INDEX FOR PETITION FOR DECLARATORY RULINGS
(UPDATED: SEPTEMBER 10, 2015)

John M. Rhodes, Sr., M.D., etal, Petitioners

RE: Delegation of drug dispensing duties

Petition filed: unknown

The Board provided answers to the questions asked.

St. Luke’s Regional Medical Center, Sioux City, IA, Petitioner
RE: Signature on computerized medical records

Petition filed: December 12, 1985

Petition denied: unknown

Tom Mills, Physician’s Assistant, Hubbard, 1A, Petitioner

RE: Physician Assistant ownership of remote clinic

Petition filed: February 4, 1986

On June 4, 1986, the Board provided answers to the questions asked.

lowa Osteopathic Medical Association, Des Moines, IA, Petitioner
RE: Acupuncture

Petition filed: December 7, 1989

Petition approved: February 15, 1990

Mayank K. Kothari, M.D., Petitioner

RE: Computer generated analysis reports
Petition filed: April 23, 1990

On August 1, 1990, the Board provided answers to the questions asked.

lowa Academy of Ophthalmology, Petitioner
RE: Pre-Op & Post-Op responsibilities
Petition filed: May 29, 1992

On November 12, 1992, the Board provided answers to the questions asked.

Mary M. Conway, VP, lowa State Board of Behavioral Sciences, Petitioner
RE: Psychiatric diagnosis by counselors and therapists
Petition filed: August 17, 1995

On October 19, 1995, the Board provided answers to the questions asked.

Michael M. Sellers, Attorney, Petitioner
RE: Disciplinary Proceedings

Petition filed: December 8, 1995
Petition denied: January 11, 1996

Eileen M. Wayne, M.D., Petitioner
RE: Malpractice

Petition filed: December 25, 1996
Petition denied: January 17, 1997



10.

11.

12.

13.

14.

Norman Pawlewski, lowa Osteopathic Medical Association, Petitioner
RE: Immunizations by Pharmacists

Petition filed: May 4, 1998

Petition denied: June 4, 1998

Lawrence C. Valin, M.D., Petitioner
RE: Free Exercise of Religion
Petition filed: October 18, 2006
Petition denied: November 9, 2006

lowa Association of Nurse Anesthetists (IANA), Petitioner

Represented by James W. Carney, Carney & Appleby, P.L.C., Attorney At Law RE:
ARC 8579B, Notice of Intended Action, Establishes standards of practice for
interventional chronic pain management (practice of medicine definition.)
(Interventions: lowa Dental Association’s, lowa Medical Society’s; lowa Society of
Anesthesiologist’s)

Petition filed: April 7, 2010

Petition approved: June 11, 2010

Jill Cirivello, Petitioner

RE: Definition of sexual misconduct
Petition filed: July 10, 2015

Petition denied: September 10, 2015

Timothy Foley, Aditi Rao, Alex Bare, Petitioners

Re: Rules Relating to Sexual Orientation Change Practices
Petition Filed: February 23, 2016

Petition Denied: April 22, 2016



PETITION FOR DECLARATORY RULING
BEFORE THE IOWA STATE BOARD
OF MEDICAL EXAMINERS

iN THE MATTER OF:

PETITION FOR
DECLARATORY RULING

)
JOHN M, RHODES, SR., M.D., )
PHILIP L. MYER, D.C., )
ROBERT G. GERMAN, M.D.., )
THOMAS R. WOLF, D.O., )

)

}

Petitioners,
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1. The Petitiocners names, addresses and phone numbers are:
R John M. Rhodes, Sr., M.D,
608 N.W, 7th Street
Pocahontas,. Iowa 50574
Telephone: A/C 712/335-3534
b. Philip L. Myer, D.C,
116 Madison
Manning, Iowa 51455
Telephone: A/C 712/653~-2551
C. Robert G. German, M.D.
2318 Pershing Blvd.
Clinton, fowa 52732
Telephone: A/C 319/242-3571
d. Thomas R. Wolf, D.O.
Box 1360
Richland, Iowa 52585
Telephone: 515/668~2262

2. On July 5, 1979 the attorney general released ‘an cpinion
concerning the dispensing ¢f prescription drugs in Iowa which would
have restricted the dispensing practices of physicians,

3. SBection 33{(1) of Chapter 1036 of the Acts of the 6Bth General
Bssembly, 1980 session, became effective July 1, 1980. It provided in
part that practitioners licensed under chapters 148, 150 and 150Aa ".

. shall be entitled to continue the practices wikh respect to
dispensing of prescription drugs, including controlled substances,
which those practitioners had followed under the laws of this state asg

amended to July 1, 1979, and as generally interpreted prior to July 5,



1879, notwithstanding the opinion of the attorney general to the

secretary of the board of pharmacy examiners rendered on that date.

L1

4. Sectiocn 148.6(1) ﬁaragraph g provides that the Board of
Medical Examiners has the power to revcoke or suspend a phyvsician's
license to practice for ". . . failure to coenform to, the minimal
standard of acceptable and prevailing practice of medicine and
Surgery, ostecopathic medicine and surgery or, ostecopathy. . ."

5. Section 147.55{3}) provides that engaging in a ". . ., practice
harmful or detrimental to the public" is grounds for revocation of
suspensiocn of a professional license,

6. Questions have arisen -as to what the minimal standards of
acceptable and prevailing practices were with respect to the
delegation of certain Ffunctions in the dispensing of prescription
drugs, including controlled substances, prior to July 5, 1979.

7. These petitioners request declaratory rulings on the
follewing questions as to what the minimal standards of acceptable and
prevailing practices are wikh respect {0 the delegation of certain
functions in the dispensing of prescription drugs, inciuding
controlled substances.

'(l} May a physician delegate the professional judgmental
decision to dispense a prescription drug, '

(2) May a physician delegate nonjudgmental functions

relating to the dispensing of prescription drugs, including
controlled substances, such as counting prepared dosage units
and placing them into containers, pouring and measuring prepared
liguids into containers, typing labels and delivering filled
containers to patients, to assistants under the physician's
supervision and direction.

(3) If the answer to (2) is in the affirmative may a



physician so delegate if the physician is not physically
present when the nonjudgmental functions are performed or

when the preécription drugs are delivered to the patient,

;
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BEFORE THE IOWA STATE
BOARD OF MEDICAL EXAMINERS

iN THE MATTER OF:

JOHN M. RHODES, SR,, M.ID,
PHILIP L. MYER, D.O.,
ROBERT G. GERMAN, M.D.,
THOMAS R. WOLF, D.0.,

DECLARATORY
RULING

et Sowar St e et St

Petitioners,

Petitioners have submitted to the Board several questions relating to the dispensing of
drugs by physicians.

Petitioners correctly point out that Section 33 (1} of Chapter 1036 of the Acts of the 68th
G.A,, 1780 session, which was effective July |, 1980, provides that practitioners ficensed under
chapters [48, 150, and I50A " . .. shall be entitled to continue the practices with respect to
dispensing of prescription drugs, including controiled substances, which those practitioners had
followed under the laws of this state as amended to July |, 1979, and as generally interpreted
prior to July 5, 1979, notwithstanding the opinion of the atforney general to the secretary of the
board of pharmacy examiners rendered on that date . . . "

Petitioners further correctly point out that the Board may under section 148.6 (]) {g) of
the Code, revoke or suspend a physician's license for * . ., failure to confarm to the minimal
standard of acceptable and prevailing practice of medicine and surgery, ostecpathic medicine
and surgery or, osteopathy . . . " and thot under section 147.55 (3) of the Code, the Board may
revoke or suspend a physician's license for engaging in a " . . . practice harmful or detrimental
to the public."

Generally a "practice harmful or detrimental to the public” under section |47.55 {3} of the
Code would be a practice less than the acceptable minimal standard under section 148.6 (i} {g)
of the Code,

Simitarly those practices with respect to dispensing which practitioners had followed prior
to July 5, 1979, referred to in section 33 (1) of chapter 1036 of the Acts of the 68th G.A., 1980
session, would be generally the same as the "prevailing practice" under section 148.6 (1) {g) of
the Code.
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The Board therefore determines that the "minimal standard of acceptable and prevailing
practice of medicine and surgery, osteapathic medicine and surgery or ostespathy” prior to July
5, 1979, with respect to the dispensing of prescription drugs is synonymous with "practices with
respect to dispensing of prescription drugs, including controlled substances, which those
practitioners had followed under the laws of this state as amended to July |, 979, as generally
interpreted prior to July 5, 1979" and that failure of a physician to conform to such minimal

standard of acceptable and prevalling practize may subject a physician to disciplinary action.

Petitioners pose several specific questions as to what such minimal standard of acceptable
and prevailing practices refating to the dispensing of prescription drugs were prior ta July §,
137%. To respond to Petitioners questions the Board must make factual determinations as to
what such minimal standard of acceptable and prevailing practices were. Upon a review of the
facts, diligent investigation by the Board and evidence gathered by the Board and based upon

the experience of the professional members of the Board, the Board moakes the following
FINDINGS OF FACT

I, Prior to July 5, 1979, it was not the minimal standard of acceptable and prevailing
practice for a physician to defegate the professional judgmental decision to d'ispense, prescribe

or administer g prescription drug, including controlled substances.

2 Prior to July 5, 1979, it was the minimal standard of acceptable ond prevailing
practice for a physician to delegate nonjudgmental functions related to the dispensing of
prescription drugs, including controlled substances, te assistants under the physician's

supervision and direction.

3 Prior to July 5, 1979, it was the minimal standard of acceptable and prevailing
practice for a physician to delegate nonjudgmental functions related to the dispensing of
prescription drugs, including confrolled substances, to assistants under the physician's
supervision and direction when such functions were performed and where the prescription drugs
are defivered to the patient by those assistants when the physician was not physically present,
but the physician was physically within his or her normal geographic practice area and available
to the patient,

RULING

The Board of Medical Examiners therefore rules in response to the specific questions
submitted by Petitioners that:

I A physician may not delegate the professional judgmental decision to dispense a
prescription drug.
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2. A physician muay delegate nonjudgmental functions relating to the dispensing of
prescription drugs, including controlfed substances, such as counting prepared dosage units and
placing them info containers, pouring and measuring prepared liquids inta containers, typing

labels and delivering filled containers to patients, to assistants under the physician's supervision
and direction,

3. A physician may so delegate nonjudgmental functions relating to the dispensing of
prescription drugs, including controfled substances, fo assistants under the physician's
supervision and direction when the physician is not physically present when the nonjudgmental
functions are performed and the drugs are delivered to the patient, but only if the physician is

phyéically within his or her norma! geegraphic practice area and available to the patient.

IOWA BOARD OF MEDICAL EXAMINERS

\

D

Alexander Ervanian, M.D., Chairman 4
lowa Board of Medical Examiners

State Capitol Complex

Executive Hills West

Des Moines, lowa 5039

-



File No. 7068 1-1
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BEFORE THE TOWA STATE BOARD OF MEDICAL EXAMINERS
LUCAS STATE OFFICE BUILDING
DES MOINES, IOWA
IN THE MATTER OF THE PETITION .o PETITION FOR DECLARATORY
RULING

OF
ST. LUKE'S REGIONAL MEDICAL CENTER :
FOR A DECLARATORY RULING ON THE
USE OF COMFUTER ACCESS CODES AS : DOCKET NO.

A LEGAL SIGNATURE IN CONNECTION
WITH COMPUTERLZED MEDICAL RECORDS

1. The Petitioner's name is St. Luke's Regional Medical Center
and its address is 2720 Stone Park Boulevard, P.0. Box 2000, Northside
Station, Sioux City, Towa 51104, telephone number (712) 279-3500.

2. Petitioner requests a declaratory ruling approving the use
of the proposed procedures which are attached hereto and which are incor-
porated herein by reference approving the use of computer access codes as
the legal equivalent of a signature in connection with the maintenance of
medical records.

3. No specific statute, rule, written statement of law, or
policy, decision or orde? is involved with this issue. The relevaﬁt
authority is as follows:

Towa Cede 1985 Section 4.1(17)

Towa Administrative Code £70~135,204 (3){d)
470-136.5¢(3) (b)Y (1)
470.51.5

The particular issue to which this request is addressed

is the adequacy of a computer access code assuming adequate safeguards

+

MC



are utilized, as the legal equivalent of a physical signature in connection
with the maintenance of medical records.

4. St. Luke's Regional Medical Center 1s presently implementing
a computerized medical records system. All orders and medical records will
be entered onto the computer and maintained in this system. A& review of
the law relevant to this issue establishes that there is no statute or
regulation preventing the use of the user access code as a signature, nor
is there controlling authority authorizing this and a clarification of these
rules is needed to bring the medical record's rules into the computer age.

5. The nature of the Petiticner's interest in this question
is that should the department issue a declaratory ruling approving the
procedures which are hereby proposed, the Medical Center will be relving
upon them in its normal operation and in the maintenance of ﬁedical records
including the use of computer access codes as the legal equivalent of a

written signature.

ST. LUKE'S REGIONAL MEDICAL CENTER

Robert F. Peck, President

CORBETT, ANDERSON, CORBETT & DANIELS

-~ . S
S /2 G e
By: ﬂ//;élﬂwﬂ\ A NAlN S

Jeffréy . Poulspn

330 fSecyrity Banfk Building

P.Q; Box 3527 é

Sioux Civy, IA 51102

(712 277-1261

ATTORNEYS FCR ST. LUKE'S REGIONAL
MEDICAL CENTER



L MEDIC... CENTER -

- ' STANDARD PROCEDURE

DEPARTMENT

DATE
October 4. 1984

EFFECTIVE

INFORMATION RESOURCES. DATE

SUBJECT

PAGE
NUMBER

NUMBER OF

USER ACCESS CODES PAGES 2

PURPOSE:

POLICY:

PROCEDURE:

To ensure patient confidentiality; integrity and accuracy of
data; appropriate usage of the Medical Information System; and
protection of Medical Center assets against accidental/
intenticnal disclosure, modification or destruction.

Authorized individuals may have access to the Medical
Information System (MIS) only after successful completion of
the MIS Training Program. Access to MIS will be controlled by
a user identification code referred to as the USER ACCESS CODE.
The code limits individual access to only that patient
information needed to perform job responsibilitiesa, and the
identity of the user will be recorded on ajl entriea., The
Director of Education Services will be regponsible for the
training of individuals. The Director of Information Resources
will be responsible for the distribution of User Access (Codeg
and maintaining the appropriate use of MIS.

The Director of the Information Resources Department will be
responsible for establishing department policy and procedure to
ensure effective supervision of those individuals reeponsible
for maintaining the integrity of MIS.

1. Medical Center personnel, Medical Staff members, and other
approved user groups will successfully complete the Medical
Center's Medical Information System Training Program prior
to being eligible for a User Access Code.

2., 1Individuals will sign a User Access Code Agreement prior to
receiving their access code.

3. User Access Codes are subject to cheange as required by
changes in the individual's job responsibilities and/or at
the discretion of the Informaticn Resources Department.,

4. Individuals who have resson to believe that the
confidentiality of their User Access Code has been violated
will contact the Information Resources Department
immediately so thet the current code may be deleted and &
few gccess code assigned,

