapid succession, whereas "continuous" means " prolonged, without any interruption at any time."

A.
STANDARD: Qualified anesthesia personnel shall be present in the room throughout the conduct of all general anesthetics, regional anesthetics and monitored anesthesia care.

OBJECTIVE:
Because of the rapid changes in patient status during anesthesia, qualified anesthesia personnel shall be continuously present to monitor the patient and provide anesthesia care.  In the event there is a direct known hazard, (e.g., radiation) to the anesthesia personnel which might require intermittent remote observation of the patient, some provision for monitoring the patient must be made.  In the event that an emergency requires the temporary absence of the person primarily responsible for the anesthetic, the best judgment of the anesthesiologist will be exercised in comparing the emergency with the anesthetized patient's condition and in the selection of the person left responsible for the anesthetic during the temporary absence.

B.
STANDARD: During all anesthetics, the patient's oxygenation, ventilation, and circulation shall be continually evaluated (i.e., repeated, regularly and frequently).

(1)
OXYGENATION

OBJECTIVE:
To ensure adequate oxygen concentration in the inspired gas of the blood.

METHODS:

(a)
Anesthesia machines capable of delivering less than 18% oxygen shall not be in use.

(b)
Inspired gas: During every administration of general anesthesia using an anesthesia machine, the concentration of oxygen in the patient breathing system shall be measured by an oxygen analyzer with a low oxygen concentration limit alarm in use.

(c)
Blood oxygenation: A quantitative method of assessing oxygenation such as pulse oximetry shall be employed Adequate illumination and exposure of the patient is necessary to assess color.

(2)
VENTILATION

OBJECTIVE:
To ensure adequate ventilation of the patient.

METHODS:

(a)
Every patient receiving general anesthesia shall have the adequacy of ventilation continually evaluated.  While qualitative clinical signs such as chest excursion, observation of the reservoir breathing bag and ausculation of breath sounds may be adequate, quantitative monitoring of the C02 content and/or volume of expired gas is encouraged.

(b)
When an endotracheal tube is inserted, its correct position in the trachea must be verified by clinical assessment and end-tidal C02 analysis.

(c)
Ongoing evaluation of mechanical ventilation must be assessed by any or all of the following:

(i)
Clinical assessment; 

(ii)
capnometry; 

(iii)
mechanical tidal volume and rate measurement.

(d)
When ventilation is controlled by a mechanical ventilator, there shall be in continuous use a device that is capable of detecting disconnection of components of the breathing system.  The device must give an audible signal when its alarm threshold is exceeded.

(e)
During regional anesthesia and monitored anesthesia care, the adequacy of ventilation shall be evaluated, at least, by continual observation of qualitative clinical signs.

(3)
CIRCULATION

OBJECTIVE:
To ensure the adequacy of the patient's circulatory function during all anesthetics.

Note: As used in these protocols, "continual" and "continually" are defined as "repeated, regularly and frequently, in steady, rapid succession," whereas "continuous" means "prolonged, without any interruption at any time.

METHODS:

(a)
Every patient receiving anesthesia shall have the electrocardiogram continuously displayed from the beginning of anesthesia until preparing to leave the anesthetizing location.

(b)
Every patient receiving anesthesia shall have arterial blood pressure and heart rate determined and evaluated at least every five minutes.

(c)
Every patient receiving general anesthesia shall have, in addition to the above, circulatory function continually evaluated by at least one of the following: palpation of a pulse, auscultation of heart sounds, monitoring of a tracing of intraarterial pressure, ultrasound peripheral pulse monitoring, or pulse plethysmography or oximetry.

(4)
DISCRETIONARY PHYSIOLOGIC MONITORS

(a)
Body Temperature

OBJECTIVE:
to aid in the maintenance of appropriate body temperature during all anesthetics.

METHODS:
There shall be readily available a means to continuously measure the patient's temperature.  When changes in body temperature are intended, anticipated or suspected, the temperature shall be measured.

4.
STANDARDS FOR POSTANESTHESIA CARE.

These standards apply to postanesthesia care in all locations.  These standards do not apply to Obstetric Epidural Analgesia or Pain Management.  These standards may be exceeded based on the judgment of the responsible anesthesiologist.  They are intended to encourage high quality patient care, but cannot guarantee any specific patient outcome.  Extenuating circumstances may require deviation from the standard, but a note in the patient's record concerning any deviation, shall be made in a timely fashion.  These standards are subject to revision from time to time, as warranted by the evolution of technology and practice.

A.
STANDARDS: All patients who have received general anesthesia, regional anesthesia, or monitored anesthesia care shall receive appropriate postanesthesia management.

(1)
A Postanesthesia Care Unit (PACU) or an area which provides equivalent postanesthesia care shall be available to receive patients after surgery and anesthesia.  All patients who receive anesthesia shall be admitted to the PACU, except by specific order of the anesthesiologist(s) responsible for the patient's care.

(2)
The medical aspects of care in the PACU shall be governed by policies and procedures which have been reviewed and approved by the Department of Anesthesiology.

(3)
The design, equipment and staffing of the PACU shall meet requirements of the facility's accrediting and licensing bodies.

(4)
The nursing standards of practice shall be consistent with those approved in 1986 by the American Society of Post Anesthesia Nurses (ASPAN).

B.
STANDARD: patient transported to the PACU shall be accompanied by a member of the Anesthesia Care Team who is knowledgeable about the patient's condition.  The patient shall be continually evaluated (i.e., repeated regularly and frequently) and treated during transport with monitoring and support appropriate to the patient's condition.

C.
STANDARD: Upon arrival in the PACU, the patient shall be reevaluated and a verbal report provided to the responsible PACU nurse by the member of the Anesthesia Care Team who accompanies the patient.