ADPROVED

FORM F G790




~~~~~~ ANDARD PROCEDURE

EFFECTIVE DATE

DEPARTMENT INFORMATION RESOURCES DATE Cctober 4. 1984
NUMBER OF PAGE '
SUBJECT USER ACCESS CODES PAGES 2 NUMBER 2

Department Directors are responsible to monitor employee
performance with regard to MIS usage.

Individuals who knowingly violate their User Access Code
Agreement are subject to disciplinary sction. The matrix
duty officer from Information Resources should be notified
immediately whenever a violation of the user access code
policy occurs, so that the matrix duty officer can
immediately delete the user access code of the peraon
violating the policy. Disciplinary action will be the
respongibility of the Department Director and should be
coordinated through the Human Resources Department for

consistency.

User Access Codes will be deleted from the system upon
termination/resignation of individuals affiliated with the
Medical Center or a change in job responsibilities not
requiring a User Access Code. The Department Directors
will have the responsibility to notify the Human Resources
Department of the date such changes will occur. The
Director of Human Resources will then have responsibility
to notify the Director of Information Resources.

/ﬁﬁ
APPROVED /5% Sﬂ%y- czczdiczaw//

/, /&-ﬁ‘f%




ST. LURE'S REGIONAL HEDICAL CENTER
Sioux City, Iowa

USER ACCESS CODE AGREEMENT

Authorized Personnel

I, the undersigned, acknowledge receipt of my USER ACCESS CODE and understand

that:

1.

5.

My USER ACCESS CODE is the legal equivalent of my signature; I will not
disclose this code to anyone.

I will not attempt to learn another's USER ACCESS CODE and will not
access informstion in the Medical Information System (MIS) by using a
USER ACCESS CODE other than my own.

I will not gccess any unauthorized information via the Medical
Information System.

If I have reason to believe that the confidentiality of my USER ACCESS
CODE has been broken, I will contact the Department of Information
Resources immediately go that the curreat code may be deleted and a new
USER ACCESS CODE asggigned to wme.

I will protect the patient's right to the CONFIDENTIALITY of his/her
medical information.

I understand that if I viclate any of the above statements, I will be subject to
disciplinary action, i.e., suspension, immediate termination, or loss of MIS
privileges. Grievances will be handled according to the Medical Center's
Personnel Manual.

I further understand that my USER ACCESS CODE will be deleted from the system as
soon as I terminate my employment at St. Luke's Regional Medical Center; should
I be re~-employed at the Medical Center, a new USER ACCESS CODE will be issued at
that time,

EMPLOYEE MNAME (PLEASE PRINT)

SIGNATURE OF ISSUER SIGNATURE OF EMPLOYEE

DATE DATE



5T. LuER'S REGIONAL MEDICAL CENTER
Stoux City, lowa

MEDICAL STAFF USER ACCESS CODE AGREEMENRT

USER ACCESS CODES are created to alleow an individual access to the Medical
Center's Medizal Information System (MIS) for the purpose of entering and
retrieving patient infermation., A physician USER ACCESS CODE limits the
individual phvsician's access to specific patient data and system features that
are necessary in providing medical care to patients under the direct ¢are of the
physician.

Because of the Medical Center's concern to maintain the integrity and confiden-
tiality of patient information and to ensure that only avthorized individuals
may access the patient's medical record, it has become necessary to. estabiish
guidelines governing the use of the USER ACCESS CODE. The guidelines are listed
below,

1, the undersigned, acknowledge receipt of my USER ACCESS CODE and understand
that:

1. My USER ACCESS CODE is the legal equivalent of my signature,

2, My USER ACCESS CODE personally identifies me to the Medical Information
System,

3. 1 will not disclose my USER ACCESS CODE to anyone,

4, 1 will not attemp: fo learn another's USER ACCESS CODE and will not
access information in the Medical Information Syscem (MIS) by using a
USER ACCESS CODE other than my own,

5. If I have reason to believe that the confidentirality of my USER ACCESS
CODE has beed broken, I will contact the Department of Information
Resources immediately so that the current code may be deleted and a new
USER ACCESS CODE assigned to me.

I underscand that if I violate any of the above statements, my MIS privileges
wilil be summarily suspaended and the suspension then reviewed in accordance with
the Medical 3taff Bylaws,

I further understand that my USER ACCESS CODE will be deleted from ths system
should I no longer be a member of the active, courtesy or affiliate staff at St.
Luke's Regional Medical Center,

PHYSICLAN NAME {(PLEASE BRINTD

SICNATURE OF ISSUER SIGNATURE OF PHYSICILAN




File No. 706§
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BEFORE THE ICWA STATE BOARD OF MEDICAL EXAMINERS

e

LUCAS STATE OFFICE BUILDING

DES MOINES, 10WA

IN THE MATTER OF THE PETITION : DOCKET N0, ¥
OF
ST. LUKE'S REGIONAL MEDICAL CENTER : BRIEF AND ARGUMENT IN
FOR A DECLARATORY RULING ON THE SUPPORT OF PETITION FOR
USE OF COMPUTER ACCESS CODES AS : DECLARATORY RULING

A LEGAL SIGNATURE IM CONNECTIOR
WITH COMPUTERIZED MEDICAL RECORDS

TOWA LAW
The Iowa Law in regards to signatures on medical orders has not
yet entered the computer age. The only provisien in the code which applies
to this issue is Iowa Code Section 4.1{(17) which provides in part that the
words "written" or "in writing" include anv mode of representing words or
letters in peneral use. A signature, when reguired by law, must be made

by the writing or writings of the person whose signature is required.

Certain ewceptions apply in the event of persons unable to make a written
signaturé due to physicial handicap.

What constitutes a "writing” or "writings' had one meaning in
the era of quilt pens and ink wells and has an entirely different meaning
in the computor age. As computor access codes are in general use and as
they fulfill the function of a signature there is sufficienc latitude in
the Iowa statutory law to accommodate the concept of a computor access

code as a legal signature.

1-



The present regulations of the Department of Health alsc follow
‘the statute in not specifically dealing with the adequacy of a computor
access code as a signature. For example, Section 470-51.5(1) requires

that medical records be written and signed by the attending physician

and stored in an accessible manmer in the hospital. Cnce again, what is

1

understood by the terms "written" or "signed" is determined by generally
recognized uysage.

As discussed above, as '"written' or "signed" is to be defined
by general usage, all that is needed is to recognize the use of computor

r

codes as "signature' and the proposed regulations are consistent with

this rulé.

Section 470-135.204(3)(d) includes in the definition of profes-—
sional iIncompetency under the category of practices harmful or detrimental
to the public, the practice of using rubber stamps to affix signatures on
prescriptions. The problem with the rubber stamp is the lack of safegusards
assuring -that the physician is actually signing the prescription. This
problem is not applicable to the computor access code for the reason that
the procedure proposed by St. Luke's Regional Medical Center provides
extensive safeguards preventing unauthorized use. All of these safeguards
are deéigned to prevent this occurrence and the vubber stamp examplie does
not repregent a valld analogy when dealing With the question of computor
access codes.

An additional rule which touches on this issue is Section
470-126.5(5){b) (1} which provides for the physician'é countersignature
on all physiclan's assistant's orders. Under the proposed regulations,

the doctor would have his computor access code as would the phvsician's



assistant. Under the regulations and procedures proposed by St. Luke's
Regional Medical Center, both codes would be used to indicate the assistant's
"signature" as well as the physician's "co-signature.," All safeguards that
the co-signature is to provide would be completely satisfied by the proposed
procedure.

A petition for declaratory ruling almost identical to this
petiticn was presentad to the Commissioner of Health. On QOctober 9, 1985,
the Commissioner ruled that "in view of the stated procedures and safe-
guards employed in the use of the Medical Information System by St. Luke's
Regional Medical Center, this system of computorized medical records
would be in compliance with 470 IAC 51.5(5) for purposes cof state hospital
licensure. ‘

OTHER AUTHORITY

Despite the relative dirth of Iowa authority on this issue, there
is extensive authority suppcrting the requested procedures from other sources.
The most p%ominent is Standard 3 of the Medical Records Services Secrion,
Page 68 of the Accreditaﬁicn Manual for Hospitals promulgated by the -Joint
Commission on Accreditation of Hospitals (JCAE). This Section provides that,
"all entries in Ehe record must be dated and authenticated, and a method must
be established to identify the authors of entries., Such identification mav
include written signatures, initials, or computer key.'

Not only de the JCAH Standards specifically permit authentication,
but the Medicare/Medicaid Conditions of Participation provide that hospitals
currently accreditated by the Joint Commission are deemed to meet all of

the conditions of participation, (with some exceptions that do not apply here),



and any specific Medicare/Medicaid standards that are in conflict with this
are not applicable. CCH Medicare and Medicaid Guides Subsection 12,330 page
5057.

Cther states have adopted either the Medicare/Medicaid conditions
which by reference adopt the JCAH standards, or have adopted similar
standards. For example, the Minnesota Department of Health uses the Medicare
Conditions of Participation standards, including the incorporation by
reference of the JCHA standards. Letter dated June 10, 1982, from Supervisor,
Records and Information Unit, Healtﬂ Systems Division, Minnescta Department
of Health.

Missouri has adopted rules similar tc the JCAH Standards.
"Authenticate'" is defined as "To prove authorship - for example by written
signature, identifiable imitials, or computer key." Missouri Hospital
Licensing Regulaticns 13 C.S5.R. 50-20.11(2)1-15~83.

In éddition, Missouri requires that ”patient care shall be entered
by members of the medical staff,.nursing staff, and allied health professicnals
in the patient's medical records in a timely manner. Documentatrion shall be
legible, dated, authenticated, and recorded in ink, typewritten or recorded
electronically. 1ID, 13CSR 50-20.021(3)(d) 1-15-83.

In Nebraska, physician'’s orders are specifically to be written and
dated in ink or indelible pencil or entered into a computer using a physician
code system, subject to individ#al hogpital policies where appropriate safe-
guards-have been taken to limit access and use of the facsimile or code to the
individual phvsician. Regulations and Standards for Hespitals, Rule 30, State

of Nebraska Department of Health, Part ITI Di(c), page 30-29 April 23, 1979.



CONCLUSION

The requested procedures do not violate any statutory or regulatory
law. The procedures simply recognize z new form of "signature" which involves
only an interpretation of ambiguous existing rules. The JCAH Standards are
recognized by Medicare/Med caid on a national basis. 1In addition, other
states in this area have incorporated the JCAH Standards, or specifically
adopted rules acknowledging the computor access code as a legal signature.
Adoption of the proposed procedures and recognition by the Department.of
Health of the computor access code as a legal signature is consistent
with how other states have resolved this question, and is consistent with
gooc and safe health care as recognized by national standards.

Respectfully submitted.

CORBETT, ANDERSON, CORBETT & DANIELS

fr? /?‘ //‘ //
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b
j/ N LOU
33 ecurity B nk Building

Box 352%
Sicux Ciry, IA 51102
(712y 277-1261
ATTORNEYS FOR 57. LUKE'S REGIONAL
MEDTCAL CENTER




BEFORE THE BOARD OF MEDICAL EXAMINERS
OF THE STATE OF IOWA

IN THE MATTER OF THE )
PETITION OF ST. LUKE'S REGIONAL ) DECLARATORY RULING

MEDICAL CENTER _ )

PROCEDURE
On December 12, 1985, the Iowa Board of Medical Examiners
received a Petition for Declaratory Ruling filed by attorney
Jeffrey L. Poulson pursuant to 470 I.A.C. § 135.10. The
Petitioner is identified as St. Luke's Regional Medical Center,

2720 Stone Park Boulevard, P.O. Box 2000, Northside Station,

Sioux City, Iowa 51104.
FACTS

St. Luke's Regional Medical Center is presently implementing
a computerized medical records system. All orders and medical
records will be entered onto the computer and maintained in this
system. Computer access codes will be used as the equivalent of
a signature by physicians in connection with the maintenance of
medical records. The system will be used in the manner described

in Exhibit 1, 2 and 3. (Attached)
QUESTION PRESENTED

Will utilization of the computerized medical records system
by licensees to sign medical records through use of a computer
access code violate § 4.1(17) of The Code or 470 I.A.C. §§ 51.5,

135.204(3)d or 136.5(5)b{(1) of the Iowa Administrative Code?




AUTHORITIES

Iowa Code € 4.1(17):

Written -- in writing -- signature., The
words “written" and "in writing™ may include
any mode of representing words or letters in
general use. A signature, when regquired by
law, must be made by the writing or markings
of the person whose signature is required.

If a persen is unable due to a physical
handicap to make a written signature or mark,
that person may substitute the following in
lieu of a signature required by law:

4. The handicapped person's name written
by another upon the request and in the
presence of the handicapped person; or,

b. A rubber stamp reproduction of the
handicapped person's name or facsimile of the
actual signature when adopted by the handi-
capped person for all purposes requiring a
signature and then only when affixed by that
person or another upon request and in the
handicapped person's presence.

470 I.A.C. § 51.5:

51.5(1) Medical records. Accurate and
complete medical records shall be written for
all patients and signed by the attending
physician; these shall be filed an stored in
an accessible manner in the hospital and in
accordance with the statute of limitations.

51.5{2) Hospital records.

a. Admission records. A register of all
admissions to the hospital shall be kept in
accordance with Iowa law.

b. Death records. A register of all
deaths in the hospital shall be kept,
including all information required on a
standard certificate.

¢. Birth records. A register of all
births in the hospital shall be kept,
including all information required on a
standard certificate. '

d. HNarcotic records. Narcotic records
shall be maintained in accordance with the
laws and regulations pertaining thereto.

51:5(4} All hospitals shall submit
annually to the commissioner the Hospital
Price Information Survey in accordance with
Towa Administrative Code 465--8.,2(145) and

2



shall post hospital price information in
accordance with lowa Administrative Code

465--8.3(145).

470 I.A.C. § 135.204(3)d:

135.204(3) Knowingly making misleading,
deceptive, untrue or fraudulent representa-
tions in the practice of a profession or
engaging in unethical conduct or practice
harmful or detrimental to the public. Proof
of actual injury need not be established.

* % k *

d. Practice harmful or detrimental to the
public includes, but is not limited to, the
use of a rubber stamp to affix a signature to
a prescription. A person who is unable, due
to a physical handicap, to make a written
signature or mark, however, may substitute in
lieu of a signature a rubber stamp which is
adopted by the handicapped person for all
purposes requiring a signature and which is
affixed by the handicapped person or affixed
by another person upon the request of the
handicapped person and in his/her presence.

470 I.A.C. § 136.5(5)b(1):

136.5(5) It shall be the responsibility of
the supervising physician to ensure that:

* ¥ %k x

b. Adequate supervision and review of the
work of the physician's assistant is pro~-
vided.

(1) The supervising physician shall review
at least weekly all patient care provided by
the physician's assistant if such care is
rendered without direct consultation with the
physician and shall countersign all notes
made by the physician's assistant.

RULING
The Board of Medical Examiners will issue a declaratory
ruling only withrrespect to statutes and rules "under its
jurisdiction.™ 470 I.A.C. § 135.10(1). Accordingly, we confine

3



our declaratory ruling to interpretation of 470 I.A.C. §§ 135.
204(3}d and 136.5(5)b(1} which are rules promulgated by this
Board. We acknowledge § 4.1(17) of the Code as a codified
principle of sta;utory construction. We, however, do not address
470 I.A.C. § 51.5 which is a rule promulgated by the Department
of Health.

Disciplinary action may be initiated against a licensee on
the basis of 470 I.A.C. § 135.204(3) which prohibits, in part,
engaging in a practice harmful or detrimental to the public. Wwe
have promulgated subrule d to further define practice harmful
or detrimental to the public to include the use of a rubber stamp
to affix a signature to a prescription except under limited
circumstances applicable to the handicapped. 470
I.A.C. § 135.204(3}d. Application of 470 I.A.C. § 135.204(3) in
other circumstances is adjudicated on a case-by-case basis.

Use of a compﬁter access code to sign medical records would
not constitute a practice harmful or detrimental to the public
under the facts set out in this declaratory ruling. All medical
staff and authorized personnel who would use the computer access
code must sign an agreement befcore the code is issued. Under the
terms of this agreement, the code is confidéntial. The user,
moreover, is obligated to report any break in confidentiality.

'A user who violates this confidentiality, furthermore, is subject
to disciplinary action including possible termination. In view
of these security measures, we cannot conclude that use of the

- computer access code to sign medical records in the manner set



out in this petition would constitute a practice harmful or
detrimental to the public which would result in disciplinary
acticen by this Board.

Different considerations govern the countersignature of
medical records by a physician who provides supervision to a
physician's assistant. Under 470 I.A.C. § 136.5(5)b(l), the
supervising physician must review at least weekly all patient
care provided by the physician's assistant if care islrendered
without direct consultation and must countersign all notes made
by the physician's assisﬁant‘ Under these circumstances the
physician's signature not only validates the notes made by the
physician's assistant but also evinces a discharge of the duty to
review all patient care. The security measures built intc the
computerized medical records system may be sufficient to insure
that physician's signature is genuine. Adequate supervision of a
physician's assistant, however, requires that the review of
patient care be carried out on site. In view of the supervisory
duties, therefore, we conclude a computer access code cannot be
used to countersign the notes of a physmc1an S assistant pursuant

to 470 I A.C. § 136.5(5)b{1).

HORMOZ/ RAZSEKH . M.D.
Chairman
Iowa Board of Medical Examiners



P, LUKE'S RECIUNAL M¥DJ~ o CENTEX s

st e trvn tames e eeen
STaNMAND PROCIDURE

DEPARTMENT

EFFECTIVE DATE

INFORMATIOR RESOURCES DATF Cetober &4, 104y

SUBJECT

KUMBER OF PAGE

USER ACCESS CODZS PAGES 2 NUMBER

PURPOSE:

POLICY:

PROCEDURE:

To ensure patient confidentiality; integrity and accuracy of
data; appropriate usage of the Medical Information System; and
protection of Medical Center assets againat accidental/
intentions! disclosure, modification or desaCruction.

Acvthorized individuals may have sccess to the Hedical
Information System (MIS) only after successful completion of
the HIS Training Program. Access to MIS will be controlled by
a user identification code referred to as che USER ACCESS CODE.
The code limits individual access to only that patient
information needed to perform job responeibilities, and the
identity of the user will be recorded on all entriea. The
Director of Education Services will be responaible for the
training of individuals. The Director of Information Resources
will be responsible for the diatriburion of User Access Codes
and maintaining the appropriate use of MIS.

The Director of the Information Resources Department will be
responsible for establishing department policy snd procedure :o
ensure effective mupervision of those individusls responsible

for msintaining the integrity of MIS.

i. HMedical Center personnel, KMedical Staff members, and other
approved user groups will successfully complete the Medical
Center's Medical Information System Training Progrsm prior
to being eligible for & User Access Code.

2. 1Individuals will sign a User Access Code Agreement prior to
receiving their sccess code.

3. User Access Codes are subject to change as required by
changes in the individual's job responsibilities and/or &t
the discretion of the Inforsation Resources Department.

4. Individuals wvho have resson to believe that the

' confidentiality of their User Access Code has been violated
will contact the Information Resources Departrent
lmmediately go that the current code miy be deleted and s

new &ccess code assigned.

ATTROVED

I EXHIBIT

FORM 5 ogogn

T 4w

|/
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STANDAYND PRCULLURE

JUKE'S RECIQRAL MEDIL . CENTER

EFFECTIVE DATE

DEPARTMIENT INFORMATION RESOQURCES DATE October & 1584
HUMBER CF PAGE
SUBJECT USER ACCESS CODES PAGES 2 NUMBER 2

Department Directors are responsible to mounitor employee
performance with regard to MIS usage.

Individuals who knovingly violate their User Access Code
Agreement are subject to disciplinary action. The matrix
duty officer from Information Resources should be nocified
iomediscely whenever a violation of the user accese code
policy occurs, 8o that the matrix ducty officer can
irmediately delete the user scceas code of the person
violating the policy. Disciplinary action will be the
respongibility of the Department Director and should be
coordinated through the Human Resources Department for

consistency.

User Access Codes will be deleted from the system upon
termination/resignation of individuals affiliated with the
Medical Center or & change in job responsibilities not
requiring a User Access Code. The Department Directors
vill have the responeibility to notify the Human Resources
Department of the date such changes will occur. The
Director of Human Resources will them have respongibility
to notify the Director of Information Resources.

APVPROVED (;}i%{ (JW
| /10~




ST. LORE'S RECIONAL MEDICAL CENTER
Sioux City, Iows

USER ACCESS CODE ACHEFMENT

Authorized Personnel

I, the undersigned, acknovledge receipt of wy USER ACCESS CODE and understand
thae:

1. My USER access CODE ie the legal equivalens of my signature; I will not
disclose this code to anyone,

2. 1 will not eCtenpt to learn anocher's USER ACCESS CODE and will not
4ccesas information in the Medical Information Syatem (KMIS) by using »

USER ACCESS CODE other than wy own.

3. I will not acceqs 40y unauthorized information via the Medical
Information System,.

4. If I heve reason to believe that the confidentiality of wy USER ACCESS
CODE hag been broken, 1 wil) contact the Department of Informatioan
Resources immediately so chat the current code may be deleted and a new

USER ACCESs copr aseigned to me,

5. I will protect the petient's right to the CONFIDENTIALITY of hisg/her
pedicsl information.

I understand that if I viclate any of the above tatements, [ will be subject to
disciplinary action, i.e., suspension, immediate termination, or logs of M1s
privileges. Grievances vill be handled according to the Medicagl Certer's
Personnel Manual.

I further understand that my USER ACCESS CODE wvill be deleted from the system as
800t 4% I terminate oy employment at St. Luke's Regional Medical Center: should
1 be re-employed at the Medical Center, a new USER ACCESS CODE will be iLsaued qt

that zime,

EMPLOYEE NAME (PLEASE PRINT)

SIGRATURE OF ISSUER SIGNATURE OF EMPLOYEE

DATE DATE

< EXHIBIT

| =



ST LUXE'S REGIONAL wSDICAL CENTER
S1oux {1ty, jowa

MEDICAL STAFF USSR ACCESS CODP ACREEMENT

USIR ACCESS CODES are created to allov an individual sccess to the Modical
Center’'s Medica! Intomation System (MIS) for the purpose of enatering and
Tetrieving patient information. A physician USER ACCESS CODE limits the
individual phvsician's access to specific patient data and system features tha:
dre necessary 1n providing medical care to patients under the direct care of the
phvsician,

Because of the Medical Center's concern *o maintain the integrity and confiden-
tiality of patient information and to eunsure that only authorized individuals
Mmdy aCCe§s tne patienc's medical record, it has become necessary to establish
gu:delines governing the use of the USER ACCESS CODE. The guidelines are listed
below.

I, the undercipned, acknowledgpe receipt of my USER ACCESS CODE and wnderst and
that:

1. My USER ACCESS CODE is the legal equivalent of my signature.

2. My USTR ACCESS CODE personally identifies me to the Medical Infornation

System,

3. 1 will not disclose my USER ACCESS CODE to anyone.

4. T will nor artempt to learn another's USFR ACCESS CODE and will not
access 1nformation in the Medical Information System {MIS) by using a
USER ACCESS CODE other than mv own,

5. If 1 have reason to believe that the confidentiality of my USER ACCESS
CODE has beerd broken, [ will contact the Department of Information
Resources icmediately so that the current code may be deleted and a newv
USER ACCESS CODE assigned to me.

I understand that if I violate any of the above statements, my 4IS privileges
will be summarily suspended aad the suspension then reviewed in accordance with
the Medizal Staff Bvlaws.

I further sodeorstand that av USER ACCESS CODE will be deleted from the SVSIem
Csnouid §ono langer oe g member of the Active, courfesy or affiliate staf? at S,
Luke's Reclonal “Medizal Center.

PHYSTCTAN NAME (PIEASE ORINT

STCNATURE OF PAvsS IClan

EXHIBITY



PETITION FOR DECLARATORY RULING
BEFORE THE IOWA STATE BOARD
QF MEDICAL EXAMINERS

IN THE MATTER OF:

TOM MILLS, Physician's
Assistant, PETITION FOR

DECLARATORY RULING

L T ey

Petitioner,

1. The Petitioner's name, address and phone number are:
Mr. Tom Millsk
Hubbard Medical Clinic
Hubbard, Iowa 50122
(51%) 864-33C1
2. HYPOTHETICAL SITUATION NO. 1

a. Physician's assistant contracts with physician for
the latter to provide all the medical supervision required by
state statute and Board of Medical Examiner regulations.
Physician's assistant agrees to pay a fixed fee to the
physician for latter's supervisory ser&ices. |

b. Physician's assistant performs thé supervised medical
services at a "place remote" from the physician's primary
pilace,

c. Physician's assistant enters into lease fpr rental of
medical clinic facility to be used at thé "place remote" by
supervising physician and physician}s_assistant.

d. Physician's assistant emplcoys the clinic's staff.
Clerical staff 1is supervised by the physician assistant.
Nursing staff is supervised by supervising physician and

physician's assistant.



e. Physician's assistant is responsible for all
expenses of clinic and receives all clinic income (except for
fees charged by supervising physician directly to patients
seen by the physician). Physician's assistant 1s responsible
for any financ:ial deficit of the clinic.

£. Physiclan's assistant and supervising physician
meet all other state reqguirements to qualify for approval of

application to supervise the physician's assistant at this

clinic.
3. HYPOTHETICAL SITUATION NO. 2
a. Physician's assistant agrees to be employed by

supervising physician at a "place remote" clinic and enters
into employment contract with supervising physician.
b. Employment contract duties of supervising
physician£
1) Review and supervise physician's assistant‘s
performance of medical services at the clinic as
required by law and regulation.
2) Consult with and evaluate physician's
assistant's overall performance.
c. Employment contract duties of physician's
assistant:
1) Arrange suitable quarters for the clinic.
2) Attend to clinic‘s patients under the

the supervision of the supervising physician.

-2



3 Organize and manage all norn-medical aspects of
the ¢linic including but not limited te the employment
of the clinic's staff, the non-medical supervision of
that staff, and the handling of billings and collections.
d. Compensation provisions of the employment contract:

1) Supervising physician will retain each month
the first 51,000 from the clinic's gross income and a
sum sufficient to pay all emplcoyment taxes. In addition
the supervising physicién will receive the fees he
charges for patient visits that he conducts at the clinic.

23 Physician's assistant will receive as salary all
other clinic income less clinic expenses.

3) If clinic in a given month cperates at a
deficit, physician's assistant is responsible for the
deficit.

e. Physician's assistant and supervising physician meet
all other state requirements to qualify for approval of

application to supervise the physician's assistant at this

clinic.
4. HYPOTHETICAL SITUATION NO. 3
a. A non-licensed, private individual rents a medical

clinic at a "place remote".
b. The private individual employs a supervising
physician and physician's assistant tc operate the clinic-at

the "place remote”.



C. Employment contract duties of the supervising

physician:

1) Supervise and review the physician's
assistant's performance of medical services at the
clinic as required by law and regulation.

2) Consult with and evaluate physician's
assistant's overall performance.

3} Supervising physician will be compensated at

an agreed upcn rate in additicn to the patient fees he

charges.
d. Employment contract duties of physician's assistant:
1) Attend to clinic's patients under the

supervision of the supervising physician.

2} Organize and manage all non-medical aspects of
the clinic including but not limited to the employment
of the clinic's staff, the non-medical supervision
of that staff, and the handling of billings and
collections,

3) Physician's assistant compensated at an agreed
upon rate. |

e. Nen-licensed, private individual retains the net

profits, if any, of the clinic and is responsible for any

financial deficit of the c¢linic.

£. Non-licensed, private individual is the spouse of

the physician's assistant.



g.. Physician's assistant and supervising physician meet
all other state requirements to qualify for approval of
application tolsupervise the physician's assistant at this
clinic.

5. This petition for declaratory ruling is sought for
Chapter 148C of the Iowa Code and Chapter 136 of the Department
cof Health's regulations.

6. The specific statutory and regulation language which is
the subject of this inquiry is:

a. Section 148C.4, Iowa Code: "A physician's assistant

may perform medical service when such services are rendered

under the supervision of a licensed physician or physicians
approved by the board.”™ {emphasis added)

b. 470 IAC 136.1(148C) ". . . The licensed physician

shall in all cases be regarded as the employer of the

physician's assistant and shall be responsible for

establishing whatever supervision is necessary to ensure that
the physicianfs assistant is performing properly in the field
of medicine for which he or she is trained and the acts which
he or she is authorized by law to perform.” (emphasis added)
c. 470 IAC 136.5(5) 148C "It shall be the
respeonsibility of the supervising phyvsician to ensure that: {d)
the employed physician's assistant performs only those tasks

which have been authorized by the board."



7. The specific guestions ralised by this Petition for
Declaratory Ruling are:

a. Will the Beoard of Medical Examiners, based on its
authority te approve the use of physician's assistants to
perform medical services, approve an application based on the
facts outlined in Hypothetical $Situation No. 17

b, Will the Beoard of Medical Examiners, based on 1its
authority to approve the use of physician's assistants to
perform medical services, approve an application based on the
facts outlined in Hypothetical Situation No. 27

c. Will the Board of Medical Examiners, based on its
authority to approve the use of physician's assistants to
perform medical services, approve an application based on the
facts outlined in Hypothetical Situation No. 37
8. A brief in support of this Petition for Declaratory

Ruling is attached hereto and incorporated herein by this

reference.

BELIN HARRIS HELMICK,
A Professional Corpcration

o s Y Noagd

Dennis J N&gel

2000 Financial Center
Des Molnes, Iowa 50309
Phone: (51k) 243-7100

ATTORNEYS FCR TOM MILLS



PETITION FCR DECLARATORY RULING
BEFORE THE IOWA STATE BOARD
OF MEDICAL EXAMINERS

IN THE MATTER OF:

TOM MILLS, Physician's
Assistant,

BRIEF IN SUFPORT OF
PETITION POR DECLARATORY
RULING

L R

Petitioner,

INTRODUCTION

Chapter 148C of the Code was passed in 1971 to permit

the wuse of physician's assistants under <the supervision of
\ physicians, Petiticner requests guidance from the Board of
Medical Examiners (BME} on the general issue of whether the
authority granted in Chapter 148C and the BME regulations
implnges 1in any material way on the non-medical aspects of
the relationship between the supervising physician and the
physician's assistént. To that end, Petiticner submits three
sets of hypothetical facts to which he desires responses from
the BME, For the reasons advanced below, Petitioner respect-
fully urges the BME to respond affirmatively.to each gquestion.
I. THE CODE AND THE BME REGULATIONS REGULATE ONLY MEDICAL
SERVICES AND DO NOT RESTRICT NON-MEDICAL ASPECTS (OF THE

RELATIONSHIP BETWEEN A SUPERVISING PHYSICIAN AND A PHYSI-
CIAN'S ASSISTANT.

The statutory and regulateory provisions governing the
use of physician's assistants are directed soclely at the medical

services aspect of the relationship between a supervising



physician and a physician's assistant. "Physician's assistant”
is defined by the Code as "a person who . . . 1s approved

by the board to perform medical services under the supervision

of one or more physician's ., ., ." §148C.1(6). (emphasis
added) This focus 1is also found in the other Kkey sectiocns
of Chapter 148C:
...A physician's assistant shall perform only those
services for which the physician's assistant is quali-

flied by training, and shall not perform a service that
is not permitted by the Board..." §148C.3

A physician's assistant may perform medical service
when such services are rendered under the supervision
of a licensed physician or physicians approved by the
Board. §148C.4. (emphasis added)

The singular focus of the statute on medical services
is proper. The State's interest and purpose of licensing
is to protect the welfare of its citizens in the delivery

of health care. State, ex rel. TIowa Department of Health

v. Van Wyk, 320 N,W.2d 599, 605 (1982); Craven v. Bierring,

26% N.W. 801, 804, 222 Iowa 613 (1936). The BME has adopted

the same appreoach of focusing on the medical service aspect

in its regulations governing the use of physician's assistants.

(See 470 IAC Chapter 136 generally).

II. ANY LIMITING LANGUAGE 1IN THE BME REGULATIONS SHOULD RE
READ TO ACCOMMODATE A POSITIVE RESPONSE TO PETITIONER.
Petitioner's Hypdthetical Situation No. 1 states that

the physician's assistant contracts with the supervising physi-

cian for the latter to provide the necessary medical supervi-



sicn. An employer/emplovee relaticnship would not be estab-
lished. One provision of the BME regulations might suggest
that this hypothetical contractual relationship is not permitted
("The licensed physician shall in all cases be regarded as
the employer of the physician's assistant...." 470 IAC 136.1.)
The language of Chapter 148C makes no reference tc a required
employer/employee relationship. Instead, the Code keys on
the medical ”superi@ision" that is required and does not préw
clude any paticular working or financial relationship between
the supervising physician and the physician's assistant so
long as medical supervision is provided for. §7148C.4. .Indeed,
the BME regulations alsoc reflect this thrust in the same

sentence of 470 TIAC 136.1 as previously guoted. The supervising
physician 1s directed to be responsible for T“establishing

whatever supervision 1s necessary to insure that the physician's

assistant is performing properly in the field of medicine...."

470 IAC 136,71, (emphasis added) Petitioner suggests that
the use of the word "employer" in 470 IAC 136.1 refers solely
to the medical supervisory relationship that 1is required by
the Code. The basic prerogative of an "employer" is the right
to direct and supervise his or her employees. That direction
and supervision would be fully accomplished in each of the
hypothetical situations that Petitioner has submitted to the
:BME. Accordingiy, the "employer” provision of 470 IAC 136.1
should not be read to preclude an affirmative response to

any of the three hypotheticals.



The BME was sensitive to the difficulty of defining what
medical services could be provided by a physician's assistant
at the time it adopted its current rules. The BME regulations
provide an illustrative list of the type of medical services
the Board will permit. 470 IAC 136.5(1){a-n). While each
of these examples relates to various aspects of medical care,
subsection (i) does mention several tasks which also relate
to the management of a medical office. This language should
not be interpreted to suggest that the absence of other related
management examples precludes a positive respense to any of
Petitioner's gquestions. The introductory language +to 470
IAC 136.5(1} clearly Stafes that the list of examples is not
meant to be exhaustive, The regulation notes that the "ultimate
role of the assistant to the physician cannct be rigidly
defined." Furthermore, it should be noted that none of the
examples speaks in any respect to the Ffinancial relationship
that might exist between the supervising physician and the
physician's assistant.

III. THE BME SHOULD RESPOND AFFIRMATIVELY TO THE QUESTIONS

POSED IN THE PETITION FOR DECLARATORY RULING,

Petitioner has submitted three Sets‘of hypothetical facts
to the BME each outlining an alternative relationship between
the supervising physician and the physician's assistant.
However, the common element- to =zach of the three sets is that

the physician's assistant performs medical services under



the direction and guidance of the supervising physician as
required by the Code and the BME regulations. The supervising
physician has complete autherity in each set of facts to super-
vise, direct and review the medical services being provided
at the clinic. None o©f the three situations would have any
discernible impact on quality health care.

The. hypotheticals differ from the normal supervising
physician/physician's assistant relationship only in that
the management responsibilities and the ecconomic risk of operat-
ing the clinic are transferred from the supervising physician
to the physician's assistant. The current statutory and regu-
latory provisions do not address the managerial and financial
relationship permitted between a supervising physician and
physician's assistant. However, §148C.7, the Code, does direct
the BME to encourage the utilization of physician's assistants.
Assuming as each of the Hypotheticals states that all the
'required. medical supervision will be provided, a positive
response  to each of the Hypotheticals 1in the Petition is
warranted and would be in the spirit of §148C.7.

BELIN HARRIS HELMICK,
A Professional Corporation

o i G Mgl

Dennis J. Wagel ¥

2000 PFinancial Center
Des Moines, Iowa 50312
Telephone: {(515)243-7100

ATTORNEYS FOR TOM MILLS
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Hormoz Rassekh, M.D.

Chairman

Iowa State Board of Medical Examiners
Executive Hills West

Des Moines, Iowa 50319

Dear Dr. Rassekh:

I have been provided copies of the comments submitted
to the Board of Medical Examiners (BME) by the Towa Medical
Society, Dr. Paul Seebohm and the Iowa Osteopathic Medical
Association relative to the Petition for Declaratory Ruling
submitted by my client Tom Mills. Since each 1is adverse
to the Petition, I submit this letter in response.

At the outset I note that each of the comments contains
substantial misrepresentations of the facts presented in
the Petition. While I will note those misrepresentations,
I do not intend to respond to them since they are not at
issue in this Petition.

Letter From Iowa Medical Society

1. The letter suggests that the physician assisistant
(P.A.) would provide independent medical services.
This misstates the gquestions posed by the hypo-
theticals. None of them suggests that the P.A.
would be providing independent medical services.
In each, the P.A. would perform medical services
under the supervision o¢f a physician thus meeting
the basic reguirement contained in §148C.1{(6)
of the Iowa Ccde.



The letter suggests that the hypotheticals are

"inconsistent” with the law and regulations.
This assertion is unsupported by any examples
or specifics, By «contrast, the Brief in support

of the Petition for Declaratory Ruling cited
specific provisions of TIowa law and Board of
Medical Examiners regulations that support a
positive response to the Petition.

Letter From Dr. Paul Seehohm

1.

The letter misrepresents the hypotheticals by
suggesting the physician would "serve as a figure-
head supervisor to legitamize the practice."
Bach of the hypotheticals states clearly that
supervision cver the medical services would rest
with the physician. The physician would not
be a figurehead supervisor. He would be in direct
charge of and responsible for the medical services
performed at the clinic.

We concur with the letter's suggestion that it
is permissible for the physician and the P.A,
te have alternative business relaticonships, e.qg.
the P.A. leasing office space *to the physician.

The rest of the letter is unclear which makes
a more detailed response difficult.

Letter From Iowa Osteopathic Medical Association

1.

The letter misstates each of the hypotheticals
by suggesting that the physician would be the
employee of the P.A. None o©f the hypotheticals
suggests that situation.

While recognizing that the hypotheticals do provide
that the medical supervision would be provided
by the physician, the letter stresses an alleged
incompatibility of that supervision with the
P.A.'s right to hire or fire the physician. While
none of the hypotheticals suggests that the P.A.
would have the authority to "hire or fire" the
physician, 1t must be recognized that under each
of the Thypotheticals the effective authority
rests not with the P.A., but with the physician.
If dissatisfied for any reason with the arrange-
ment, the physician could simply decline to provide
the medical supervision required by Iowa law.
The P.A., could no longer work. He would be effec-
tively and completely stymied by the physician.



The letter engages in an admittedly speculative
discussion about how the hypothetical business
relationships might affect the quality of care.
It suggests that the supervising physician would
be willing to consent to procedures contrary
to the medical interests of the patients to in-
crease business profits. It stretches the imagin-
ation to believe that any physician or P.A. would
engage in medical practices contrary to the best
interests of their patients. Surely, government
regulations and the ethical canons of physicians
could not permit this situation,

The letter suggests that it is inappropriate
for a physician to be employed by one with inferior
training. While it 1is unclear how the term
"inferior training" 1is intended, it appears the
letter suggests it 1is inappropriate for any un-
licensed individual or institution to employ
& physician. That will come as a surprise to
the many physicians who are employed by non-
licensed individuals.

The letter avers that the hypotheticals are "(an)
assault on the patient/physician perscnal relation-
ship and further demeans the profession of medi-
cine." These are vrash claims unsupported by
the terms of the hypotheticals or any evidence
supplied by the Iowa Osteopathic Medical Associa-
tion. It 1s regrettable +that the Assocciation
would engage in such unfounded hyperbole.

My client renews his reguest for a positive response

to his

Petition for Declaratory Ruling. Te that end, I
encourage

you to review the Brief that was submitted in

support of the Petition and the comments of the Iowa Physi-
cian Assistant Society.

Also in support of the Petition, T submit to the Board

that:

1.

Notwithstanding the provision of 470 I.A.C. §136.1
that the physician must be the employer of the

P.A., this Board has already established the.
unwritten policy that it will permit third parties,
e.q9., hospitals and universities rather than

a physician, to be the employer of the P.A. and
take the managerial responsibility and economic
risk for the c¢linic. These third parties have,
in turn, contracted with or employed physicians
to provide the medical supervision of the P.A.
The hypotheticals of +the Petition are similar
to these arrangements already approved by the
Board,



The federal government recognizes the propriety
of a P.A. owning a rural health clinic. The
Department of Health and Human Services provides
in its standards for reimbursement of rural health
clinics under Medicare and Medicald that:

(a) Staffing.
(1) The clinic has a health care staff

or more physician's assistants or nurse practi-
tioners.

{2) The physician member of the staff may
be the owner of the clinic, an employee of the
clinic, or under agreement with the clinic to
carry out the responsibilities required under
this section.

(3) The physician's assistant or nurse
practitioner member of the staff may be the
owner of the clinic or an employee of the
clinic. (emphasis added) 42 CFR §491.8(a)

We appreciate the Board's consideration of the material
submitted herein,

DIN/njm

Regpectiully vyours,

W‘* oG -N!aﬁ«ﬁ

Dennis J. Nagel
For the Firm
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Hormoz Rassekh, M.D., Chairman

Towa State Huari of Medical Uxeminers
1299 Lourt Avenue

[les Moines, Towa 50319

Deay Doctor Rassekh:

[ have reviewed the petition for a declaratory ruling on the legaiity of
a physician's assistant (P.A.) contracting with a physician to provide medical
supervision for fhi PLA. for which the PA, would pay a fixed fee to the
physician., The three hypothetical situations presented imply the medical
clinfc and o P.AL have a revenue generating capacity beyond the fees for the
services of the physician, f vuuid submit one does not have a “"medical”
ctipmic until there is a physician in or in charge of the space called a
clinic, and therefore no capa(1 ty to practice medicine or generate income from
same. It a PLA. hes a space suitable for a wedical office that he wishes to
rent, lease or sell to a physician in exchange for a payment apd tie-in
empioyment of a PLA, and his wife, both the P.A, and the physician are free to
make such a contract without fear of sanction from the Board of Medical
Examiners., It does not seem that a physician's supervisory skills are
saleable To a supervisee,

Would a butler hire a master to supervise his opening of the front door

f the butier's home? Would a willion dollar quarterback hire a coach and
foothball team fo supervise his play?

The Coliege of Medicine trains physician's assistants fto extend the
services of physicians. They are not trained to set up medical practices for
which they hire a physician to serve as a figurehead supervisor to legitimize
the practice., It would appear that the role of the Board of Medical Examiners
is first to establish the professional competence of the physician and the
P.A., and secondiy, to authorize the physician to employ the P.A, o assist
him or her in the practice of medicine. If the P.A. is bringing to this
arrangement patient good wiill or other medical business, the P.A., would appear
to be in the illegal practice of medicine and therefore ethicaliy ungualified
for certification by the Board,

Sincerely yours,

y‘;mdm Lol

Paul M. Seesbohm, M.D.
Execuf1ve ASSOCTate Dean

PMS /mb
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Dear DeocTtor Rasoreg:

On Aepre 17, 19806, 1 Towa 5rate Boarh oF MEDICAL FXAMINERS BRIEFLY CONSIDERLD
A UL\ r DECLARATORY RULING Y THE BoaRO IN THE MATTER OF THE PETITION OF lum
MILLS, PHYSICIANTS ASTSISTANT,  Tif lowa Mopical SooieTy ASKED FOR AND WAS PRO-
v;nfu OF“uflaNJ;v TO OREV D AND COMMUNT UPON THE DRAFT RUL NG PRIOR 10 HOas

ACTION,  THE FOLLOWING ARE THE COMMEMTS oF THE lows MeDical SOCIeTY.

ALTHOUGH THE lows MED oAl SOCIrTY DOFS wOT DISAGRED WITH THO REASOMING OF THE
DRAFT RULING, WE BELTEVE THE BOARD MUST ANSWEE NO WiTH RESPLCT TO THE LIMITED
FACTUAL SITUATIONS FOSED . THEY ALL SEEM TO CONTEMPLATE THAT THE PHYSICIAN
ASSISTANT 1S PROVIDING SERVICES IN THE FURTHERANCE OF HIS OR HI'R, OR A THIRD
PERSON'S, MEDICAL BUSINESS.  THIS 1S INCONSISTENT WITH PROVISIONS OF CHARTER
T48C or e CopE AND PURSUANT RULES OF THE BOARD OF MFEDICAL FXAMINERS AND
COMPLETELY MISAPPREOHENDS THE ROLE OF THE PHYSICIAN ASSISTANT.

A PHYSICIAN ASSISTANT (S A PHYSECTAN UXTENDER WI 10 15 UTILTZED BY THE PHYSICIA

IN HIS OR HER PRACTICE 1N SERVING THE PHYSICIAN'S PATICNTS UNDER THE %U"’U%\/i C.: l ON
OF THE PHYSTCIAN.  WE BELIEVE THAT THIS SHOULD BE THE THRUST OF THE BOARD'S
DECLARATORY RUL NG,

SINCERELY,
-4 . —-:jj dm/‘t..at.«c—n» - /17- J)

L. Dian CarAwaY S M.D.
PRESIDEN!

BB OMENTS
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B R RECEWED
Hormoz Rassekh, MJob., Chalrman .
ITowa State Board of Medical Bxaminers M&W %3‘ﬁ@%
Execcutive Hills g

Des Moines, iowa 5 BD Ay ERRM
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Dear Dr.
This is in reply o your request for comment by the Iowa Osteopa-
thic Medical Association, "in the Matter of the Petition of Tom
Millae, DPhysician's Assistant "

The hypothetical situations (1, 2,3) described in  the proposed
declaratory ruling, although varying slightly in the "business”
or  economic" arrangement, are essentially the same. In each
case the roles ¢f the physician and the physician's assistant are
tor all practical purposes the reverse of the relationship des-
cribed in yrules (470 L.A.C. €136.1) and experienced in practice.
Alvbough  the ;u2>;bzmn ts titiaed "supervising physician® 1n the
Gescription of duties, the physician is an emplioyee of the "assi-
stant, '’ in our opinion a contradiction of terms. A 5-;1‘Jperv1'~;>(>ry
role, in any business, professional, teaching, or governmental
undertaking impiies and, 11 some cases, mandates a hiring, disci-
plinary, and {firing authority. 7, person designated an assistant
15 one who he lp% Or assists. According to Webster's Dictionary,
to assist  is "to give support or aid” and c¢learly connotes  an
inferior position to the one being assisted, in this case the
physician. We helieve this role to be appropriate and in our
cpinion the one envisioned by the legislature when they created
this new health care professional they entitled "physician's
asgistant." Had they intended an even sliightly broader role than
that of helper or extender, they might have created & “physi-
cian's associate” or a completely different title of independent
health vare practitioner, or some such other professional.

Ouxy mempers supported the legisliation creating +the physician's
assistant as a liscensed profession to enable those in our pro-
fession who needed to provide medical care to more people, espe-
cially in  wvural areas which had difficulty attracting and gup-
porting a full time physician. Many are currently supervising
and utilizing talented, well trained physician's assistants. 7o
the best of our knowledge, none of the members has expressed any
interest in or approval of becoming employees of their assistants
or the spouse of an assistant.

Although the hypothetical sitvations stress the "medical®” super—
visory aunthority of the physician over the assistant and other
clinical personnel, pragmatically, the assistant will be viewed
by alil as the authority figure since he or she would have the
right to hire and fire, offering no higher appeal authority fig-

ure . How such an arrangement could affect quality of care would
he speculative. A situation could arise Thowever, where the

physician's assistant delays, for economic reasong, referral to a



Hormos Rasselh ML,

N &
May 22, 19846
Page Two
bayond  what is medically prudent. The supervisory

physician, who may be profiting from the business arrangement may
sitate  din challonging such decisions for fear he or she woul d
b yepiaced by another supervisory physician who might The more
Coaperaltive .,

is hard to imagine vhysicians who weuld accept such a strictly
siness  role and aliow chemselves to be employed by profession-—
2le with inferior training. The reality of the marketplace and
e curvent vinsw of health care Just another business and not
the art, science, and sometimes mission it was once perceived to
bhe,  suggests we should not be surprised if it happens. The lowa
Osteopathic Medical Association would review the status of any of
its menite wino would become a party to any avrangements similar
e Hypot Sleal  Situations 1, 2 or 3 to determine whether the
leent viciates its Code of Ethies or in any way deweans the
sion of ostecpathic medicine.

T cur opinion, the provision of health care services is already
Lo oonmnercial Laod, tnilreprensurs are attempting Lo manipulate
ancd  dominate the delivery systen. Who receives what ¢are, how
much and at what cost 1s heing decided in board rooms of Corpor-—
ations, not by patients and their doctors. This proposed husi-
ness arrangement between a physician's assistant is yet ancther
assauit on the patient/physician personal relationship and fur-
ther demeans the profession of nedicine. We are opposed to any
business arrangements that civcumvents the intended roles of the
physician and the assistant and suggest that 1f petitioner wishes
a more independent practice environment, he enroll in the medical
scitool of his choicoe.

Should  you require additional information from us or our appear-
ance  before your board to discuss in more detail  our position,
please Jet me know,

Sincerely, .

Ny [ ) ‘

- /‘ p ey ) Lt /i
A AT e, G N CpaeAle e dA s

Norman L. Pawlewski
hrecutive Director

/e




lowa Physician Assistant Society

March 4, 1986

Mr. #om Saf

Fxecutive Director

Towa State Deard of Medicel Sxeminers
State Cepito] b)mrlﬂ*

mxecutive
Das Moines

Thanle you for the opportunity to comment on PA Tom Mills! request

3 i UPQMQt?iﬂFY Pwilnﬂ from the [owa State Board of Medical

3 Leal sltuations presented raise two besic
moedical supervision and PA skills
ensure th re is safely provided to the pubiic,
the business iship between the physician and PA

be In compliance with LUN& law,

‘\,};d #

The PA law authorizes
thae PA Lo perform Yme
medical Lo the ci
Ware promll i tc> G
o s

PA wil
relations
ful medical
provided.

physician to supervise a PA and allows
Al services™ to help doctors extend guailty
Livens of Towa (148C).  Under 1480 rules

4 criteriz for declding whether
Lecordingly, the physician/
ion of the business
s tuations, safe znd lawe
supervision could bhe

YOy

and adec

"mh supervision of the v is the key to the success of the
an/PA approach o mwdj al care. Fnysician latitude in

Lﬂg a moﬁzcah practice ig necessary to allow for that

YEEE b ent of quality medicol care - individualized care
tallwrnf to the needs of the communiiy and the vatient,

@

The supervising physician's and PA's business relati onships should
bhe those allowed by the business regulating sections of the Towa

Law and should bw consistent with the rights and privileges accorded
to all other citizens under the froe enterprise systenm.

Thank you for considering these comments., Please contact me i€
further information 1s needed.

Sincerely,

'f‘//’l ot f_/,z'"*{ f( P /%? -
Ai?eﬂ Dale

Past President

Towa PA sociely

1710 Mar Blla Trail
Des Moines, TA 30310
{H) Pﬁﬁm@&b}

(0) 255-2173 Lzt 5800

Extending Health Care for lowans



THE IOWA HOSPITAL ASSOCIATION

Suite R « 600 Fifth Ave. « Des Moines, lows 50309 » Phone (515) 288- 19585

DONALD W. DUNRN, President

May 28, 1986

Hormoz Rassekh, M.D. RE: IN THE MATTER OF THE PETITION

Chalrperson OF TOM MILLS, PHYSICIAN'S ASSISTANT
Iowa Board of Medical Examiners

State Capitol Complex
Des Moines, Iowa 50319

Dear Dr. Rassekh and Members of the Board:

The Iowa Hospital Association, representing 127 hospital members in the
state of Towa, appreciates the opportunity to briefly comment on the proposad
declaratory ruling of the Icowa Board of Medical Examiners regarding physician's
assistants. In so commenting, IHA recognizes that the subject matter of the
declaratory ruling may not be as of direct significance to hospitals as it may
be to medical practitioners. Nonetheless, the parameters of the relationship
between supervising physicians and physician's assistants certainly may bear
upon the relationship of hospitals with these same practitioners in the delivery
of health care services in the hospital setting.

The primary question posed by the three hypotheticals is not an easy one.
THA agrees that the Board generally is not and should not be inveolved in evaluating
the business relationships of physicians and physician's assistants. THA further
agrees, though, that where that business relationship thwarts the underlying
purposes of lowa law and regulation, that relationship may be a factor in evaluating
an application for supervision of a physician's assistant. The proposed declara-