(1)
The patient's status on arrival in the PACU shall be documented.

(2)
Information concerning the preoperative condition and the surgical/anesthetic course shall be transmitted to the PACU nurse.

(3)
The member of the Anesthesia Care Team shall remain in the PACU until the PACU nurse accepts responsibility for the nursing care of the patient.

D.
STANDARD: The patient's condition shall be evaluated continually in the PACU.

(1)
The patient shall be observed and monitored by methods appropriate to the patient's medical condition.  Particular attention should be given to monitoring oxygenation, ventilation and circulation.  During recovery a quantitative method of assessing oxygenation, such as pulse oximetry, shall be employed.

(2)
An accurate written report of the PACU period shall be maintained.

(3)
General medical supervision and coordination of patient care in the PACU should be the responsibility of an anesthesiologist.

(4)
There shall be a physician in the facility capable of managing complications and providing cardiopulmonary resuscitation for patients in the PACU.

E.
STANDARD: physician is responsible for the discharge of the patient from the Postanesthesia Care Unit.

(1)
When discharge criteria are used, they must be approved by the Department of Anesthesiology.  They may vary, depending upon whether the patient is discharged to a hospital room, to the ICU, to a short stay unit, or home.

(2)
In the absence of the physician responsible for the discharge, the PACU nurse shall determine that the patient meets the discharge criteria.  The name of the physician accepting responsibility for discharge shall be noted in the record.

5.
PREOPERATIVE LABORATORY TESTING

This parameter applies only to American Society of Anesthesiologists Patient Acuity Classification I (ASA-I).  The ASA has established patient acuity classifications I-VI.  These reflect the medical status of the patient prior to the surgery.  As such, they represent a combination of both acute and chronic diseases.  They do not reflect the magnitude of the proposed surgery.  They are not age dependent.

ASA Classification I is a healthy patient with no underlying systemic diseases.

ASA Classifications II-VI represent patients with increasing severity of medical disease.  As these standards for preoperative testing criteria only apply to patients in ASA I classification, these ASA Classifications II are not described.

A.
STANDARD: ANESTHESIA PREOPERATIVE TESTING

SURGICAL PROCEDURE: excludes extensive major body cavity, expected significant (e.g., 10%) blood loss or extensive manipulation of physiological variables (i.e., induced hypotension).

TABLE 1: 
PREOPERATIVE TESTS TO BE PERFORMED ACCORDING TO AGE AND OTHER PATIENT ATTRIBUTES.

Column Headings have the following meanings: Sp/Epi=

Spinal/Epidural; MAC = Monitored Anesthesia Care; P. BLK=

Peripheral Block (i.e., Axillary, etc.); I.V. Blk = Bier

Attribute

General.
Sp/Epi.
MAC
    P. Blk.
IV Blk.

Local






Age 0-6 months

Both sexes

Hct.

Hct.

NA
   NA
   
NA

NA

Tested within

1 mos.
1 mos.






6
months - 14 years

Both sexes

NA

NA

NA
   NA   
 NA

NA






Age 14 - Menopause

Female 

Hct.

Hct.

NA
   NA   
NA

NA 

Tested within 6 mos. 6 mos.






Age 15 -  50

Male


NA

NA

NA
   NA   
NA

NA






Age Menopause - 50 years

Female

NA

NA

NA
   NA   
NA

NA






Age 50 - 60 years

Both


Hct.

Hct.

Hct.
   NA
   
NA

NA

Tested within

6 mos.
6 mos.
6 mos.

Both sexes

EKG

EKG

Tested within

I yr.

I yr.

Both sexes

BUN/Gluc
BUN/Gluc

Tested within

6 mos.
6 mos.

Attribute

General
 Sp/Epi.
MAC
      P. Blk.
IV Blk.

Local 






Age Over 60 years

Both sexes

Hct.
.
Hct.

Hct.
       Hct.

Tested within

6 mos.
6 mos.
6 mos.       6 mos.

Test


CXR

CXR

EKG
       NA
NA

NA

Tested within

1 yr.

1 yr.

1 yr.

Test


NA

NA

BUN/Gluc.  NA
 NA

NA

Test Within





6 mos.

As well as the above testing, for ASA Classification I patients, regardless of sex or age, who are undergoing procedures with potential for significant blood loss (i.e., 10%), the minimum testing is a Hematocrit within two weeks with type and screening of blood products.

B.
CRITERIA FOR ANESTHETIC PREOPERATIVE TESTING CRITERIA

(1)
Each patient will have an appropriate preoperative history and physical examination prior to the proposed surgery.

(2)
These preoperative parameters only apply to the anesthetic management of the patient.  The surgical management of the patient may require additional testing, although frequently there will be overlap.

(3)
These parameters only apply to elective surgery.

(4)
These parameters do NOT apply to those patients who are going to have:

(a)
Surgery involving extensive major body cavity procedures;

(b)
Surgery with anticipated major blood loss; and/or

(c)
Surgery requiring extensive manipulation of physiological variables.

(5)
These parameters do NOT apply to those patients who have developed an acute process in addition to or separate from the surgical process necessitating the operation.

(6)
Duplicate data is acceptable, provided it meets the following criteria:

(a)
The name of the physician (clinic/office) managing the patient's disease;

(b)
The location of the practice if not in the immediate vicinity;

(c)
At least a verbal report, which may come from the patient if the patient is felt to be a reliable historian, of any indicated tests. (Hard copy is preferred); and

(d)
The approximate date of the test.

(7)
The anesthetic preoperative evaluation and testing is directed towards developing the appropriate anesthetic care plan.  It is not the equivalent of or a substitute for an annual physical examination or other similar screening process.
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