tory ruling states that the business relationships contemplated by the hypotheticals
are not consistent with the underlying premise of Towa law and regulation, namely
that a physician will supervise a physician's assistant in order to assist the
physician in his or her practice. And yet, the Board concludes that it would
grant qualified approval to applications in all three hypothetical situations.

As the proposed ruling states, the supervisory role of the physician is
pivotal in the performance of medical services of a physician's assistant; the
hypotheticals appear to recognize and account for that requisite supervision.



Hormoz Rassekh, M.D.

Llowa Board of Medical Examiners
May 28, 1986

Page Two

What the hypotheticals appear to be asking, however, and what the declaratory
ruling fails to address is whether a properly supervised physician's assistant
can essentially operate an office or a medical clinic and not rum afoul of lowa
law as set forth in either lowa Code chapter 148 or chapter 148C. To answer that
question, it seems that greater analysis of the intent of those Code chapters,
especially chapter 148C, is in order. Without greater explanation, the qualified
response of the Board appears inconsistent with the closing paragraphs of the
declaratory ruling.

Thank you for the opportunity to present concerns on this particular
matter.

Sincerely yours,
~ >
( Jaininrugirar)

Jfanine Freeman
Vice President/Staff Legal Counsel

ce: Donald W. Dunn
Ronalid V. Saf



THE IOWA HOSPITAL ASSOCIATION

Suite B = 600 Fifth Ave, = Des Moines. lowa 50309 « Phone (516) 288- 1555

DONALD W, DUNM, President

May 28, 1986

Hormoz Rassekh, M.D. RE: IN THE MATTER OF THE PETITION
Chairperson OF TOM MILLS, PHYSICIAN'S ASSTSTANT
Towa Board of Medical Examiners

State Capitol Complex

Des Moines, lowa 50319

Dear Dr. Rassekh and Members of the Board:

The Iowa Hospital Association, representing 127 hospital members in the
state of Iowa, appreciates the opportunity to briefly comment on the proposed
declaratory ruling of the lowa EBcard of Medical Examiners regarding physician's
assistants. In so commenting, ITHA recognizes that the subject matter of the
declaratory ruling may not be as of direct significance to hospitals as it may
be to medical practitioners. Nonetheless, the parameters of the relationship
between supervising physicians and physician's assistants certainly may bear
upon the relationship of hospitals with these same practitioners in the delivery
of health care services in the hospital setting.

The primary question posed by the three hypotheticals is not an easy one.,
IHA agrees that the Board generally is not and should not be involved in evaluating
the business relationships of physicians and physician's assistants. IHA further
agrees, though, that where that business relationship thwarts the underlying
purposes of Iowa law and regulation, that relationship may be a factor in evaluating
an application for supervision of a physician's assistant. The proposed declara-
tory ruling states that the business relationships contemplated by the hypotheticals
are not consistent with the underlying premise of Iowa law and regulation, namely
that a physician will supervise a physician's assistant in order to assist the
physician in his or her practice. And yet, the Board concludes that it would
grant qualified approval to applications in all three hypothetical situations.

As the proposed ruling states, the supervisory role of the physician is
pivotal in the performance of medical services of a physician's assistant; the
hypotheticals appear to recognize and account for that requisite supervision.



Hormoz Rassekh, M.D.

Iowa Board of Medical Examiners
May 28, 1986

Page Two

What the hypotheticals appear to be asking, however, and what the declaratory
ruling fails to address is whether a properly supervised physician's assistant
can essentlally operate an office or a medical clinic and not run afoul of lowa
law as set forth in either Iowa Code chapter 148 or chapter 148C. To answer that
question, it seems that greater analysis of the intent of those Code chapters,
especially chapter 148C, is in order. Without greater explanation, the qualified
response of the Board appears inconsistent with the closing paragraphs of the
declaratory ruling.

Thank you for the opportunity to present concerns on this particular
matter.

Sincerely yours,
AL rigra D

Jganine Freeman
Vice President/Staff Legal Counsel

cc: Donald W. Dunn
Ronald V. Saf



' lﬁ*j lowa Physician Assistant Society
373 ) March 4, 1986

Mr. Ron Saf

Executive Director

Iowa State Board of Medical Examiners
State Capitol Complex

Executive Hills West

Des Mcines, IA 50319

Dear Mr. Saf,

Thank you for the opportunity to comment on PA Tom Mills' request
for a Declaratery Ruling from the Iowa State Board of Medical
Examiners. The hypothetical situations presented raise two basic
concerns: 1) that adequate medical supervision and PA skills

exist to ensure that medical care is safely provided to the public,

2} that the business relationship between the physician and PA
be in compliance with Iowa law,

The PA law authorizes a physician to supervise a PA and allows
the PA to perform "medical services" to help doctors extend quality
medical care to the citizens of Iowa (148C). Under 148C rules
were promulgated to outline the basic criteria for deciding whether
to approve a physician/PA application. Accordingly, the physician/
PA application does not require any description of the business
relationship. In ea¢h of the hypothetical situations, safe and law-

ful medical services and adequate medical supervision could be
provided.

Physician supervision of the PA is the key to the success of the
physician/PA approach to medical care. Physician latitude in
Organizing a medical practice is necessary to allow for that
essential ingredient of quality medical care ~ individualized care
tailored to the needs of the community and the patient.

The supervising physician'’s and PA's business relationships should
be those allowed by the business regulating sections of the Iowa

law and should be consistent with the rights and privileges accorded
to all other citizens under the free enterprise systenm.

Thank you for considering these comments. Plesase contact me if
further information is needed. -

Sincerely,

. . Vi
ALl fatr |

Allen Dale

Past President

Iowa PA Society

1710 Mar Ella Trail

Des Moines, IA 50310

(H) 255-0401

(0) 255-2173 Ext 5800

r
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BEFORE THE BOARD OF MEDICAIL EXAMINERS A BD MED EXAM

QOF THE STATE OF ICWA :

IN THE MATTER OF THE PETITION )
OF TOM MILLS, PHYSICIAN'S ) DECLARATORY RULING

ASSISTANT )

PROCEDURE
Cn February 4, 1986, the Iowa Board of Medical Examiners
received a Petition for Declaratory Ruling filed by attorney
Dennis J. Nagel pursuant to 470 I.A.C. § 135.10. The petitioner
is identified as Mr. Tom Mills, Hubbard Medical Clinic, Hubbard,

Iowa 50122,

FACTS
The petitioner has posed three hypothetical situatiocns:
HYPOTHETICAL SITUATION NO. 1

a. Physician's assistant contracts with physician for the
latter to provide all the medical supervision required by state
statute and Board of Medical Examiner regulations. Physiclan's
assistant agrees to pay a fixed fee to the physician for latter's
supervisory services.

b. Physician's assistant performs the supervised medical
services at a "place remote" from the physician's primary place.

¢. Physician's assistant enters into lease for rental of
medical clinic facility to be used at the "place remote" by

supervising physician and physician's assistant.



d. Physician's assistant employs the clinic's staff.
Clerical staff is supervised by the physician assistant. Nursing
gstaff is supervised by supervising physician and physician's
assistant.

e. Physician's assistant is responsible for all expenses of
c¢linic and receives all clinic income (except for fees charged by
supervising physician directly to patients seen by the physi-
‘cian). Physician‘é assistant is responsible for any financial
deficit of the c¢linic.

f. Physician's assistant and supervising physician meet all
other state requirements to qualify for approval of application
to supervise the physiclan's assistant at this clinic.

HYPOTHETICAL SITUATION NO. 2

a. Physician's assistant agrees to be employed by super-
vising physician at a "place remote" clinic and enters into
employmenﬁ contract with supervising physician.

b. Employment contract duties of supervising physician:

1) Review and supervise physician's assistant's
performance of medical services at the clinic as

fequired by law and regulation.

2} Consult with and evaluate physician's assis-
tant's overall performance.

c. Employment contract duties of physician's assistant:

1} Arrange suitable quarters for the clinic. |
2} Attend to clinic's patients under the super-

vision of the supervising physician.



3) Organize and manage all non-medical aspects of
the clinic including but not limited to the employment
of the clinic's staff, the non-medical supervision of
that staff, and the handling of billings and collec-
tions.
d. Compensation provisions of the employment contract:
1) Supervising physician will retain each month
the first $1,000 from the clinic's gross income and a
sum sufficient to pay all employment taxes. In
addition the supervising physician will receive the
fees he charges for patient visits that he conducts at
the clinic.
2) Physician's assistant will receive as salary
all other clinic income less clinic expenses.
3) If clinic in a given month operates at a
deficit, physician's assistant 1s responsible for the
deficit. |
e. Physician's assistant and supervising physician meet all
other state requirements to gqualify for approval of application
to supervise the physician's assistant at this clinic.
HYPOTHETICAL SITUATION NO. 3
a. A non-licensed, private individual rents a medical
clinic at a "place remcte".
b. The private individual employs a supervising physician
and physician's assistant to operate the clinic at the "place

remote™.



c. Employment contract duties of the supervising physician:

1) Supervise and review the physician's assis-
tant's performance of medical services at the clinic as
reguired by law and regulation.

2) Consult with and evaluate physician's assis-
tant's overall performance.

3) Supervising physician will be compensated at
an agreed upon rate in addition to the patient fees he
charges.

d. Employment contract duties of physician's assistant:

1) Attend to clinic's patients under the super-
vision of the supervising physician.

2) Organlze and manage all non-medical aspects of
the clinic including but not limited to the employment
of the clinic's staff, the non-medical supervision of
that staff, and the handling of billings and ccllec-
tions.

3) Physician's assistant compensated at an agreed
upon rate.

e, Non-licensed, private individual retains the net
profits, if any, of the clinic and is responsible for any
financial deficit of the c¢linic.

f. Non-licensed, private individual is the spouse of the
physician's assistant.

g. Physician's assistant and supervising physician meet all



other state requirements to qualify for approval of application

to supervise the physiclan's assistant at this clinic.

QUESTIONS PRESENTED

1. Will the Board of Medical Examiners, based on its
authority to approve the use of physician's assistants to perform
medical services, approve an application based on the facts
outlined in Hypothetical Situation No. 1?

2. Will the Board of Medical Examiners, based on its
authority to approve the use of physician's assistants to perform
medical services, approve an application based on the facts
:outlined in Hypothetical Situation No. 27

3. Will the Board of Medical Examiners, based on its
authority to approve the use of physician's assistants to perform
medical services, approve an application based on the facts

outlined in Hypothetical Situation No. 32

AUTHORITIES

Icwa Code § 148C.4 (1985):

148C.4 services performed by assistants.

A physician's assistant may perform
medical service when such services are
rendered under the supervision of a licensed
physician or physicians approved by the
board. A trainee may perform medical
services when such services are rendered
within the scope of an approved program.

470 I.A.C. § 136.1:

470-136.1(148C) General. A physician's
asslstant is a person qualified by general
education, training, experience, and personal

5



470 I.A.C.

character to provide patient services under
the direction and supervision of an actively
licensed physician in good standing. The
purpose of the physician's assistant program
is to enable the physician to extend high
guality medical care to more people through-
out the state.

The licensed physician shall in all cases
be regarded as the emplover cof the physi-~
cian's assistant and shall be responsible for
establishing whatever supervision is neces-
sary to ensure that the phvsician's assistant
is performing properly in the field of
medicine for which he or she is trained and
the acts which he or she 1s authorized by law
to. perform.

These rules are not intended to affect or
limit a physician's existing right to
delegate various medical tasks to aides,
assistants or others acting under his or her
supervision or direction. Aides, assistants
or others who perform only those tasks which
can be so delegated shall not be required to
gqualify as physicians' assistants.

§ 136.5(5):

136.5(%) It shall be the responsibility
0of the supervising physician to ensure that:

d. The emploved physician's assistant
performs only those tasks which have been
authorized by the board. If the physician's
assistant is being trained to perform
additional tasks beyond those authorized,
such training may be carried out only under
the direct, personal supervision of the
supervising physician or a qualified person
designated by the responsible physician.

RULING

The petitioner has posed a series of three hypothetical

situations concerning the business relationship between the

supervising physician and the physician's assistant. Under



hypothetical situation number one the physician's assistant
contracts with the physician for the physician to perform
supervisory functions required by statute and rule for a fixed
fee. Under hypethetical situation number two the physician's
assistant enters into an employment contract with a supervising
physician for the physician to perform supervisory functions
required by statute and rule and to consult with and evaluate the
physician's assiétant's overall performance for which the
supervising physician retains $i,000 plus a sum sufficient to pay
all employment taxes from the clinic gross income. Under
hypothetical situation number three both the physician and the
physician's assistant are employed by a non-licensed, private
individual. The physician's employment contract duties include
performance of supervisory functions required by statute and rule
and consultation and evaluation of the physician's assistant's
overall performance for which the supervising physician is
compensated at an agreed upon rate. For each hypothetical
situation the narrow question posed is whether the Iowa Board of
Medical Examiners will approve an application by a licensed
physician to supervise a physician's assistant based on the facts
outlined.

Due toc the narrowness of the guestions poséa; we are.
presented with a procedural dilemma. An application for approval
of a physician's assistant would not be denied based on the |

hypothetical business relationships simply because this Board



will not evaluate the business relationship when considering an
application.

" Section 148C.3 delineates the items to be submitted in an
application to the Becard. Iowa Code § 148C.3 (1985). Subsection
148C.3(2)(d) specifically includes a "description by the physi-
clan of the physician’s practice, and a descripticn of how the
rhysician's assistant is to be used." Iowa Code § 148C.3(2)(dy
(1985}, These "descriptions", however, apply to the medical
practice itself rather than the underlying business relationship.
Neither § 148C.3 generally nor § 148C.3({2)(d) specifically elicit
information concerning the business relationship. It has not been
the practice of this Board, moreover, to make such ingquiries at
the point of application.

Although we are limited by the procedural posture of the
issues, we do not wish to mislead the petitioner to believe that
failure to evaluate the business relationship at the application
phase would foreclose any further consideration of these issues.
The supervisory role of the physician is pivotal.in the perfor-
mance of medical services by a physician's assistant. Chapter
148C creates no independent'authcrity‘for a physician's assistant
to engage in the provision of medical services. The physician's
assistant may perform medical services only under the supervision
of a ligensed physician "approved by the board to supervise such
assistant."” IoWa Code § 148C.1(6) (1985). Indeed, the applica-
tion process itself cannot be initiated by the physician's

assistant but is undertaken by a licensed physician to seek



approval to supervise a physician's assistant. Id. The licensed
physician, in fact, must describe in the application "how the
physician's assistant is to be used." Iowa Code § 148C.3(2)(d)
(1985). Our rules echo this superviscry emphasis by expressly
stating that the licensed physician '"shall in all cases bhe
regarded as the employer of the physician's assistant.” 470
I.A.C. § 138.1.

The underlying premise of these statutes and rules ig that
the physician will supervise a physician's assistant in order to
assist the physician in his or her practice. Although the
hypothetical situations delineated in this petition cast the
physician in the role of "supervisor" in contractual terms, the
true relationship is inconsistent with this premise. None of
these hypothetical situations depict a physician supervising a
physician’'s assistant to assist the physician in his or her
practice. Rather, these hypothetical situations depict a physi-
cian's assistant establishing a medical business and contracting
with a physician to satisfy supervisory functions for a fee.

It is the rele of this Board to enforce the statutes and
rules under which its licensees function.‘ When the business
relationship thwarts the purpose of our statutes and rules it may
become an inextricable element of a contested case proceeding.
The business relationships delineated in the three hypothetical
situations, therefore, may be a factor in determining whether the
practice of the physician and his or her physician's assistant

conform to our statutes and rules which require the physician to



provide supervision te and to be regarded as the employer of the

physician's assistant. | ;;/47
| /. /:///ﬁ//

Hormoz RasseKh, M.D., Chairman,
Iowa Board of Medical Examiners

Dated this 2# day of June, 1986.
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PETITION FOR DECLARATORY RULING BEFORE THE IOWA STATE
BOARD OF MEDICAL EXAMINERS Eare

Wl !: = 7 wr o
IN THE MATTER OF THE PETITION . Pl e
OF THE IOWA OSTEOPATHIC : PETITION FOR DECLARATORY
| RULING
MEDICAL ASSOCIATION

HIE!

ey,

COMES NOW the Petitioner, The Iowa Osteopathic Medical Association, and
states as follows: 7

1. The Iowa Osteopathic Medical Association is a non-profit organization
representing Osteopathic physicians and surgeons licensed under Chapters 150 and
150A of the Towa Code. _

2. That on behalf of its members, The Iowa Osteopathic Medical Association
requests the Board of Medical Examiners to issue a declaratory ruling pursuant to
lowa Code Section 17A.9 and Iowa Administrative Code Chapter 653, Section 10.10.

3. The subject matter of the requested ruling involves the issue as to what
constitutes the practice of medicine and surgery, the practice of osteopathy and the
practice of osteopathic medicine and surgery as defined in Iowa Code Sections 148.1,
150.2 and 150A.1.

4. 'The specific provisions of the aforementioned Code sections are as follows:

a. Section 148.1, which states in part:
For purposes of this title, the folIoWing classes of persons
shall be deemed to be engaged in the practice of medicine
and surgery:
1. Persons who publicly profess to be physicians or
surgeons or who publicly profess to assume the duties
incident to the practice of medicine or surgery.

b. .Section 150.2, which states in part:
For the purposes of this title, the following classes of
persons shall be deemed to be engaged in the practice of

osteopathy:

1. Persons publicly professing to be osteopathic

- T e
LTS Y



physicians or persons publicly professing to assume the
duties incident to such practice of osteopathy.

‘c. Section 150A.1, which states in part:

For purposes of this title, the following classes of persons
shall be deemed to be engaged in the practice of
osteopathic medicine and surgery:

1. Persons who publicly profess to be osteopathic
physicians and surgeons or who publicly profess to assume
the duties incident to the practice of osteopathic medicine
and surgery.

5. The following hypothetical fact situation is to be used to answer the questions
set forth in Paragraph 6 below:

A person not licensed under Chapters 148, 150 or 150A holds
themselves out to the public as providing the public the treatment
modality of acupuncture for the following conditions:

Immediate Pain Relief;
Headaches;

Sports Injuries;
Smoking;

Weight Loss; and
Arthritis.

e e o

The person who performs the treatment is not under the
supervision of a person licensed under Chapters 148, 150 or 150a.
Additionally, the modality of acupuncture is not being
administered pursuant to the direction of a person licensed under
Chapter 148, 150 or 150A.

It appears that all treatment decisions, including but not limited
to, the necessity for treatment, suitability of the patient for
treatment, the extent of treatment and duration of treatment, are
being made by the person not licensed under Chapters 148, 150
and 150A of the Iowa Code.

6. The specific questions presented for declaratory ruling are as follows:

a. Isthe practice of acupuncture as outlined above considered the
practice Qof medicine and surgery as defined in Iowa Code Section
148.1(1)7

b. Isthe practice of acupuncture as outlined above considered the
practice of osteopathy as defined in lowa Code Section 150.2(1)?

¢. Isthe practice of acupuncture the practice of osteopathic
medicine and surgery as defined in Towa Code Section 150A.1?

d. Isthe determination and/or diagnosis of the need for
acupuncture considered the practice of medicine and surgery as



defined in Iowa Code Section 148.1(1)?

e. Isthe determination and/or diagnosis of the need for
acupuncture considered the practice of osteopathy as defined in
Iowa Code Section 150.2(1)?

f. Isthe determination and/or diagnosis of the need for
acupuncture considered the practice of osteopathic medicine and
surgery as defined in lowa Code Section 150A.1?

g. Isthe determination and/or diagnosis that a person can
medically withstand the treatment of acupuncture considered the

practice of medicine and surgery as defined in Iowa Code Section
148.1(1)? '

h. Isthe determination and/or diagnosis that a person can
medically withstand the treatment of acupuncture considered the
practice of osteopathy as defined in Iowa Code Section 150.2(1)?

i. Is the determination and/or diagnosis that a person can

medically withstand the treatment of acupuncture considered the
practice of osteopathic medicine and surgery as defined in lowa

Code Section 150A.17
J-_Can a person who is not licensed under Chapters 148, 150 and
150A practice acupuncture as set forth in the example contained in
paragraph 5 above?
WHEREFORE, the Iowa Osteopathic Medical Association requests a
determination on all of these issues and questions raised, as required by law.

MAR}CUCCX, WIGGINS & ANDERSON, P.C.

- o semvice e
; Fij}?’js ?T %%E’RV? emtrerant g DAVID 5. WIGGINS
RS = B 700 West Towers
I ’ 1200 Valley West Drive
Bl . £ West Des Moines, lowa 50265
‘ é‘ Telephone: (515) 225-4844
7774&;«\ afj 2l ATTORNEY FOR PETITIONER
Copy to:

Julie Pottorff

Assistant Attorney General
Hoover State Office Building
Des Moines, Iowa 50319



Appraves 2.,/5-70

e s,

BEFORE THE BOARD OF MEDICAL EXAMINERS
OF THE STATE OF IOWA

IN THE MATTER OF THE -
PETITION OF THE IOWA
OSTEOPATHIC MEDICAL
ASSOCIATION

DECLARATORY RULING

L

PROCEDURE
The Iowa Osteopathic Medical Association filed a Petition
for Declaratory Ruling with the Iowa Board of Medical Examiners
[hereinafter the Board] on December 7, 1989, pursuant to Iowa
Code § 17A.9 and 653 Yowa Admin. Code § 10.10. The petitioner is.
identified as the Iowa Osteopathic Medical Association, a non-
profit organization representing osteopathic physicians and
surgeons licensed under Iowa Code chapters 150 and 150A.
HYPOTHE?ICAL FACTS
A person not licensed under Chapters 148, 150 or 150A holds
thémselves out to the public as providing the public the
treatment modality of acupuncture for the following conditions:
a. Immediate Pain Relief;
b. Headaches;
c. Sports Injuries;
d. Smoking;
e. Weight Loss; and
f. Arthritis.
The person who performs the treatment is not under the
supervision of a person licensed under Chapters 148, 150 or 150A.

Additionally, the modality of acupuncture is not being ad-



ministered pursuant to the direction of a person licensed under
Chapter 148, 150 or 150A.

It appears that all treatment decisions, including but not
limited to, the necessity for treatment, suitability of the
patient for treatment, the extent of treatment and duration of
treatment, are being made by the person not licensed under
Chapters 148, 150 and 150A of the Iowa Code.

QUESTIONS PRESENTED

1. 1Is the practice of acupuncture as outlined above
considered the practice of medicine and surgery as defined in
Iowa Code Section 148.1(1)7

2. 1Is the practice of acupuncture as outlined above
considered the practice of ostecpathy as defined in Iowa Code
Section 150.2(1)?

3. Is the practice of acupuncture the practice of os-
teopathic medicine and surgery as defined in Iowa Code Section
150A.17

4. Is the determination and/or diagnosis of the need for
acupuncture considered the pracﬁice of medicine and surgery as
defined in Iowa Code Section 148.1(1)7?

53 Is the determination and/or diagnosis of the need for
acupuncture considered the practice of osteopathy as defined in
Iowa Code Section 150.2(1)7?

6. Is the determination and/or diagnosis of the need for



acupuncture considered the practice of osteopathic medicine and
surgery as defined in Iowa Code Section 150A,17

7. Is the determination and/or diagnosis that a person can
medically withstand the treatment of acupuncture considered the
practice of medicine and surgery as defined in Iowa Code Section
148.1(1)?

8. Is the determination and/or diagnosis that a person can
medically withstand the treatment of acupuncture considered the
practice of osteopathy as defined in Iowa Code Section 150.2(1)?

9. 1Is the determination and/or diagnosis that a person can
medically withstand the treatment of acupuncture considered the
practice of osteopathic medicine and surgery as defined in Iowa
Code Section 150A.17

10. Can a person who is not licensed under Chapters 148,
150 and 150A practice acupuncture as set forth in the example
contained in paragraph 5 above?

AUTHORITIES
148.1 Persons engaged in practice.

For the purpose of this title the
following classes of persons shall be deemed
to be engaged in the practice of medicine and
surgery:

1. Persons who publicly profess to be
physicians or surgeons or who publicly
profess to assume the duties incident to the
practice of medicine or surgery.

2. Persons who prescribe, or prescribe
and furnish medicine for human ailments or

treat the same by surgery.
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3. Persons who act as representatives of
any person in doing any of the things
mentioned in this section.

150.2 Persons engaged in practice.

For the purpose of this title the
following classes of persons shall be deemed
to be engaged in the practice of osteopathy:

1. Persons publicly professing to be
osteopathic physicians or publicly professing
to assume the duties incident to such
practice of osteopathy.

2. Persons who treat human ailments by
that school of healing art hereinbefore
defined as osteopathy.

150A.1 Definitions.

For the purpose of this title, the
following classes of persons shall be deemed
to be engaged in the practice of osteopathic
medicine and surgery:

1. Persons who publicly profess to be .
osteopathic physicians and surgeons, or who
publicly profess to assume the duties
incident to the practice of osteopathic
medicine and surgery.

2. Persons who prescribe, or prescribe
and furnish medicine for human ailments or
treat the same by surgery.
3. Persons who act as representatives of
any person in doing any of the things
mentioned in this section.
RULING
The petitioner poses hypothetical facts under which a person

not licensed to practice medicine and surgery, ostecopathic

medicine and sufgery or osteopathy holds himself/herself out as



providing treatment through acupuncture for "immediate pain
relief, headaches, sports injuries, smoking, weight loss and
arthritis."” Ten questions are posed. For the purpose of
clarity, however, the questions are consolidated into the
follbwing inguiry: Does the determination and/or diagnosis of
the need for acupuncture, including the determination and/or
diagnosis of whether the person can withstand the treatment of
acupuncture, and the practice of acupuncture constitute the
practice of medicine and surgery, the practice of osteopathic
medicine and surgery, or the practice of osteopathy under Iowa
Code §§ 148.1, 150A.1 and 150.2, respectively? With limited
qualifications, the Board answers affirmatively.

For the purpose of this Declaratory Ruling, we need not
distinguish whether the hypothetical facts posed constitute the
practice of medicine and surgery, osteopathic ﬁedicine and
surgery, or osteopathy. The persons engaged in the practice of
medicine and surgery and the practice of osteopathic medicine and
surgery are defined in parallel terms. Compare Iowa Code § 148.1
(1989) with § 150A.1 (1989). Each definition encompasses persons
who assume the "duties incident" to the practice of the profes-
sion. Although the practice of osteopathy is more specifically
delineated in Iowa Code §§ 150.1(1) and 150.1(2), pefsons engaged
in the practice of osteopathy are similarly defined to encompass
persons who assume the "duties incident" to the practice of the
profession., Because diagnosis and determination of treatment are

5



common "incidents" to each profession, our resolution of the
questions is applicable to each profession. Our references to
the practice of medicine and surgery which follow, therefore, are
applicable to the practice of osteopathic medicine and surgery
and osteopathy as well.

In construing the statutory provisions of chapters 148, 150
ahd 150A, we are guided by decisions of the Iowa Supreme Court.
The Court has long construed the practice of medicine and surgery
to encompass diagnosis and the prescription of the proper
treatment. As early as 1929 the Court analyzed the role of
prescribing treatment in the practice of medicine in State v.
Hughey, 208 Iowa 842, 226 N.W. 371 (1929). The defendant in
Hughey was indictedlfor the unlawful practice of medicine based
on evidence that he held himself cut to be a "magnetic healer,”
diagnosed ailments and prescribed the proper treatment as a
laying on of hands.” 208 Towa at 843-44, 226 N.W. at 371-72.
Construing the 1927 statutory predecessor to § 148.1(1), which in
identical language defined persons engaged in the practice of
medicine and surgery as "[plersons who publicly profess to be
physicians or surgeons or publicly profess to assume the duties
incident to the practice of medicine or surgery,® the Court held:

The argument for defendant is that, inasmuch
as he gave no medicine he could not be guilty
of practicing medicine. The term 'practice
of medicine’ is defined by section 2538. It
is not confined to the administering of
drugs. Under this statute one who publicly

professes to be a physician, and induces

&



others to seek his aid as such, is practicing
medicine. Nor is it reguisite that he shall
profess in terms to be a physician. It is
enough under the statute if he publicly
profess to assume the duties incident to the
practice of medicine. What are ‘duties
incident to the practice of medicine’?
Manifestly the first duty of a physician to
his patient is to diagnose his ailment.
Manifestly, also, a duty follows to prescribe
the proper treatment therefor. 1If, there-
fore, cone publicly profess to be able to
diagnose human ailments, and to prescribe
proper treatments therefor, then he is
engaged in the practice of medicine, within
the definition of section 2538.

208 Iowa at B846-47, 226 N.W. at 373.
Three years later the Court focused on diagnosis in the

practice of medicine. 1In State v. Howard, 216 Iowa 545, 245 N.W.

871 {1932), the Court reviewed a suit to enjoin an unlicensed
person from diagnosing and treating "so-called common diseases,
including appendicitis, rheumatism, arthritis, neuritis, flus and
colds" by a process called naprapathy. Noting that the defendant
purported to diagnose the ailments of his paﬁrons before
embarking on a naprapathy treatment, the Court ruled:

Correct diagnosis is one of the first duties
of the qualified physician. Purported
diagnosis is also the first resort of the
disqualified one, and the first requisite of
a miraculous cure. The ailments, curable or
incurable, which he professes to discover,
and to cure, are such only as his own
diagnosis declares . . . . Diagnosis, as a
guide to treatment, is therefore clearly one
of the duties of the physician.

216 Iowa at 551, 245 N.W. at 874.



Diagnosis and treatment have heen determined to constitute
the practice of medicine and surgery in other contexts. See

State v. Robinson, 236 Iowa 752, 19 N.W.2d 214 (1945) (healing

through power of thought and laying on of hands constitutes

practice of medicine); State v. Baker, 212 Iowa 571, 235 N.W. 313
(1931) (treatment of cancer through secret preparations con—.
stitutes practice of medicine); 1966 Op.Att’yGen,. 13 (diagnosis
and treatment of mental conditions constitutes the practice of
medicine). The Jowa Supreme Court, however, has not considered
acupuncture in particular in this light.

The Iowa Supreme Court did indicate that acupuncture is

within the field of medicine in State v. Van Wyk, 320 N.W.2d 599
(Towa 1982). 1In Van Wyk the Department of Health sought to
enjoin a chiropractor from, inter alia, performing acupuncture.
The Iowa Supreme Court upheld the injunction on the ratiocnale
that the modalities for the practice of chiropractic were
specifically delineated by statute and acupuncture was not
enumerated. Id. at 603-04. The Court noted that the statutes
governing the practice of medicine and ostéopathic medicine are
less restrictive. Id. at 602. Implicit in the Court’s ruling
was that acupuncture is within the realm of the practice of
medicine. Id. at 602-03.

Applyiné the principles developed by the Iowa Supreme Court
to the hypothetical facts and the questions posed, we conclude
that the diagnosis of pain, headaches, sports injuries, and

8



arthritis, the prescription of acupuncture as a treatment, as
well as the practice of acupuncture to treat these éilments would
constitute the practice of medicine and surgery. The hypotheti-
cal facts as posed indicate that acupuncture directly involves
diagnosis and treatment of these ailments. The decisions in
Hughey and Howard leave little doubt these activities would,
therefore, constitute the practice of medicine and surgery.

Application of these principles to smoking and weight loss
is somewhat more troublesome. The definition of the practice of
medicine and surgery under our statutes is a functional defini-
tion. Diagnosis and treatment are keys in the analysis. The
role of diagnosis and treatment in practicing acupuncture on
people who smoke or are overweight is less clear than practicing
acupuncture on people who have the other listed ailments. The
hypothetical facts do not delineate specific facts from which we
may infer that diagnosis and treatment occur. Rather, the
questions are posed in conclusory terms. Acupuncture performed
on smokers and overweight people, however, may involve some
diagnosis and treatment. Acupuncture generally involves an
assessment of the body’s condition for which the acupuncture
process is intended as a treatment. Where diagnosis and
_treatment do occur, acupuncture becomes the practice of medicine
and surgery.

We are aware that legal limitations on.the practice of
acupuncture have been subject to litigation in other jurisdic-

S



tions. Comparison of our approach with the approach taken by
other states is difficult because the statutes which define the
practice of medicine are worded differently from state to state.
Other states, however, have reached results consistent with this
ruling.

The New York Supreme Court decided in People v. Amber, 76

Misc.2d 267, 349 N.Y.s5.2d 604 (N.Y. Sup. Ct. 1973), that
acupuncture constitutes the practice of medicine. The statutes
in New York defined the practice of medicine to include "diagnos-
ing, treating, operating or prescribing for any human disease,
pain, injury, deformity or physical condition." The Court
determined that the statute encompassed all diagnosing and
treating. Acupuncture, in turn, involved diagﬂosis to determine
the condition of the organs in order to choose the appropriate
acupuncture points. The Court, therefore, concluded that
acupuncture was the practice of medicine for which a license was
required, Id. at 274, 349 N.Y.S.2d at 611.

The practice of acupuncture has also been the subject of
dispute concerning whether liceﬁsed professionals, other than

physicians, may engage in acupuncture. Compare, State v. Van

Wyk, 320 N.W.2d at 606 (chiropractors prohibited); State v. Won,

19 Or.App. 580, 528 P.2d 594 (1975) (chiropractor prohibited);

State v. Rich, 44 Ohio 2d 195, 339 N.E.2d 630 (1975) (chiroprac-

tors prohibited) with Acupuncture Society v. Kansas State Board

of Healing Arts, 226 Kan. 639, 602 P.2d 1311 (1979) (chiroprac-
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tors permitted). Some jurisdictions have separately licensed and
regulated acupuncturists. See, e.g., Mass. Ann. Laws ch. 112,

§§ 148 et. seq. We find little authority, however, suggesfing
that the practice of acupuncture may be left completely un-

regulated to unlicensed persons.

=~ //r, )
- / 4 ‘.'/ . .
AL L 2 i
JOUN R. ANDERSON, M.D. 1
Chairman, Iowa Board of

‘Medical Examiners

.

WILLIAM S. VANDERPOOIL
Executive Director, Iowa Board
of Medical Examiners
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BEFORE THE IOWA STATE BOARD OF MEDICAL EXAMINERS
LUCAS STATE OFFICE BUILDING
DES MOINES, IOWA

IN THE MATTER OF THE PETITION : PETITION FOR DECLARATORY
RULING
OF

Mayank K. Kothari, M.D. for a
declaratory ruling on the use
of computer generated signature
of a licenced physician

1. The name of the Petitioner is Mayank K. Kothari.
His address is 1221 Center Street, Suite 3, Des
Moines, Iowa 50309. Telephone number 515-243-
1878.

2. Petitioner requests a declaratory ruling in
regard to usage of "computer generated signature"
of a licenced physician. The evolutionary data
in the production of such a signature are attached
hereto (Exibit A).

3. The petitioner is requesting a comprehensive
'definition’ of a "computer generated licenced
physician's sipnature". It further requests
whether the hypothetical case attached hereto
falls within the 'definition'.

4. The petitioner is pursuaded to believe that
such aforementioned hypothetical case is in
deviation of the statutory definition of a
physician's signature. Authority relied upon
include:

A. Towa Code 1985 Section 4.1(17)
Iowa Administrative Code 470-135.204(3)(d)
470-136.5(5)(b) (1)
470.51.5
B. Declaratory Ruling of December, 1985 by the

Board of Medical Examiners of the state of
Iowa in the matter of the petition of St. Luke's

(1)



Regional Medical Center, Sioux City, Iowa.

Mayank K. Kothari, M)D.

‘ 1221 Cent treet

Des Moines, Iowa 50309
(515) 243-1878

(2)



EXIBIT A

A copy of a report of arterial blood gases with interpretation
i1s presented in this exibit. The report contains the computer
generated signature of a licenced pPhysician in Iowa. At the
very beginning the physician has developed an exclusive
medical software for a computer pursuant to his expertise

and training among his other skills. Blood specimin is
submitted to the department of Respiratory Therapy from

an acute care case in the middle of the night for analysis.
The physician whose computer software has produced what appears
to be a final and full report is not present nor is aware

of the fact that such a report is being issued under his
'signature'. The computer software has taken over the
licencee and the 'signature' is not on hands~on basis. It

is a 'rubber stamp' by a computer,
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ay LUTHERAN
wy(; JHOSPITAL
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University at Penn Avenue, Des Moines, lowa 50316-2392 o r N
515-263-5612 AT M
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April 23, 1990 /

N. L. Saxton, M.D.
Medical Director

Iowa Lutheran Hospital
University at Penn
Des Moines, IA 50316

" Greg A. Hicklin, M.D.
Medical Director

Iowa Lutheran Hospital
University at Penn Ave.
Des Moines, Iowa 5031

RE: Arterial Blocd Gas Interpretations

Dear Dr. Saxton,

Recently you asked about the interpretation of blood gases
and my signature on blood gas reports.

Arterial blcod gases are performed by Respiratory Therapy.
These results are then entered into a computer, the program
of which was developed by the Respiratory Therapy Department
at Iowa Lutheran Hospital under my direction. This 1is not a
pre-purchased program, it is not a commercially avallable
program but reflects my opinions on blood gas interpretation,
my experience and knowledge of pulmonacy physioclogy. Dpecause
of the STAT nature of the blcod gas test, I feel that it is
important that an interpretation go out with the blood gas
results. This interpretation is based on my medical
knowledge and is signed with.a signature stamp by my
direction. There are a specified set of "Panic Values',
again, developed under my directicn, that will trigger a
direct call to the floor or the nursing unit responsible for
the patient and through that nursing unit to the physician.

Daily, the blood gas results are reviewed by me personally,
the results checked and_a hand written signature applied to

A division of Fairview



the report. A computer log is kept in the Respiratory

Degartqent

I feel that this is a good service for the patient. It
insures a prompt and accurate reporting not only of the
arterial blocod values, but an 1nterpretatlon of the.arterlal

blood gases. Th
knowledge a ;
sign

This system has been in place at least since 1979 eond seens
to be well received by the medical staff as a whole.

?lease feel free to contact me if I can provide any further
information to you.

Gl iy

Greg A. Hicklin, M.D.

wae o Lo T C%%W %ZL
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BEFORE THE BOARD OF MEDICAL EXAMINERS
OF THE STATE OF IOWA

IN THE MATTER OF THE )

PETITION OF MAYANK K.

KOTHARY, M.D., } DECLARATORY RULING
PROCEDURE

Mayank XK. Kothari, M.D., filed a Petition for Declaratory
Ruling with the Iowa Board of Medical Examiners [hereinafter the
Board] pursuant to Iowa Code § 17A.9 and 653 Iowa Admin. Code
§ 10.10. The petitioner is identified as Mayank K. Kothari,
M.D., a licensed physician practicing at 1221 Center Street,
Suite 3, Des Moines, Iowa 50309.

| HYPOTHETICAL FACTS

The petitioner has submitted the following factual state-

ment:

A copy of a report of arterial blood gases
with interpretation is presented in this
exhibit.* The report contains the computer
generated signature of a licensed physician
in Iowa. At the very beginning the physician
has developed an exclusive medical software
for a computer pursuant to his expertise and
training among his other skills. Blood
specimen is submitted to the department of
Respiratory Therapy from an acute care case
in the middle of the night for analysis. The
physician whose computer software has
produced what appears to be a final and full
report is not present nor is aware of the
fact that such a report is being issued under
his ’'signature’. The computer software has
taken over the licensee and the ’signature’

*No report of arterial blood gases has been received.



is not on hands-on basis. It is a ‘rubber
stamp’ by a computer.

In addition a letter dated May 16, 1930, has been submitted by
the petitioner as supplementary material. (Exhibit A) The
letter, signed by Greg A. Hicklin, M.D., indicates that the
computer generated blood gas interpretation referred to by the
petitioner is the product of a computer program developed by the
physician whose computer signature is ultimately affixed.
QUESTION PRESENTED
Does the use of the computer generated licensed physician’s
signature to sign computer generated blood gas interpretations
violate Iowa Code § 4.1(17), 653 Iowa Admin. Code § 12.4(3), 641
Iowa Admin. Code § 51.5, or 653 Iowa Admin. Code § 20.5(5)b(1)??
AUTHORITIES
Towa Code § 4.1(17) (1989):
Written -- in writing ~- signature. The

words "written" and "in writing" may include

any mode of representing words or letters in

general use. A signature, when required by

law, must be made by the writing or markings

of the person whose signature is required.

If a person is unable due to a physical

handicap to make a written signature or mark,

that person may substitute the following in
lieu of a signature required by law:

*The petition refers to rules in the Iowa Administrative
Code by outdated chapter numbers. All rule references have been
updated to the current chapter number.



a. The handicapped person’s name
written by another upon the request and in
the presence of the handicapped person: or,

b. A rubber stamp reproduction of the
handicapped person’s name or facsimile of the
actual signature when adopted by the
handicapped person for all purposes requiring
a signature and then only when affixed by
that person or another upon request and in
the handicapped person’s presence.

641 lTowa Admin. Code § 51.5:

51.5(1) Medical records. Accurate and
complete medical records shall be written for
aill patients and signed by the attending
physician; these shall be filed and stored in
an accessible manner in the hospital and in
accordance with the statute of limitations.

51.5(2) Hospital records.

a. Admission records. A register of
all admissions to the hospital shall be kept
in accordance with Iowa law.

D. Death records. A register of all
deaths in the hospital shall be kept,
including all information reguired on a
standard certificate.

€. Birth records. A register of all
births in the hospital shall be kept,
including all information required on a
standard certificate.

d. Narcotic records. Narcotic records
ghall be maintained in accordance with the
laws and regulations pertaining thereto.

51.5(3) All hospitals shall use the
uniform hospital billing form (Form UB-82
HCFA-1450) and manual (Iowa Uniform Billing
Data Element Specifications) when billing for
inpatient or outpatient services in accor-
dance with Towa Administrative Code 411-
5.3(145)}.



51.5(4) All hospitals shall submit
annually to the commissioner the Hospital
Price Information Survey in accordance with
Iowa Administrative Code 411--8.2(145) and
shall post hospital price information in
accordance with Iowa Administrative Code 411-
-8.3(145).

653 Iowa Admin. Code § 12.4(3):

12.4(3) ZEKnowingly making misleading,
deceptive, untrue or fraudulent representa-
tions in the practice of a profession or
engaging in unethical conduct or practice
harmful or detrimental to the public. Proof
of actual injury need not be established.

* & *

d. Practice harmful or detrimental to
the public includes, but is not limited to,
the use of a rubber stamp to affix a
signature to a prescription. A person who is
unable, due to a physical handicap, to make a
written signature or mark, however, may
substitute in lieu of a signature a rubber
stamp which is adopted by the handicapped
person for all purposes requiring a signature
and which is affixed by the handicapped
person or affixed by another person upon the
request of the handicapped person and in
their presence.

653 Iowa Admin. Code § 20.5(5)b(1):

It shall be the responsibility of the
supervising physician to ensure that:

* Ok %

b. Adequate supervision and review of the
work of the physician’s assistant is
provided.

(1) The supervising physician shall
review at least weekly all patient care
provided by the physician’s assistant if such
care is rendered without direct consultation



with the physician and shall countersign all
notes made by the physician’'s assistant.

RULING

The petitioner in this case essentially asks the Board to
re-evaluate a Declaratory Ruling issued in 1986 concerning
computer .generated signatures in light of their use on computer
generated blood gas interpretations. A copy of cur previous
ruling is attached as Exhibit B.

We find no additional facts in the current petition which
would alter our analysis of the utilization of computer generated
signatures themselves. The petitioner’s underlying concern
appears to be that the computer generated signature is affixed to
a blood gas interpretation which is, itself, computer generated.
As a result the physician whose "signature" appears on the blood
gas interpretation is not personally involved in the interpreta-
tion at the time it is issued. |

The computer process described by the petitioner and the
concerns raised in the hypothetical facts focus on whether blood
gas interpretation can be carried out by computer program
consistent with acceptable standards of patient care. Assessment
of the patient care provided by the practitioner under this
process would require consideration of the adequacy of the
computer program and the existence of any variables in patient
care which the computer program is unable to address. This issue

exceeds the scope of our Declaratory Ruling and requires further



consideration of medical issues not suited to resoclution by this

Declaratory Ruling.

Dated this /A% day of tPypryts , 1990.
L)

........ Joli (2 liceics un

J N R. ANDERSON,
alrman, Towa Boara
f Medical Examiners

. VANDERPOOL
Executive Director, Iowa Board
of Medical Examiners
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University at Penn Avenue, Des Moines, lowa 50316-2392 of'“
515-263-5612 | KM

April 23, 1990

N. L. Saxton, M.D.
Medical Director

Iowa Lutheran Hospital
University at Penn
Des Moines, IA 50316

Greg A. Hicklin, M.D.
Medical Director

Iowa Lutheran Hospital
University at Penn Ave.
Des Moines, lowa 5031

RE: Arterial Blood Gas Interpretations

Dear Dr. Saxton,

Recently you asked about the interpretation of blococd gases
and my signature on blood gas reports.

Arterial bleood gases are performed by Respiratory Therapy.
These results are then entered into a computer, the program
of which was developed by the Respiratory Therapy Department
at Iowa Lutheran Hospital under my direction. This 1is not a
pre~purchased program, it is not a commercially availabple
program but reflects my opinicns on blood gas interpretation,
my experience and knowledge of pulmonacy physiology. Because
of the STAT nature of the blcod gas test, I feel that 1t 1is
important that an interpretation go out with the blood gas
results. This interpretation is based on my medical
knowledge and is signed with a signature stamp by my
dirgction. There are a specified set of "Panic Values",
again, developed under my direction, that will trigger a
direct call to the floor or the nursing unit responsible for
the patient and through that nursing unit to the physician.

Daily, the blood gas results are reviewed by me personally,
the results checked and a hand written signature applied to

2 EXHIBIT

A division of Fairview




the report. A computer log is kept in the Respiratory
Department. Changed interpretations are sent to the Medical
Records Department as well as all out patient
interpretations.

I feel that this is a good service for the patient. It
insures a prompt and accurate reperting not only of the
arterial blood values, but an interpretation of the arterial
blood gases. This interpretation is based on my medical
knowledge and opinions and as such is reported over ny
signature stamp. The signature stamp is controlled by me

.. through the Respiratory Therapy Department.

This system has been in place at least since 1979 ard seems
to be well received by the medical staff as a whole.

Please feel free to contact me if I can provide any further
information to you. ' _

FogReel i iy

Greg A. Hicklin, M.D.



BEFORE THE BOARD OF MEDICAL EXAMINERS
T - OF THE STATE OF IOWA

IN THE MATTER OF THE )
PETITION OF ST. LUKE'S REGIONAL ) DECLARATCRY RULING
- )

MEDICAL CENTER

PROCEDURE
On December 12, 1985, the Iowa Board of Medical Examiners
received a Petition for Declaratory Ruling filed by attorney
Jeffrey L. Poulson pursuant to 470 I.A.C. § 135.10. The
Petitioner is identified as St. Luke's Regiocnal Medical Center,

2720 Stone Park Boulevard, P.O. Box 2000, Northside Station,

-

Sioux City, Iowa 51104,
FACTS

St. Luke's Regional Medical Center is presently implementing
4 computerized medical records system. All orders and medical
records will be entered onto the computer and maintained in this
System. Computer access codes will be used as the equivalent of
a signature by physicians in connection with the maintenance of
medical records. The system wili be used in the manner described

in Exhibit 1, 2 and 3. (Attached)
QUESTION PRESENTED

Will utilization of the computerized medical records system
by licensees to sign medical records through use of a computer
access code violate § 4.1(17) of The Code or 470 I.A.C. §§ 51.5,

135.204¢(3)4 or 136.5(5)b(1) of the Iowa Administrative Code?




Jowa

470 I.A.C.

AUTHORITIES

Code § 4.1(17):

Written -- in writing -~ signature. The
words “written" and "in writing® may include
any mode of representing words or letters in
general use. A signature, when required by
law, must be made by the writing or markings
of the perscn whose signature is regquired.

If a person is unable due to a physical
handicap to make a written signature or mark,
that person may substitute the following in
lieu of a signature required by law:

a. The handicapped person's name written
by another upon the request and in the
presence of the handicapped person; or,

b. A rubber stamp reproduction of the
handicapped person's name or facsimile of the
actual signature when adopted by the handi-
capped person for all purposes requiring a
signature and then only when affixed by that
person or another upon request and in the
handicapped person's presence.

§ 51.5:

51.5(1) Medical records. Accurate and
complete medical records shall be written for
all patients and signed by the attending
physician; these shall be filed an stored in
an accessible manner in the hospital and in
accordance with the statute of limitations.

51.5(2) Hospital records.

a. Admission records. A register of all
admissions to the hospital shall be kept in
accordance with Iowa law.

b. Death records. A register of all
deaths in the hospital shall be kept,
including all information required on a
standard certificate.

C. Birth records. A register of all
births in the hospital shall be kept,
including all information required on a
standard certificate.

d. Narcotic records. Narcotic records
shall be maintained in accordance with the
laws and regulations pertaining thereto.

51:.5(4) All hospitals shall submit
annually to the commissioner the Hospital
Price Information Survey in accordance with
Iowa Administrative Code 465--8.2(145) and

2



shall post hospital price information in
accordance with Iowa Administrative Code

465--8.3(145).
470 I.A.C. § 135.204(3)d:

135.204(3) . Knowingly making misleading,
deceptive, untrue or fraudulent representa-
tions in the practice of a profession or
engaging in unethical conduct or practice
harmful or detrimental to the public. Proof
of actual injury need not be established.

LI B

d. Practice harmful or detrimental to the
public includes, but is not limited to, the
use of a rubber stamp to affix a signature to
& prescription. A person who is unable, due
to a physical handicap, to make a written
signature or mark, however, may substitute in
lieu of a signature a rubber stamp which is
adopted by the handicapped person for all
purposes requiring a signature and which is
affixed by the handicapped person or affixed
by another person upon the request of the
handicapped person and in his/her presence.

470 I.A.C. § 136.5(5)b(1):

136.5(5) It shall be the responsibility of
the supervising physician to ensure that:

X R % =

b. Adequate supervision and review of the
work of the physician's assistant is pro-
vided.

(1) The supervising physician shall review
at least weekly all patient care provided by
the physician's assistant if such care is
rendered without direct consultation with the
physician and shall countersign all notes
made by the physician's assistant.

RULING
The Board of Medical Examiners will issue a declara;ory
ruling only with respect to statutes and rules "under its
jurisdiction.” 470 I.A.C. § 135.10(1). Accordingly, we confine

3



our declarggory ruling to interpretation of 470 I.A.C. §§ 135.
204(3)d and 136.5(S)b{l) which are rules promulgated by this
Board. We acknowledge § 4.1(17) of the Code as a codified
principle of staputofy construction. We, however, do not address
470 I.A.C. § 51.5 which is a rule promulgated by the Department
of Health.

Disciplinary action may be initiated against a licensee con
the basis of 470 I.A.C. § 135.2041(3} which prchibits, in part,
engaging in a practice harmful or detrimental to the public. we
have promulgated subrule d to further define practice harmful
or detrimental to the public to include the use of a rubber staﬁp
to affix a signature to a prescription except under limited
circumstances applicable to the handicapped. 470
I.A.C. § 135.204(3)d. Application of 470 I.A.C. § 135.204(3) in
other circumstances is adjudicated on a case-by-case baéis. |

Use of a computer access code to sign medical records would
not constitute a practice harmful or detrimental to the public
under the facts set out in this declaratory ruling. All medical
st#ff and authorized personnel who would use the computer access
code must sign an agreement before the code is issued. Under the
terms of this agreement, the code is confidential. The user,
moreover, is obligated to report any break in confidentiality.

A user who violates this confidentiality, furthermore, is subject
to disciplinary action including possible termination. In view
of these security measures, we cannot conclude that use of the

computer access code to sign medical records in the manner set



out in this pétition would constitute a practice harmful or
detrimental to the public which would result in disciplinary
action by this Board.

Different considerations govern the countersignature of
medical records by a physician who provides supervision to a
physician's‘assistant. Under 470 I.A.C. § 136.5(5)b(1), the
supervising physician must review at least weekly all patient
- care provided by the physician's assistant if care is rendered
without direct consultation and must countersign all notes made
by the physician's assistant. 'Under these circumstances the
physician's signature not only validates the notes made by the
physician's assistant but also evinces a discharge of the duty to
review all patient care. The security measures built into the
computerized medical records system may be sufficient to insure
that physician's signature is genuine. Adequate supervision of a
physician's assistant, however, requires that the review of
patient care be carried out on site. In view of the supervisory
duties, therefore, we conclude a4 computer access code cannot be
used to countersign the notes of a physician's assistant pursuant

to 470 I.A.C. § 136.5(5)b(1].

=TS
HORMOZ/ RASSEKH, M.D.

Chairman

Iowa Board of Medical Examiners




3P LUKE'S REUIONAL

STARUAIM PRULLIUnY

- = EFFECTIVE DATE
INFORMATION RESOURCES DATE Cetober 4 1agy

DEPARTMENT

SUBJECT

NUMBER OF PAGEL

USER ACCESS copes PAGES 2 NUMBRER

PURPOSE:

POLICY:

PROCEDURE:

To ensure patient confidentialicy; integrity snd sccuracy of
data; eppropriste veage of the Medical Information System: ¢nd
protection of Hedical Center assets against accidental/
intentional disclosure, wodification ot destruction.

Authorized individuale @4y have access to the Medical
Informscion System (HIS) only after succesasful completion of
the M1S Training Program. Access to MIS will be controlled by
4 user identification code referred to 8t the USER ACCESS CoODE.
The code lioits individual access to only that patient
information needed to perform job responsibilities, sand che
identity of the user will be recorded on &1l entries. The
Director of Education Services vwill be responsible for the
training of individusle. The Director of Inforzation Resourcea
will be responsible for the distribution of User Access Codes
and maintaining the appropriate use of MIS.

The Director of the Information Resources Department will be
responsible for establishing department policy sad procedure o
ensure effective supervision of those individusls responsible

for maintaining the integrity of MIS,

I. Medical Center personnel, Medica. Staff wembers, and other
approved user groups will succesafully complete the Medical
Center's Medical Information Syscem Training Prograw prior
to being eligible for a User Access Code.

2. Individusls will sign s User Access Code Agreement prior to
receiving their access code.

3. User Access Codes are subject to change a4 required by
changes in the individual's Job responsibilities and/or at
the diecretion of the Inforaat:on Resources Department.

4. Individuasls who have reason to believe that the

confidentiality of their User Accegs Code has been violated
vill contact the Information Resources Departrent
immediateiy #0 that the current code @Ay be deleted and 4

new access code assigned,

£ DVOVED

S EXHIBIT

[



LKE'S RECIOKAL 501 . ohuTir STANDAND PROUCNIURS

T EFFECTIVE DATE

DEPARTMENT INFORMATION RESOURCES DATE October & Jaf.
. NUMBER OF PAGE
SURIECT OSER ACCESS CODES PACES 2 NUMBER

5. Depertment Directors are responsible to Boaitor employee
performance with regard to MIS usage.

6. Individuals who knowingly violate their User Access Code
Agreement are subject to disciplinary action. The matrix
duty officer from Information Resources should be votified
iemediately whenever & violation of the uéer accedd code
policy occurs, ec that the macrix duty officer can
izmediately delete the user sccess code of the person
violating the policy. Dieciplinary action will be the
responsibility of the Department Director and should be
coordinated through the Human Resources Department for

consistency.

7. User Access Codes vill be deleted frow the sysiem upon
termination/reeignation of individuala affilisted with the
Medical Center or a change in job responsibilities nor
requiring a User Access Code. The Department Directors
will have the responsibilicty to notify the Human Resources
Department of the date such changes will oceur. The
Director of Human Resources will then have responsibilicy
to notify the Director of Informetion Resources.

;%7////55%( keioces’

APTEAVED Cj/v)"'ltm / jfd
/04~




ST. LDKE's RECIONAL MEDICAL CENTER
Sioux City, Tows

USER ACCESS copr AGREDOINT

Authorized Personage]

1, the undersigned, tcknovledge receipe of wy USER ACCESS CODE and understand

that:

1. My User ACCESS CODE ia the legal equivalen: of Ty signacure; I will nor

disclose this code to anyone,

2. 1 will moe #Clempt Co learn another's USER ACCESS CODE and wil} not¢
4ccess informacion in the Hedical Information System (M1S) by ueing a

USER ACCESS cobg other than wy own.

4. 1f I have rcasan to believe that the confidentiaiity of my USER ACCESS
CODE has been broken, I wi]l contact the Department of Information
Resources iomediately so that the current ¢
USER ACCESS CODE asvigned to me,

5. I will Protect the patienc'sg right to the CONFIDENTIALITY of his/her
bedical information,

I understand that {f I viclate 4ny of the above 6Catements, I wiil be subjecr ta
disciplinary action, i.e., Suspension, jamedigte termiaation, or loag of MiIs
Driviieges. Crievances will be handled accarding ro the Medical Center's
Pereonne! Manual.

l further understand that my USER ACCESS CODE viil be daleted from the system as
8002 48 I terminare my employment at S¢. Luke's Rogional Medical Canter: should
I be Fe~employed at the Medical Center, a new USER ACCESS cope ¥ill be isaued &t

that tiae,

EMPLOYEE NAME (PLEASE PRINT)

SIGRATURE oOF ISSUER SIGRATURE oF EMPLOYEE

- DATE

LATE

< EXMIBIT

[ -



ST  LURE'S RECIONAL =SDICAL CENTER
Stoux City, lowa

o MEDICAL STAFF USIR ACCESS code ACREEMENT

USER ACCESS CODES are created to al]ow an tndividual access to the Madical
Center’s ¥ediza!l Intormation System (MIS) for the purpose of entering aad
tetrieving patient information, A physigian USER ACCESS CODE limits the
individual phvsician's access to specific patient data and system festures rha:
47e necessary in providing medical care co paticnts uader the direct care o the
phvsician,

Because of the Medical Center's concern ‘o maintain the integrity and confiden-
tiality of pazient inforaation and to casure thar only suthorized individuals
(RAY CCeSS thw paticnc's medical record, 1t has become fecessary to escablish
guidelines governing the use of the USSR ACCESS CODE. The guidelines are lisced
below. :

[, the undersigned, acknowledge ruceipe of my USER ACCESS (ODE and understand
that:

L. My USER access COUE 15 the legal equivalent of my Signature.

2. My USER ACCTSS Cops persanally identifies me to the Medical Information

ht e

Systen,
3. 1 wiil not disclose my USER ACCESS CODE to anyone.

4. T will nor arrempt to learn another’s USFR ACCESS CONE aund wil] ngt
dfcess 1anfarmation la the Medical Information System (MIS) by using a
USHER O ACCYSE U0NE other than MY Own,

5. 1f 1 have reason to believe that the confidentiality of my USER ACCESS
CODE has beed broxen, I will contact the Department of Information
Resources icmediately so that the current code may be deleted and 2 new
USLR ACCISS CODE assigned to me.

I undersrand :hat if I violate any of the above statements, my MIS privileges
will be summarijy suspended and the suspeasion then revicwed in accordance wigh
the Medizal Scaff Bvlaws

D further soderstand that av USHER ATCESS CODE will be doleted [ronm the svstem
i00¢id | no lorger oe 3 membher of i WliVe, courlesy or attiliate wrads 3¢ <,
Luke's Regional uedisal Center,

PHYSICTAN NAME (PLEASE PRINT

T e e s e i e .- ————— s —— i+ — e e e — — bbb+ 3

SUMIICRE OY SN0 R SHGHEATERE b pavS [T a

e 6 nate



PETITION FOR DECLARATORY RULING
BEFORE THE IOWA STATE BOARD OF MEDICAL EXAMINERS

PETITION BY THE IOWA ACADEMY

)
OF OPHTHALMOLOGY FOR A )
DECLARATORY RULING CONCERNING )
PROVISIONS OF CHAPTERS 147, 148, )
AND 154 OF THE CODE OF IOWA (1991) )

NO.

PETITION FQR
DECLARATORY RULING

association of ophthalmologists practicing in the state of Iowa,

and in support of its Petition for Declaratory Ruling states to

COMES NOW Petitioner, the Iowa Academy of Ophthalmology, an

the Iowa State Board of Medical Examiners as follows:

AB

Statement of Facts Upon Which Petitioner Regquests the Board

to Issue Its Declaratory Ruling.

1. An ophthalmologist has a patient he has been
following for many years. The patient is a 65-year old
insulin-dependent diabetic who has had decreasing

vision for some time. The ophthalmologist performs a
complete examination in order to determine the cause
for the patient’s decreased visual acuity. A

reasonable determination of whether or not removal of
cataracts would be of benefit to the patient is made.
Because cataracts are determined to be the likely cause
for the patient’s complaint of decreasing vision, a
discussion is had with the patient concerning whether
or not the severity of the reduction in vision warrants

the risk of cataract surgery. The surgeon determines
which cataract procedure would be of greatest benefit
to the individual patient. The surgeon determines

whether or not other ophthalmic or medical conditions
are present which warrant treatment prior to cataract
surgery (such as blepharitis, diabetic retinopathy,
retinal tears, or unstable medical conditions) . The
surgeon determines the power of the lens implant to be
used. The surgeon decides with the patient’s help and
if needed, with the input of the patient’s family and
physician whether local or general or other anesthetic
arrangements should be made. The surgeon performs the
cataract extraction. The ophthalmologist performs all
aspects of the patient’s postoperative care in most
situations. In some situations the ophthalmologist may



directly supervise a resident medical physician who
assists the ophthalmologist in providing postoperative
care. In some situations an ophthalmologist’s peer
working in the same office or department may also
assist with the postoperative care.

2. An ophthalmologist who previously had
performed cataract surgery and who now nc longer
performs cataract surgery refers a patient to an
ophthalmic surgeon for cataract surgery. The operating
surgeon takes responsibility for completely evaluating
the patient, determining whether or not cataracts are
the cause for the patient’s symptoms, determines
whether or not there is a reasonable expectation of
benefit to the patient with relief of the patient’s
symptoms following surgery, and discusses with the
patient and his family the risks and benefits involved
with cataract surgery. The operating surgeon
determines which type of surgery is best undertaken for
that particular patient, determines the power of lens
implant, determines what sort of anesthesia would be
best in the given circumstances and consults with the
patient’s family physician as needed preoperatively.
The surgical ophthalmologist performs the cataract
surgery with or without the assistance or observation
of the medical ophthalmologist who referred the patient
to the surgeon. 1If it is agreeable to the patient, and
the patient has had an opportunity to discuss this with
the medical and surgical ophthalmologist
preoperatively, the nmedical ophthalmologist nay
undertake postoperative care of the patient provided
that this is agreeable to all parties involved, and has
been discussed and documented in advance, and there
have been no complications during surgery which will
require ongoing surgical intervention.

3. A patient is referred by a family physician
to an ophthalmologist because of complaints of
decreased vision. The patient is a 70~year

hypertensive with stable angina. The ophthalmologist
determines the cause for the patient’s complaints. The
complaints are attributable to cataracts, and the
patient has a reasonable expectation of benefit from
cataract surgery, and wishes to undertake the risks of
cataract surgery in an effort to improve the vision.
The surgeon arranges for determination of lens implant
power, anesthesia as needed, and further medical
evaluation and treatment of the patient preoperatively
by the patient’s family physician if indicated. The
ophthalmologist may perform a history and physical, or
if it is in the best interests of the patient, the



family physician may perform a preoperative history and
physical examination. The surgical ophthalmologist
performs the surgery and provides for all aspects of
the patient’s postoperative care.

4. A patient is referred to an ophthalmologist
by an optometrist because of decreased vision. The
patient is a 50-year old with no evidence of medical
diseases and with persistently decreasing vision which
interferes with the patient’s ability to maintain
employment. The ophthalmologist performs the necessary
examinations to determine the cause of the patient’s
visual complaints. The ophthalmologist makes an
estimation of the potential benefit which the patient
nay reasonably expect if cataract surgery is
undertaken. The surgeon discusses the risks of
cataract surgery with the patient and makes
arrangements for appropriate anesthesia if necessary.
The patient may be asked by the surgeon to have a
history and physical examination performed by his
family physician, or the ophthalmologist may wish to
proceed with the history and physical examination
without the assistance of a family physician. The
surgeon determines the type of surgery best suited for
the patient’s needs and determines the lens implant
power and type most suitable for the particular
patient. The surgeon performs the surgery and provides
for all aspects of the patient’s postoperative care.
The surgeon may provide the patient with a
postoperative refraction. The surgeon may elect to
return the patient to the referring optometrist for
evaluation and prescription of a postoperative lens.

5. A patient is referred to an ophthalmologist
by an optometrist to have an evaluation of decreasing
vision which is thought to be due to cataracts. The
surgical ophthalmologist evaluates the patient with a
complete ophthalmic examination. A determination is
made that cataracts are the cause for the patient’s
complaints, and that the patient would benefit from
surgical intervention. The surgeon discusses with the
patient the potential risks and benefits of cataract

surgery. The surgeon determines whether or not
additional ophthalmic or medical conditions warrant
further intervention prior to surgery. The

ophthalmologist may perform a history and physical
exanination with or without the assistance of the

patient’s own medical physician. The ophthalmologist
determines the power and type of implant and surgery
most suitable for the patient. The ophthalmologist

performs the surgery. The ophthalmologist evaluates



the patient for a limited time in the postoperative
period. The remainder of the postoperative period is
the responsibility of the optometrist. The optometrist
makes the decisions about the progress of the patient
postoperatively, adjusts medications, determines
whether or not complications are present, and refers
complications to an ophthalmologist or family physician

as the optometrist feels is indicated. The patient,
surgeon and optometrist have all agreed on the scenario
preoperatively, and have put this in writing. The

optometrist represents his care to a third party payor
as being a portion of the postoperative care, and
splits the reimbursement fee for postoperative care
with the ophthalmologist.

6. An optometrist refers a patient to a surgeon
for cataract surgery. The ophthalmologist confirms the
optometrist’s findings with a limited evaluation. The
optometrist or ophthalmologist may determine the power

of the lens implant to be used intraoperatively. The
optometrist or ophthalmologist determines what type of
surgical procedure and anesthesia are indicated. A
precperative history and physical may be performed by
the ophthalmologist or family physician. The
ophthalmologist performs the surgery with or without
the observation of the optometrist. The

ophthalmologist does not provide postoperative care.
From the first day postoperatively the optometrist
assumes 100% of the responsibility for postoperative
care. The optometrist represents his care to the third
party payor as being deserving of compensation for the
entire postoperative period. The optometrist is
responsible for evaluation of the eye postoperatively,
monitoring its progress, evaluation for complications,
adjustment of medications and referral to physicians as
needed as felt indicated by the optometrist. The
patient is aware preoperatively and is in agreement
with the surgeon and optometrist to have the
optometrist provide the entirety of the postoperative
care.

7. An ophthalmologist comes from out of state
and is prepared to operate on a number of patients who
have been prepared for surgery by an optometrist. The
optometrist determines whether or not the patient has a
problem which would benefit from cataract surgery. The
optometrist does preoperative testing for intraocular
lens power and selects a type to be used

intraoperatively. A history and physical examination
is performed by the optometrist. The surgeon does the
surgery, and is not available within Towa



postoperatively. The optometrist is completely
responsible for the entirety of the patients’
postoperative care, including the monitoring of the eye
postoperatively for normal healing, complications and
adjustment of medications. The optometrist has the
entire responsibility to seek assistance from some
physician or ophthalmologist should complications
develop. The patient, surgeon and optometrist are
entirely aware of this situation preoperatively, and
agree to this arrangement in writing. The optometrist
presents his care to a third party payor as being the
entirety of postoperative care splitting the global fee
for cataract surgery with the surgeon.

8. A patient is referred to an ophthalmologist
by an optometrist for consideration of a laser
procedure. This laser procedure could be for

opacification of the posterior capsule following
cataract surgery, uncontrolled glaucoma, proliferative
or background diabetic retinopathy, angle closure
glaucoma, a retinal tear, or treatment of venous stasis
retinopathy or other condition. The ophthalmologist
evaluates the patient preoperatively +to determine
whether or not the laser procedure is indicated. The
ophthalmologist then performs the laser procedure using
retrobulbar or topical anesthesia or no anesthesia
depending upon the particular needs of the patient.
Postoperatively, the patient is referred back to the
optometrist for further care. The patient, surgeon and
optometrist have all agreed on this scenario
preoperatively and have put this in writing. The
optometrist represents his care to a third party payor
as being a portion of the postoperative care and splits
the reimbursement fee for postoperative care with the
ophthalmologist.

Statutes, Rules, Policies, Decisions, or Orders For Which a

Ruling is Sought.

Section 147.2 of the Code of Iowa provides as follows:

A person shall not engage in the practice of
medicine and surgery, podiatry, osteopathy, osteopathic
medicine and surgery, psychology, chiropractic,
physical therapy, nursing, dentistry, dental hygiene,
optometry, speech pathology, audiology, occupational
therapy, pharmacy, cosmetology, barbering, dietetics,
or mortuary science or shall not practice as a
physician assistant as defined in the following



chapters cof this title, unless the person has obtained
from the department a license for that purpose.

Section 147.107 of the Code of Iowa provides in pertinent part:

1. A person, other than a pharmacist, physician,
dentist, podiatrist, or veterinarian who dispenses as
an incident to the practice of the practitioner’s
profession, shall not dispense prescription drugs or
controlled substances.

2. A pharmacist, physician, dentist, or
podiatrist who dispenses prescription drugs, including
but not 1limited to controlled substances, for human
use, may delegate nonjudgmental dispensing functions to
staff assistants only when verification of the accuracy
and completeness of the prescription is determined by
the pharmacist or practitioner in the pharmacist’s or
practitioner’s physical presence.

A physician, dentist, or podiatrist who dispenses
prescription drugs, other than drug samples, pursuant
to this subsection, shall annually register the fact
that they dispense prescription drugs with the
practitioner’s respective examining board.

A physician, dentist, or podiatrist who dispenses
prescription drugs, other than drug samples, pursuant
to this subsection, shall offer to provide the patient
with a written prescription that may be dispensed from
a pharmacy of the patient’s choice or offer to transmit
the prescription to a pharmacy of the patient’s choice.

5. Notwithstanding subsection 1 and any other
provision of this section to the contrary, a physician
may delegate the function of prescribing drugs,
controlled substances, and medical devices to a
physician assistant licensed pursuant to Chapter 148C.
When delegated prescribing occurs, the supervising
physician’s name shall be used, recorded, or otherwise
indicated in connection with each individual
prescription so that the individual who dispenses or
administers the prescription knows under whose
delegated authority the physician assistant is
prescribing.



Section 148.1 of the Iowa Code provides:

For the purposes of this title the following
classes of persons shall be deemed to be engaged in the
practice of medicine and surgery:

1. Persons who publicly profess to be physicians
or surgeons or who publicly profess to assume the
duties incident to the practice of medicine or surgery.

2. Persons who prescribe, or prescribe and
furnish medicine for human ailments, or treat the same
by surgery.

3. Persons who act as representatives of any
person in doing any of the things mentioned in this
section.

Section 154.1 of the Iowa Code provides in pertinent part as
follows:

For the purpose of this title the following
classes of persons shall be deemed to be engaged in the
practice of optometry:

1. Persons employing any means other
than the use of drugs, medicine or surgery
for the measurement of the visual power and
visual efficiency of the human eye; the
prescribing and adopting of lenses, prisms,
and contact lenses, and the wusing or
employment of visual +training or ocular
exercise, for the aid, relief, or correction
of vision.

2. Persons who allow the public to use
any mechanical device for such purpose.

3. Persons who publicly profess to be
optometrists and to assume the duties
incident to said profession.

Certified licensed optometrists may
employ cycloplegics, mydriatrics, and topical
anesthetics as diagnostic agents topically
applied to determine the condition of the
human eye for proper optometric practice or
referral for treatment toc a person licensed
under Chapter 148 or 150A. . . .



Therapeutically certified optometrists
may employ the following pharmaceuticals:
topical pharmaceutical agents, oral
antimicrobial agents, oral antihistamines,
oral antiglaucoma agents, and oral analgesic
agents, and neotwithstanding §147.107 may
without charge supply any of the above-listed
pharmaceuticals to commence a course of
therapy. Superficial foreign bodies may be
removed from the human eye and adnexa. These
therapeutic efforts are intended for the
purpose of examination, diagnosis, and
treatment of visual defects, abnormal
conditions and diseases of the human eye and
adnexa, for proper optometric practice or
referral or for consultation or treatment to
persons licensed under Chapter 148 or 150A.

Towa Administrative Code §653-10.1(17A,147) provides in pertinent

part as follows:

"The practice ¢of medicine and surgery” shall mean
holding one’s self out as being able to diagnose,
treat, operate or prescribe for any human disease,
pain, injury, deformity or physical or mental condltlon
and who shall either offer or undertake, by any means
or methods to diagnose, treat, operate or prescribe for
any human disease, pain, injury, deformity or physical
or mental condition. This rule shall not apply to
licensed. . . optometrists... who are exclusively
engaged in the practice of their . . . profession.

Towa Administrative Code §653-12.4(258A) provides in pertinent

part as follows:

Grounds for Discipline. The board may impose any
of the disciplinary sanctions set forth in Rule 12.2
(2584), including civil penalties in an amount not to
exceed $10,000, when the board determines that the
licensee is guilty of any of the following acts or
offenses:

12.4(12) Knowingly aiding, assisting,
procuring, or advising a person to unlawfully practice
medicine and surgery, osteopathic medicine and surgery
or osteopathy.



12.4(27) Negligence and failing to exercise

due care in the delegation of medical services to or

supervision of nurses, physician’s assistants,
employees or other individuals, whether or not injury
results.

C. Questions Presented For Declaratory Ruling.
1. Has the ophthalmologist in factual situation No.

fulfilled his
2. Has
fulfilled his

3. Has

responsibility to his patient?
the ophthalmic surgeon in factual situation No.

responsibility to his patient?

1

2

the surgical ophthalmologist in factual situation

No. 3 fulfilled his responsibility to his patient?

4, Has

fulfilled his

S a.
engaging
5. Has

the ophthalmologist in factual situation No.
responsibility to his patient?

Is the optometrist in factual situation No.
in the practice of medicine?

the surgeon in factual situation No.

his responsibility to his patient?

a.
engaging
6. Has

fulfilled his

a.
engaging
7. Has

fulfilled his

Is the optometrist in factual situation No.
in the practice of medicine?

the ophthalmologist in factual situation No.
responsibility to his patient?

Is factual situation No.

the optometrist in

in the practice of medicine?
the ophthalmologist in factual situation No.

responsibility to his patient?

4

4

5 fulfilled



a. Is the optometrist in factual situation No. 7
engaging in the practice of medicine?
8. Has the ophthalmologist in factual situation No. 8
fulfilled his responsibilities to his patient?
a. Is the optometrist in factual situation No. 8

engaging in the practice of medicine?

D. Answers to Questions Desired by the Petitioner.

1. The ophthalmologist in factual situation No. 1 has
provided for all aspects of the patient’s operative care
including preoperative and postoperative wmanagement. The

preoperative and postoperative management are inherent to the
practice of surgical ophthalmology. The ophthalmologist, as a
- practitioner of medicine and surgery, has fulfilled his
responsibility to his patient.

2. Because the ophthalmic surgeon in factual situation No.
2 provided for all aspects of preoperative care and arranged for
the provision of postoperative care by another ophthalmologist
with the patient’s permission in advance, the surgeon has
fulfilled his responsibility to his patient. If the patient had
not given his informed consent to allow another ophthalmologist
to provide postoperative care, the patient’s expectation that the
surgeon would provide postoperative care would not be met, and
the surgeon would have abrogated his responsibility. The patient
must have a full understanding of who will be responsible for
which aspects of his operative care if the operating surgeon is
not going to be providing for all aspects of operative care.
Likewise, the operating surgeon and referring ophthalmologist
must agree in advance of the surgery what the postoperative
arrangements for provision of care to the patient will be. In
this situation, the physician providing the postoperative care to
the patient is an ophthalmologist with an ophthalmologist’s
unique education, training, experience, and ability.

3. The surgical ophthalmologist in factual situation No. 3
has provided for all aspects of preoperative, operative, and
postoperative care, with the assistance of a licensed fanmily
practitioner, and therefore has fulfilled his responsibility to
his patient.

- 10 -



4, The ophthalmologist in factual situation No. 4 has
fulfilled his responsibility to his patient by providing for all
aspects of the patient’s preoperative and postoperative care.

a. The optometrist in factual situation No. 4 is not
engaging in the practice of medicine by providing an
evaluation of the postoperative refraction and prescription
of a postoperative lens. A postoperative refraction and
prescription of the postoperative lens does not constitute
the practice of medicine.

5. The surgeon in factual situation No. 5 has not
fulfilled his responsibility to his patient because he has not
provided for all aspects of the patient’s postoperative care.
The patient is still at risk for postoperative complications
since the patient was still on postoperative medications and the
eye was apparently not completely healed. The surgeon is
allowing an optometrist, a non-physician, to determine the
presence or absence of surgical complications. '

a. The optometrist in factual situation No. § is
engaging in the practice of medicine by providing
postoperative care. The evaluation of the progress of the

patient, adjustment of the medications, and determination of
whether or not complications are present all constitute the
practice of medicine, and in particular, postoperative
surgical care. The optometrist has been wrongly given the
responsibility in this situation of determining whether or
not compiications are present. With that responsibility go
the risks of  missing potential complications or not
providing for their referral in a sufficiently timely manner
so as to prevent permanent ophthalmic injury.

6. The ophthalmologist in factual situation No. 6 has not
provided for all aspects of the patient’s preoperative and
postoperative care. The ophthalmologist’s preoperative
involvement with the patient was cursory and inadequate. The
surgeon completely abrogated his responsibility to the patient by
not providing for any postoperative care.

a. The optometrist in factual situation No. 6, in assuming
the entire postoperative management of the patient is
engaged in the practice of medicine. Postoperative

management requires evaluation of the eye for postoperative
progress, adjustment of medications, and the detection of
complications with their treatment or referral as felt
indicated by the optometrist. This reguires the judgment
and experience which are the unique qualifications of an
ophthalmologist.

....11.—



7. The ophthalmologist in factual situation No. 7 has not
fulfilled his responsibility to his patient in that he has
provided an incomplete surgical service to the patient. There
has been a total abrogation of preoperative and postoperative
responsibility, and the surgeon has therefore provided an
incomplete surgical service.

a. The optometrist 1is engaged in the practice of
medicine in factual situation No. 7 by determining that a
surgical procedure must be undertaken, performing a hlstory
and physical examination prior to surgery, and monitoring
the eye ©postoperatively for progress, adjusting the
medications, and detecting the complications. It is not
clear in this situation who the optometrist would consult
should complications occur. In this situation all of the
surgical care, with the exception of the operation itself,
is provided by a nonwphy31c1an without the unique
qualifications and experience of an ophthalmologist or other
licensed medical doctor.

8. The ophthalmologist in factual situation No. 8 has not
fulfilled his responsibility to his patient in that he has
provided an incomplete surgical service to the patient. There

has been an abrogation of postoperative responsibility and the
surgeon has, therefore, provided an incomplete service.

a. The optometrist is engaged in the practice of
medicine in the factual situation No. 8, by monitoring the
eye postoperatively for progress, adjusting the medications,
and detecting complications. The range of complications
related to laser surgery is similar to that involved with
cataract surgery with the exception that wound related
complications do not exist. However, retinal detachments,
cystoid macular edema, glaucoma, and iritis all can and do
occur.

E. Reasons For Regquesting the Declaratorvy Ruling.

The ITowa  Academy of Ophthalmology is requesting a
declaratory ruling because with the recent extension by the
- Health Care Financing Administration of the global surgical
period to 90 days postoperatively, see 56 Fed. Reg. 59502-59819
(1991) (to be codified at 42 C.F.R. 405, 413, and 415), a number
of ophthalmelogists in the state have felt increasing pressure to
refer patients back to referring optometrists at 1ncrea51ngly
early times postoperatively. This potentially compromises the
patient’s expectation for excellent surgical results because of
the possibility of the failure of an optometrist to recognize
complications appropriately.



Although the popular impression of cataract surgery 1is that
of a quick and easy procedure from the patient’s point of view,
unfortunately serious complications do occur in the postoperative
period. Surgical complications such as loss of a portion of the
nucleus into vitreous requires immediate intervention by a
vitrectomy surgeon with coordination of the referral by the
cataract surgeon. Immediate postoperative pressure rises require
medical or surgical intervention. Glaucomatous response to post-
operative steroid drops, suture abscesses, and iritis all reguire
medical treatment, and sometimes surgical intervention.
Endophthalmitis can be acute and dramatic or indolent and
insidious. Retinal tears, detachments, and cystoid macular edema
need expert detection and treatment.

The ophthalmologists in the Iowa Academy of Ophthalmology
were polled and indicated overwhelmingly that it would be helpful
to have the TIowa State Board of Medical Examiners issue a
declaratory ruling specifically cutlining a surgeon‘s
postoperative responsibilities.

F. Statement As To Other Proceedings.

Petitioner, the TIowa Academy of Ophthalmology, is not
currently a party to another proceeding involving the questions
at issue in this Petition for Declaratory Ruling. Further, to
the Petitioner’s knowledge, these guestions have not been decided
by, are not pending determination by, and are not under
investigation by, any governmental entity.

G. Class of Persons Interésted in the Questions Presented.

It is the Petitioner’s belief that the class of
persons affected by or interested in the questions
presented in this Petition include all licensed
physicians practicing in the area of ophthalmology
and/or ophthalmic surgery. The Board may find that
optometrists as a class would be affected by the
Board’s determination.

H. Reguest for a Meeting.

Petitioner, the Iowa Academy of Ophthalmologists, does
request a brief and informal meeting with some representative of
the Towa State Board of Medical Examiners to discuss the
Petition.

- 13 -



Although the TIowa Academy of Ophthalmology is an entity

separate and distinct from the University of Iowa Department of

Ophthalmology, it uses the

following mailing address and

telephone number: Iowa Academy of Ophthalmology, Department of

Ophthalmology, the University of Iowa Hospitals & Clinics, Iowa

Code, Iowa 52242, telephone (319) 356-4321.

Respectfully submitted on behalf of the Iowa Academy of

Ophthalmology by its attorneys.

BELIN HARRIS LAMSON McCORMICK,
A PROFESSIONAL CORPORATION

BY /- Lt oo
Mark McCormick 000003525

Robert D. Sharp

2000 Financial Center

Des Moines, IA 50309
Telephone: (515) 243-7100

ATTCORNEY FOR IOWA ACADEMY
OF OPHTHALMOIL.OGY
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BEFORE THE BOARD OF MEDICAL EXAMINERS
OF THE STATE COF IOWA

IN THE MATTER OF THE PETITION

BY THE IOWA ACADEMY OF

OPHTHALMOLOGY CONCERNING

PROVISIONS OF CHAPTERS 147, DECLARATORY RULING
148, AND 154 OF THE CODE

OF IOWA (1991)

PROCEDURE

On May 23, 1992, the Iowa Board of Medical Examiners received a
Petition for Declaratory Ruling filed by attorney Mark McCormick.
The petitioner is the Iowa Academy of Ophthalmology, Department
of Ophthalmology, University of lowa Hospitals and Clinics, Iowa
City, Iowa 52242,

FACTS
The petitioner has posed eight, complex hypothetical situations:
HYPOTHETICAL SITUATION NO. 1

An ophthalmologist has a patient he has been following for
many years. The patient is a 65-year old insulin-dependent
diabetic who has had decreasing vision for some time. The
ophthalmologist performs a complete examination in order to
determine the cause for the patient’s decreased visual acuity. A
reasonable determination of whether or not removal of cataracts
would be of benefit to the patient is made. Because cataracts are
determined to be the likely cause for the patient’s complaint of
decreasing vision, a discussion is had with the patient
concerning whether or not the severity of the reduction in vision
warrants the risk of cataract surgery. The surgeon determines
which cataract procedure would be of greatest benefit to the
individual patient. The surgeon determines whether or not other
ophthalmic or medical conditions are present which warrant
treatment prior to cataract surgery {such as blepharitis,
diabetic retinopathy, retinal tears, or unstable medical
conditions). The surgeon determines the power of the lens
implant to be used. The surgeon decides with the patient’s help
and if needed, with the input of the patient’s family and
physician whether local or general or other anesthetic
arrangements should be made. The surgeon performs the cataract
extraction. The ophthalmologist performs all aspects of the
patient’s postoperative care in most situations. In some
situations the ophthalmologist may directly supervise a resident
medical physician who assists the ophthalmologist in providing
postoperative care. In some situations an ophthalmologist's peer
working in the same office or department may also assist with the
postoperative care.



HYPOTHETICAL SITUATION NO. 2

An ophthalmologist who previously had performed cataract
surgery and who now no longer performs cataract surgery refers a
patient to an ophthalmic surgeon for cataract surgery. The
operating surgeon takes responsibility for completely evaluating
the patient, determining whether or not cataracts are the cause
for the patient’s symptoms, determines whether or not there is a
reasonable expectation of benefit to the patient with relief of
the patient’s symptoms following surgery, and discusses with the
patient and his family the risks and benefits involved with
cataract surgery. The operating surgeon determines which type of
surgery is best undertaken for that particular patient,
determines the power of lens implant, determines what sort of
anesthesia would be best in the given circumstances and consults
with the patient’s family physician as needed preoperatively. The
surgical ophthalmologist performs the cataract surgery with or
without the assistance or cobservation of the medical
ophthalmologist who referred the patient to the surgeon. If it
is agreeable to the patient, and the patient has had an
opportunity to discuss this with the medical and surgical
ophthalmologist precoperatively, the medical ophthalmologist may
undertake postoperative care of the patient provided that this is
agreeable to all parties involved, and has been discussed and
documented in advance, and there have been no complications
during surgery which will require ongoing surgical intervention.

HYPOTHETICAL SITUATION NO. 3

A patient is referred by a family physician to an
ophthalmologist because of complaints of decreased vision. The
patient is a 70-year hypertensive with stable angina. The
ophthalmologist determines the cause for the patient’s
complaints. The complaints are attributable to cataracts, and
the patient has a reascnable expectaticn of benefit from cataract
surgery, and wishes to undertake the risks of cataract surgery in
an effort to improve the vision. The surgeocn arranges for
determination of lens implant power, anesthesia as needed, and
further medical evaluation and treatment of the patient
precperatively by the patient’s family physician if indicated.
The ophthalmologist may perform a history and physical, or if it
1s in the best interests of the patient, the family physician may
perform a preoperative history and physical examination. The
surgical ophthalmologist performs the surgery and provides for
all aspects of the patient’s postoperative care.

HYPOTHETICAY, SITUATION NO. 4
A patient is referred to an ophthalmologist by an

optometrist because of decreased vision. The patient is a 50-
vear old with no evidence of medical diseases and with
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persistently decreasing vision which interferes with the
patient’s ability to maintain employment. The ophthalmologist
performs the necessary examinations to determine the cause of the
patient’s visual complaints. The ophthalmologist makes an
estimation of the potential benefit which the patient may
reasonably expect if cataract surgery is undertaken. The surgeon
discusses the risks of cataract surgery with the patient and
makes arrangements for appropriate anesthesia if necessary. The
patient may be asked by the surgeon to have a history and
physical examination performed by his family physician, or the
ophthalmologist may wish to proceed with the history and physical
examination without the assistance of a family physician. The
surgeon determines the type of surgery best suited for the
patient’s needs and determines the lens implant power and type
most suitable for the particular patient. The surgeon performs
the surgery and provides for all aspects of the patient’s
postoperative care. The surgeon may provide the patient with a
postoperative refraction. The surgeon may elect to return the
patient to the referring optometrist for evaluation and
prescription of a postoperative lens.

HYPOTHETICAIL SITUATION NO. 5

A patient is referred to an ophthalmologist by an
optometrist to have an evaluation of decreasing vision which is
thought to be due to cataracts. The surgical ophthalmologist
evaluates the patient with a complete ophthalmic examination. A
determination is made that cataracts are the cause for the
patient’s complaints, and that the patient would benefit from
surgical intervention. The surgeon discusses with the patient
the potential risks and benefits of cataract surgery. The
surgeon determines whether or not additional ophthalmic or
medical conditions warrant further intervention prior to Surgery.
The ophthalmologist may perform a history and physical
examination with or without the assistance of the patient’s own
medical physician. The ophthalmologist determines the power and
type of implant and surgery most suitable for the patient. The
ophthalmologist performs the surgery. The ophthalmologist
evaluates the patient for a limited time in the postoperative
periocd. The remainder of the postoperative period is the
responsibility of the optometrist. The optometrist makes the
decisions about the progress of the patient postoperatively,
adjusts medications, determines whether or not complications are
present, and refers complications to an ophthalmologist or family
physician as the optometrist feels is indicated. The patient,
surgeon and optometrist have all agreed on the scenario
preoperatively, and have put this in writing. The optometrist
represents his care to a third party payor as being a portion of
the postoperative care, and splits the reimbursement fee for
postoperative care with the ophthalmologist.



HYPOTHETICAL SITUATION NO. 6

An optometrist refers a patient to a surgeon for cataract
surgery. The ophthalmologist confirms the optometrist’s
findings with a limited evaluation. The optometrist or
ophthalmologist may determine the power of the lens implant to be
used intraoperatively. The optometrist or ophthalmologist
determines what type of surgical procedure and anesthesia are
indicated. A preoperative history and physical may be performed
by the ophthalmologist or family physician. The ophthalmologist
performs the surgery with or without the observation of the
optometrist. The ophthalmologist does not provide postoperative
care. From the first day postoperatively the optometrist assumes
100% of the responsibility for postoperative care. The
optometrist represents his care to the third party payor as being
deserving of compensation for the entire postoperative period.
The optometrist is responsible for evaluation of the eye
postoperatively, monitoring its progress, evaluation for
complications, adjustment of medications and referral to
physicians as needed as felt indicated by the optometrist. The
patient is aware preoperatively and is in agreement with the
surgeon and optometrist to have the optometrist provide the
entirety of the postoperative care.

HYPOTHETICAYL SITUATION NO. 7

An ophthalmologist comes from out of state and is prepared
to operate on a number of patients who have been prepared for
surgery by an optometrist. The optometrist determines whether or
not the patient has a problem which would benefit from cataract
surgery. The optometrist does preoperative testing for
intraocular lens power and selects a type to be used
intraoperatively. A history and physical examination is
performed by the optometrist. The surgeon does the surgery, and
is not available within Iowa postoperatively. The optometrist is
completely responsible for the entirety of the patients’
postoperative care, including the monitoring of the eye
postoperatively for normal healing, complications and adjustment
of medications. The optometrist has the entire responsibility to
seek assistance from some physician or ophthalmologist should
complications develop. The patient, surgeon and optometrist are
entirely aware of this situation preoperatively, and agrees to
this arrangement in writing. The optometrist presents his care
to a third party payor as being the entirety of postoperative
care splitting the global fee for cataract surgery with the
surgeon.



HYPOTHETICAL SITUATION NO. 8

A patient is referred to an ophthalmologist by an
optometrist for consideration of a laser procedure. This laser
procedure could be for opacification of the posterior capsule
following cataract surgery, uncontrolled glaucoma, proliferative
or background diabetic retinopathy, angle closure glaucoma, a
retinal tear, or treatment of venocus stasis retinopathy or other
condition. The ophthalmologist evaluates the patient
preoperatively to determine whether or not the laser procedure is
indicated. The ophthalmclogist then performs the laser procedure
using retrobulbar or topical anesthesia or no anesthesia
depending upon the particular needs of the patient.
Postoperatively, the patient is referred back to the optometrist
for further care. The patient, surgeon and optometrist have all
agreed on this scenario preoperatively and have put this in
writing. The optometrist represents his care to a third party
payor as being a portion of the postoperative care and splits
the reimbursement fee for postoperative care with the
ophthalmologist.

QUESTIONS PRESENTED

l. Has the ophthalmologist in factual situation No. I
fulfilled his responsibility to his patient?

2. Has the ophthalmic surgeon in factual situation No. 2
fulfilled his responsibility to his patient?

3. Has the surgical ophthalmologist in factual situation
No. 3 fulfilled his responsibility toc his patient?

4. Has the ophthalmologist in factual situation No. 4
fulfilled his responsibility to his patient? Is the optometrist
in factual situation No. 4 engaging in the practice of medicine?

5. Has the ophthalmic surgeon in factual situation No. 5
fulfilled his responsibility to his patient? Is the optometrist
in factual situation No. 5 engaging in the practice of medicine?

6. Has the ophthalmologist in factual situation No. 6
fulfilled his responsibility to his patient? Is the optometrist
in factual situation No. 6 engaging in the practice of medicine?

7. Has the ophthalmologist in factual situation No. 7
fulfilled his responsibility to his patient? Is the optometrist
in factual situation No. 7 engaging in the practice of medicine?

8. Has the ophthalmologist in factual situation No. 8
fulfilled his responsibility to his patient? Is the optometrist
in factual situation No. 8 engaging in the practice of medicine?



AUTHORITIES
Section 147.2 of the Code of Iowa provides as follows:

A person shall not engage in the practice of medicine and
surgery, podiatry, osteopathy, osteopathic medicine and
surgery, psychology, chiropractic, physical therapy,
nursing, dentistry, dental hygiene, optometry, speech
pathology, audiology, occupational therapy, pharmacy,
cosmetology, barbering, dietetics, or mortuary science or
shall not practice as a physician assistant as defined in
the following chapters of this title, unless the person has
obtained from the department a license for that purpose.

Section 147.107 of the Code of Iowa provides in pertinent part:

1. A person, other than a pharmacist, physician, dentist,
podiatrist, or veterinarian who dispenses as an incident to
the practice of the practitioner’s profession, shall not
dispense prescription drugs or controlled substances.

2. A pharmacist, physician, dentist, or podiatrist who
dispenses prescription drugs, including but not limited to
controlled substances, for human use, may delegate
nonjudgmental dispensing functions to staff assistants only
when verification of the accuracy and completeness of the
prescription is determined by the pharmacist or practitioner
in the pharmacist’s or practitioner’s physical presence. A
physician, dentist, or podiatrist who dispenses prescription
drugs, other than drug samples, pursuant to this subsection,
shall annually register the fact that they dispense
prescription drugs with the practitioner’s respective
examining board. A physician, dentist, or podiatrist who
dispenses prescription drugs, other than drug samples,
pursuant to this subsection, shall offer to provide the
patient with a written prescription that may be dispensed
from a pharmacy of the patient’s choice or offer to transmit
the prescription to a pharmacy of the patient’s choice.

L

5. Notwithstanding subsection 1 and any other provision of
this section to the contrary, a physician may delegate the
function of prescribing drugs, controlled substances, and
medical devices to a physician assistant licensed pursuant
to Chapter 148C. When delegated prescribing occurs, the
supervising physician’s name shall be used, recorded, or
otherwise indicated in connection with each individual
prescription so that the individual who dispenses or
administers the prescription knows under whose delegated
authority the physician assistant is prescribing.



Section 148.1 of the Iowa Code provides:

For the purposes of this title the following classes of
persons shall be deemed to be engaged in the practice of
medicine and surgery:

1. Persons whe publicly profess to be physicians or
surgeons or who publicly profess to assume the duties
incident to the practice of medicine or surgery.

2. Persons who prescribe, or prescribe and furnish
medicine for human ailments, or treat the same by surgery.

3. Persons who act as representatives of any person
in doing any of the things mentioned in this section.

Section 154.1 of the Iowa Code provides in pertinent part as
follows:

For the purpose of this title the following classes of
persons shall be deemed to be engaged in the practice of
optometry:

L. Persons employing any means other than the
use of drugs, medicine or surgery for the measurement
of the visual power and visual efficiency of the human
eye; the prescribing and adopting of lenses, prisms,
and contact lenses, and the using or employment of
visual training or ocular exercise, for the aid,
relief, or correction of vision.

2. Persons who allow the public to use any
mechanical device for such purpose.

3. Persons who publicly profess to be
optometrists and to assume the duties incident to said
profession.

Certified licensed optometrists may employ
cycloplegics, mydriatrics, and topical anesthetics as
diagnostic agents topically applied to determine the
condition of the human eye for proper optometric
practice or referral for treatment to a person licensed
under Chapter 148 or 150A. .

Therapeutically certified optometrists may employ
the following pharmaceuticals: topical pharmaceutical
agents, oral antimicrobial agents, oral antihistamines,
oral antiglaucoma agents, and oral analgesic agents,
and notwithstanding §147.107 may without charge supply
any of the above-listed pharmaceuticals to commence a
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course of therapy. Superficial foreign bodies may be
removed from the human eye and adnexa. These
therapeutic efforts are intended for the purpose of
examination, diagnosis, and treatment of visual
defects, abnormal conditions and diseases of the human
eye and adnexa, for proper optometric practice or
referral or for consultation or treatment to persons
licensed under Chapter 148 or 150A.

Administrative Code §653-10.1(17A, 147) provides in

pertinent part as follows:

Towa
part

"The practice of medicine and surgery' shall mean holding

one’s self out as being able to diagnose, treat, operate or
prescribe for any human disease, pain, injury, deformity or
physical or mental condition and who shall either offer or
undertake, by any means or methods to diagnose, treat,
operate or prescribe for any human disease, pain, injury,
deformity or physical or mental condition. This rule shall

not apply to licensed. . . optometrists... who are
exclusively engaged in the practice of their
profession.

Administrative Code §653-12.4(258A) provides in pertinent
as follows:

Grounds for Digcipline. The board may impose any of the
disciplinary sanctions set forth in Rule 12.2 (258A)
including civil penalties in an amount not to exceed
$10,000, when the board determines that the licensee is
guilty of any of the following acts or offenses:

4

12.4(12) Knowingly aiding, assisting, procuring, or
advising a person to unlawfully practice medicine and
surgery, osteopathic medicine and surgery or osteopathy.

12.4(27) Negligence and failing to exercise due care in
the delegation of medical services to or supervision of
nurses, physician’s assistants, employees or other
individuals, whether or not injury results.

RULING
(.egal Authorities)

In construing the statutory provisions of chapters 148 we

are guided by decisions of the Iowa Supreme Court. The Court has

long

construed the practice of medicine and surgery to encompass



9
diagnosis and the prescription of the proper treatment. As early
as 1929 the Court analyzed the role of prescribing treatment in

the practice of medicine in State v. Hughev, 208 Iowa 842, 226

N.W. 371 (1929). Construing the 1927 statutory predecessor to §
148.31{1}, which in identical language defined persons engaged in
the practice of medicine and surgery as "[plersons who publicly
profess to be physicians or surgeons or publicly profess to
assume the duties incident to the practice of medicine or
surgery," the Court held:

The argument for defendant is that, inasmuch as he gave
no medicine he could not be guilty of practicing
medicine. The term ’'practice of medicine’ is defined
by section 2538. It is not confined to the
administering of drugs. Under this statute one who
publicly professes to be a physician, and induces
others to seek his aid as such, is practicing

medicine. Nor is it requisite that he shall profess in
terms to be a physician. It is enough under the
statute if he publicly profess to assume the duties
incident to the practice of medicine. What are ’'duties
incident to the practice of medicine’? Manifestly the
first duty of a physician to his patient is to diagnose
his ailment. Manifestly, also, a duty follows to
prescribe the proper treatment therefor. If,
therefore, one publicly profess to be able to diagnose
human ailments, and to prescribe proper treatments
therefor, then he is engaged in the practice of
medicine, within the definition of section 2538.

208 Iowa at 846-47, 226 N.W. at 373.
Three years later the Court focused on diagnosis in the

practice of medicine. In State v. Howard, 216 Iowa 545, 245 N.W.

871 (1932), the Court reviewed a suit to enjoin an unlicensed
perscon from diagnosing and treating “so-called common diseases,
including appendicitis, rheumatism, arthritis, neuritis, flus and

colds"” by a process called naprapathy. Noting that the defendant
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purported to diagnose the ailments of his patrons before

embarking on a naprapathy treatment, the Court ruled:
Correct diagnosis is one of the first duties of the
qualified physician. Purported diagnosis is also the
first resort of the disqualified one, and the first
requisite of a miraculous cure. The aillments, curable
or incurable, which he professes to discover, and to
cure, are such only as his own diagnosis declares....
Diagnosis, as a guide to treatment, is therefore
clearly one of the duties of the physician.

216 Iowa at 551, 245 N.W. at 874.
Diagnosis and treatment have been determined to constitute
the practice of medicine and surgery in other contexts. See

State v. Robinson, 236 Iowa 752, 19 N.W.2d 214 (1945) (healing

through power of thought and laying on of hands constitutes

practice of medicine); State v. Baker, 212 Iowa 571, 235 N.W. 313

(1931) (treatment of cancer through secret preparations
constitutes practice of medicine); 1966 Op.Att’yGen. 13
(diagnosis and treatment of mental conditions constitutes the
practice ¢f medicinej.

Most recently, in State v. Van Wyk, 320 N.W.2d 599 (Iowa

1382}, the Department of Health sought to enijoin a chiropractor
frem performing a number of procedures, including acupuncture,
withdrawal of blood and prescribing a dietary course of
treatment, which were alleged to be ocutside the scope of the

practice of chiropractic.* The Iowa Supreme Court upheld the

*Following the Van Wyk decision, the statutes governing the
practice of chiropractic were amended to add withdrawal or
ordering withdrawal of blood for diagnostic purposes and
rendering nutritional advice to the scope of chiropractic.
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injunction on the rationale that the modalities for the practice
of chiropractic were specifically delineated by statute and the
procedures in question were not enumerated. JId., at 603-04. The
Court explained the justification for this restriction as
follows:

The reason for all laws restricting this and other
professions is the protection of the public, and to
that end the legislature has seen fit to enact laws and
provide means for enforcing the regulations governing
the practice of the various forms of the art of
healing, permitting each practitioner to follow his
profession according to its established principles.
Each may have its merits; but those persons who are
authorized to practice one form of the art may not
encroach upon another form for which they have no
authority from the state.

Id. at 603, quoting from, State v. Boston, 226 Iowa at 437-38,

284 N.W. at 144. The Van Wyk Court further noted that the

statutes governing the practice of medicine and osteopathic

medicine are less restrictive, stating "unless some restrictions

be placed thereon by the legislature, the whole field of medicine

and surgery is open to the practitioner.” Id. at 602, 603.
{Professional Standards)

In order to respond to the questions presented, it is
helpful to review statements made by professional associations
and other governmental agencies regarding the issues here in
gquestion. We first discuss the difference between
ophthalmologists and coptometrists. That difference has been
described as follows:

An ophthalmologist is a duly licensed physician who

specializes in the care of the eyes. An optometrist
examines eyes for refractive error, recognizes (but
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does not treat) diseases of the eye, and fills
prescriptions for eyeglasses.

Williamson v. Lee Optical of Oklahoma, Inc., 348 U.S$.483, 75 S.Ct

461, 99 L.Ed. 1256 {1955).

The Office of Technology Assessment (OTA) of the United
States Congress issued a staff paper in October of 1988, titled
"Appropriate Care for Cataract Surgery Patients Before and After

Surgery." This OTA Staff Paper similarly discussed the

difference between these two professions:

Ophthalmology is a surgical specialty of medicine, and
ophthalmologists must spend 4 years in medical school,
1l year as an intern in a hospital, and 3 years as a
hospital-based ophthalmology resident. Optometry is
not a specialty of medicine, and optometrists undergo a
4-year professional training program.

As a physician, an ophthalmologist gets 3 years of
clinical training (2 years as a medical student and 1
vear as a hospital intern) in the evaluation and
treatment of patients with a variety of medical
conditions. This experience may enable an
ophthalmologist to evaluate a patient’s fitness for
surgery, taking into account the patient’s systemic
conditions. This experience may also enable an
ophthalmologist to initiate management of postoperative
complications that require certain systemic drugs or
surgery. At no point during training does an
optometrist receive clinical training in the evaluation
and treatment of patients with a range of medical
problems.

As an ophthalmology resident, an ophthalmologist
gets 3 years of clinical training in the evaluation and
treatment of patients with serious eye problems. An
optometrist gets clinical training in the evaluation of
patients for refraction, but significantly less
experience in the management of patients with serious
eye problems. Finally, an ophthalmology resident
performs cataract and other eye surgery and manages the
postoperative care of many of the patients on whom he
or she operates. An optometrist gets considerably less

clinical exposure to patients who have undergone eye
surgery.
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OTA Staff Paper at 6-7.

As set forth previously, the Iowa General Assembly has
delineated the scope of practice of an optometrist. Optometry
must employ "means other than the use of drugs, medicine, or
surgery for the measurement of visual power and visual efficiency
of the human eye." Iowa Code § 154.1{1) (1991). Although
optometrists may use certain specifically designated anesthetics
and pharmaceuticals, Iowa Code § 154.1(3), the optometrist is not
generally empowered to prescribe or dispense drugs as is a
physician or surgeon. See Iowa Code §§ 147.107, 148.1(2). By
comparison, "unless some restrictions be placed thereon by the
iegislature, the whole field of medicine and surgery is open to

the [physician] practitioner." State v, Van Wyk, 320 N.wW.2d at

603.

We turn now to a discussion of ‘the responsibilities for the
preoperative, operative, and postoperative care of cataract
surgery patients. Although the public perception may be that
cataract surgery has become routine, it is still major surgery
and involves the risk of numerous postoperative complications.
see OTA Staff Paper at 37; Policy Statement, American Academy of
Ophthalmology, June 1992, at 1-2. Such complications include:

- .endophthalmitis, severe postoperative inflammation,
corneal edema, bullous keratopathy, pupillary block,
secondary glaucoma, intraocular hemorrhage, wound
leakage or rupture, cystoid macular edema, detached
retina, pupillary displacement, iris proclapse,

subluxation or dislocation of the lens, touching of the

cornea by the IOL, and opacities of the posterior
capsule.
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OTA Staff Paper at 37 (citations omitted). These complications
must be managed appropriately if the surgery is to be as
successful as possible. 1Id. at 33-34 (citations omitted).

Generally speaking, preoperative care is “the process of
examining and performing diagnostic tests on a patient to assess
a patient’'s fitness for surgery." OTA Staff Paper at n. 1. That
process includes evaluation:

- +.to determine whether cataract surgery is a

justifiable risk given the state of the patient’s

cataract, health of the patient’'s eyes, and the

patient’s overall health; which cataract extraction

procedure to use, and whether to implant an intraocular

lens (IOL); and whether surgery should be done in the
hospital or can safely be done in an ocutpatient

setting. Such judgments should be based in part on

knowledge of How concurrent eye or systemic disease

affects the risks and potential complications of

cataract surgery, as well as familiarity with the

various surgical techniques and I0Ls. [Id. at 5.]

In our view an ophthalmologist must be responsible for the
preoperative care of a cataract surgery patient. The
precperative care includes indépendent evaluation, diagnosis of
the condition warranting surgery, and discussion with the
patient. It is appropriate for a physician licensed under Iowa
Code chapters 148, 150 or 150A , including a family practitioner,
to perform a preoperative history and physical for that patient.

The operative care itself is clearly the responsibility of
the ophthalmolegist. Operative care must be provided by an
ophthalmic surgeon.

Postoperative care, "which begins with completion of a

surgical procedure and continues until the patient’s wound has

healed, is the process of patient management following surgery
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that 1s necessary to ensure the best possible surgical cutcome."
OTA Staff Paper, n. 1. The American Medical Association has
stated "that physicians performing surgery have an ethical
responsibility to continue the care of their individual patients
through the post surgical recovery and healing periocd." American
Medical Association Policy Statement No. 8, "Postoperative Care;
Responsibility and Reimbursement.®

In our view the surgical ophthalmologist is responsible for
providing all poétoperative care during the usual and customary
postoperative period, unless that care is delegated to an
equivalently-trained physician. Postoperative management of
cataract patients is inseparable from the entire surgical
process. It requires evaluation of the eye for postoperative
progress; adjustment of medications; and the detection,
diagnosis, and treatment of post-surgical complications. Post-
operative care may require the diagnosis of complications,
intervention of drugs, or additional surgery. Such postoperative
cére requires the education, training, and experience of an
ophthalmologist. Management of postoperative ophthalmic care
constitutes the practice of medicine and cannot be managed by
other health care practitioners, except under the direct
supervision of the surgical ophthalmologist.

We note that physician licensing agencies in at least
thirteen other jurisdictions have taken the position that
postoperative care of cataract patients shall be provided by

physicians rather than optometrists.
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Before responding to the specific questions posed, we note
the following caveats regarding use of the declaratory ruling
procedure to address these issues. Although we have decided to
proceed with a declaratory ruling, there are some difficulties
with the procedure that need to be addressed specifically.

First, a declaratory ruling does not allow input from
optometrists who are necessarily interested in the result.
Although proceeding instead by rulemaking to address these issues
would have permitted input £rqm optometrists, we have been
reluctant to codify the practice of medicine in rule form. We
are proceeding, therefore, by declaratory ruling with the
recognition that our ruling does.not bind optometrists.

Second, the petitioner is a professional organization which
cannot bind its members through the declaratory ruling procedure.
A declaratory ruling is intended to be binding between the
petitioner and the agency issuing the ruling in order that the
petitioner can conform behavior to the ruling. The Iowa Academy
of Ophthalmology, however, ié not an individual practitioner that
can conform its behavior to the ruling. Ophthalmologists,
moreover, have not petitioned individually for the ruling. As a
result, the ruling may be advisory with respect to the individual
ophthalmic practitioners in this state.

Third, violation of some of the statutes and rules involved
may carry criminal penalties. Violation of § 147.2, which
prohibits practicing medicine and surgery without a license, is a

serious misdemeanor. Iowa Code § 147.86 (1991). Rule 12.4(12),
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which prohibits knowingly aiding or assisting a person to
unlawfully practice medicine and surgery, carries administrative
penalties but also addresses potentially criminal cénduct.
Generally, criminal charges are directed at those who practice
medicine and surgery with no license at all rather at those who
cross lines that are drawn between the practice of separate
licensed professions. Because optometrists are not participating
in this proceeding and because a declaratory ruling is not an
appropriate vehicle to determine criminal conduct, we do not
intend to resolve any issues of criminal conduct in this ruling.

With these caveats in mind, applying the principles
developed by the Iowa Supreme Court in defining the practice of
medicine and surgery and cognizant of the applicable professional
standards, we provide the following answers to your questions.

1. The ophthalmologist in hypothetical situation no. 1 has
not violated any statutes or rules of the Iowa Board of Medical
Examiners. The cphthalmologist has provided all of the patient’s
preoperative, operative, and postoperative care.

2. - The ophthalmic surgeon in hypothetical situation no. 2
has not violated any statutes or rules of the Iowa Board of
Medical Examiners. The ophthalmic surgeon has provided all
preoperative and operative care and has arranged for
postoperative care by a medical ophthalmologist who has
equivalent education and training as the ophthalmic surgeon. The

ophthalmic surgeon has also appropriately secured the patient’s
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approval prior to surgery for the arrangements for postoperative
care by another ophthalmologist.

3. The surgical ophthalmologist in hypothetical situation
no. 3 has not violated any statutes or rules of the Towa Board of
Medical Examiners. The surgical ophthalmologist has provided all
preoperative, operative, and postoperative care of the patient,
with the appropriate assistance of a licensed family practitioner
in performing a preoperative history and physical.

4, The ophthalmologist in hypothetical situation no. 4 has
not violated any statutes or rules of the Iowa Board of Medical
Examiners. The ophthalmologist has provided for all of the
patient’'s preoperative, operative, and postoperative care, with
appropriate referral to an optometrist for services which fall
within the scope of the practice of optometry. The optometrist
in hypothetical situation no. 4, moreover, has not engaged in the
practice of medicine. A postoperative refraction and
prescription of the postoperative lens fall within the scope of
the practice of optometry under § 154.1(1), and therefore, do not
constitute the practice of medicine.

5. The ophthalmic surgeon in hypothetical situation no. 5
has been negligent in the delegation of medical services to the
optometrist postoperatively in violation of rule 12.4(27).2 The

ophthalmologist has provided all of the patient’s preoperative

“The term "negligent” as used in the context of the rules of
the Iowa Board of Medical Examiners is not necessarily synonymous
with negligence in tort. The Board, in an appropriate contested
case, would determine whether to construe this term to impose a
different standard of conduct for disciplinary purposes.



19
and operative care, but has not provided for all of the patient’s
pestoperative care. The patient was still aﬁ risk for
postoperative complications since the patient was on
postoperative medications at the time the patient was referred to
the optometrist, indicating the eye was not completely healed.
By wrongly delegating responsibility for diagnosing postoperative
complications to an optometrist, the Qphthalmologist has created
a situation in which potential complications may be missed or not
referred in a sufficiently timely manner so as to prevent
permanent ophthaimic injury.

By agreeing that an optometrist may determine the presence
or absence of'surgical complications and adjust medications, the
ophthalmic surgeon may have knowingly assisted in the unlawful
practice of medicine in violation of rule 12.4(12). The
optometrist in hypothetical situation no. 5, in turn, may have
engaged in the practice of medicine to the extent that his
conduct exceeds that authorized in Iowa Code § 154.1. We
decline to determine in this declaratory ruling whether such
conduct is unlawful or to further construe the scope of the
optometrist’'s authority under Iowa Code § 154.1.

6. The ophthalmologist in hypothetical situation No. 6 has
been negligent in the delegation of medical services to the
optometrist in violation of rule 12.4(27). The ophthalmologist
provided insufficient preoperative care to the patient by
conducting only a limited preoperative evaluation and by

allowing an optometrist to determine the power of the lens
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implant to be used intraoperatively and to determine what type of
surgical procedure and anesthesia are indicated. The
ophthalmologist also failed to provide any postoperative care to
the patient.

The ophthalmic surgeon may have assisted in the unlawful
practice of medicine and surgery by allowing an optometrist to
determine the power of the lens implant to be used
intraoperatively, to determine what type of surgical procedure
and anesthesia are indicated, and to provide all postoperative
care to the patient. The optometrist in hypothetical situation
no. 6, similarly, may have engaged in the practice of medicine to
the extent that his conduct exceeds that authorized in Iowa Code
§ 154.1. We decline to determine in this declaratory ruling
whether such conduct is unlawful or to further construe the scope
of the optometrist’s authority under Iowa Code § 154.1.

7. The ophthalmologist in hypothetical situation no.
7 has been negligent in the delegation of medical services to the
optometrist in violation of rule 12.4(27) by totally abrogating
preoperative and postoperative responsibility for the patient.

By allowing an optometrist to assume responsibility for
preoperative and postoperative care of his surgical patient, the
ophthalmologist may have assisted in the unlawful practice of
medicine and surgery. The optometrist in hypothetical situation
no. 7, similarly, may have engaged in the practice of medicine to
the extent that all preoperative and postoperative care for the

patient, including performing a history and physical evaluation
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precperatively, monitoring the eye postoperatively for progress,
adjusting medications, detecting complications, and providing
other postoperative care, fall outside the scope of the practice
of optometry authorized in Iowa Code § 154.1. We decline to
determine in this declaratory ruling whether such conduct is
unlawful or to further construe the scope of the optometrist’s
authority under Iowa Code § 154.1.

8. The ophthalmologist in hypothetical situation no. 8 has
been negligent in the delegation of medical services to the
optometrist in violation of rule 12.4(27) by totally abrogating
postoperative responsibility for the patient. The standards set
forth above for provision of postoperative care of cataract
surgery patients are equally applicable to laser surgery
patients.

By allowing an optometrist to assume responsibility for the
postoperative care of his surgical patient, the ophthalmclogist
may have assisted the unlawful practice of medicine and surgery.
The optometrist in hypothetical situation no. §, moreover, may
have engaged in the practice of medicine to the extent that
providing all postoperative care for the patient, including
monitoring the eye post-operatively for progress, adjusting
medications, and detecting complications, exceeds the scope of
the practice of optometry under Jowa Code § 154.1. We decline to
determine in this declaratory ruling whether such conduct is
unlawful or to further construe the scope of the optometrist’s

authority under Iowa Code § 154.1,
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A
Issued this /5 day of November, 1992.

(ﬂ}zf§;§€2§%069vxﬂﬁyiﬁ

C. L., PETERSON, D.O.
Chairman, Iowa Board of
Medical Examiners

éélﬂw445 X7 Qij,ﬁ,i,)
DENNIS M. CARR

Acting Executive Director,
Board of Medical Examiners

Towa
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TERRY E. BRANSTAD, GOVERNOR BOARD OF MEDICAL EXAMINERS
ANN M. MARTINQ, PHD., EXECUTIVE DIRECTOR

November 18, 1993

Dear Physicians:

Late last year the Iowa Board of Medical Examiners issued a Declaratory Ruling in
response to a petition filed by the Iowa Academy of Ophthalmology. The petition stated eight
hypothetical situations involving the pre-operative, operative and post-operative care of cataract

surgery patients and posed a series of questions relating to the applicability of the Board’s statute
and rules in each.

During the last several months, the Board has received reports from several Iowa
physicians indicating that there is considerable uncertainty about the Ruling’s scope and effect,
particularly with respect to the billing of post-operative care for surgery patients. These reports
suggest that the Ruling unintentionally compounded the confusion existing among various
providers about the appropriate scope of post-operative care for cataract surgery patients. Given

the apparent conflict this has created in the state’s health care community, the Board is seeking
to clarify its intent in issuing the Ruling.

In response to specific questions posed in the petition on post-operative care, the Board
determined that as a matter of sound medical practice the physician performing the surgery is
responsible for providing the patient’s post-operative care. The Board also stated that a
physician who delegates responsibility for diagnosing post-operative complications risks violating
the Board’s administrative rule prohibiting the negligent delegation of medical services. The
Board did not specifically define the parameters of post-operative care or the surgeon’s specific
responsibilities in the Ruling. It is the Board’s position that these are clinical decisions that are

most appropriately made by the surgeon on a case-by-case basis in accordance with prevailing
standards of quality medical care.

It is important to note that the issue of proper billing for post-operative care which has
caused much of the confusion and controversy over the Declaratory Ruling was not directly
posed in the petition. However, the Board recognizes that federal reimbursement policy has
established a 90 day global billing period that includes a Medicare modifier permitting other
providers to bill for certain aspects of a cataract surgery patient’s post-operative care. Although
the Declaratory Ruling cautions surgeons against the negligent delegation of post-operative care,
the Board is aware that certain Iowa surgeons use the Medicare modifier to justify delegating
some post-operative responsibilities to other, non-physician providers. Consequently, the Board
is concerned that federal reimbursement policies may be influencing important clinical decisions:

about the scope of post-operative care in ways that could pose risks to the health and safety of’
patients.

1209 EAST COURT, EXECUTIVE HILLS WEST / DES MOINES, IOWA 50319-0180/ 515-281-5171
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In issuing the Declaratory Ruling, the Board did not address the question of whether
another health care provider is either qualified to provide the patient’s post-operative care or
eligible to bill and receive reimbursement for these services. By law, Declaratory Rulings are
limited in scope to determinations about how the statutes and rules cited in the petition are
applicable to the issues posed within the narrow context of the Board’s regulatory authority.
Accordingly, a Declaratory Ruling is not the appropriate forum for resolving questions that have
an impact on the practice of providers other than the petitioner or that are largely outside the
Board’s jurisdiction, as is the case in billing matters.

Inasmuch as the Declaratory Ruling has had consequences that far exceed its expected
scope, it is incumbent upon the Board to deal with its unintended effects. Toward this end, the
Board is prepared to take the actions necessary to ensure that cataract surgery patients receive
the appropriate level of post-operative care. Physicians who fail to provide patients with the
prevailing standard of high quality medical care are subject to sanction under the Board’s statutes
and rules. Be advised that use of the Medicare modifier may prompt a Board investigation if
there is any indication that post-operative care has been delegated in a negligent manner that
poses a risk to patients. Physicians should also be aware that improper use of the modifier may
result in allegations of fraud by federal health regulatory authorities. Physicians should direct

any questions they might have about billing to the state’s Medicare provider -- Blue Cross/Blue
Shield of Iowa.

Note that the Board’s position on post-operative care for cataract surgery patients is
consistent with the policies of adjoining states and the clinical practice guidelines on cataract care
issued by the Agency for Health Care Policy and Research (AHCPR), of the U.S. Department
of Health and Human Services. Physicians who perform cataract surgery are invited to review
the federal clinical guidelines on cataract surgery and take particular note of those pertaining to
post-operative care. The federal guidelines may be obtained, free-of-charge, by contacting the
AHCPR Publications Clearinghouse at 1-800-358-9295.

The Board is confident that compliance with the Declaratory Ruling will not unduly
inconvenience or create financial hardships for Iowans. Surgeons are expected to take the
necessary steps to ensure their patients can make informed decisions about where to seek the
surgical services they need. At a minimum, patients should always be apprised in advance that
the physician who performs the surgery is also responsible for providing post-operative care.-
Surgeons should also make a concerted effort to arrange their work schedules to accommodate.
patients traveling long distances from their homes to receive post-operative care. Access to high
quality care is of paramount concern to the Board. Following these sound medical practices
assures that every Iowan will receive the post-operative care surgeons are required to provide.
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The Board welcomes the opportunity to meet with consumers and with the appropriate
state authorities regulating non-physician health care providers concerned about the Rulings
impact on patient care. Requests to meet with the Board or for further information about the
Declaratory Ruling should be made in writing to the Board’s office.

Sincerely,

a %0@?”, i'p)
o
Charlotte A. Cleavenger, D.O.,

AN

Ann M. Martino, Ph.D,
Executive Director



October 9, 1995

Mary M. Conway, Vice-President

Towa State Board of Behavioral Sciences
P.O. Box 316

Emmetsburg, Towa 50536

Dear Ms. Conway:

The Towa Board of Medical Examiners (IBME) has received your Petition for a Declaratory
Ruling. The Executive Committee of the Board reviewed the Petition at its September 6, 1995
meeting and referred it for final recommendation to the full Board. The IBME is scheduled to
consider the Petition at its October 19, 1995 meeting. At that time, the Board will make a
determination about how to proceed with the Petition. You will notified of the Board’s decision
subsequent to the meeting.

Please do not hesitate to contact me if I can in anyway be of further assistance.
Sincerely,

Ann M. Martino, Ph.D.

Executive Director

AMM/me

cc: Dennis Carr, Associate Director

Theresa Weeg, AAG
Board Members

FAWltrs\conway dr



PO Box 316
Emmetsburg, Iowa 50536
August 17, 1995

Ann M. Martino, PhD

Executive Director

Towa State Board of Medical Examiners
Executive Hills West

Capitol Complex

Des Moines, fowa 50319-0180

Dear Ms. Martino,

Thank you for your letter of July 25, 1995, regarding my inquiry on whether Llcensed
Mental Health Counselors and/or Licensed Marriage and Family Therapists are

qualified to give a written diagnosis to third parties for reimbursement utilizing the
DSM-1V Manual.

Enclosed you will find a Petition For Declaratory Ruling Before The Iowa State
Board of Medical Examiners pursuant to the requirements of 653 TAC 10.10.

As a Public Member of The Towa State Board of Behavioral Sciences Examiners,
the question of who may make and use diagnoses seems to pose a significant public
safety problem. Our Board is here to protect and benefit the public, therefore, I
believe a Declaratory Ruling by the Board of Medical Examiners on this issue is
appropriate,

Very truly yours,

MaryM Al &7:&&7

Vice-President

fowa State Board of Behavioral Sciences Fxaminers
(712) 852-3712



PETITION FOR DECLARATORY RULING
BEFORE THE
TIOWA STATE BOARD OF MEDICAL EXAMINERS

Statement of Facts

Mrs. A 1s a party to a dissolution proceeding. Without the knowledge of her legai
counsel, Mrs. A visits a licensed mental health counselor who is not a licensed
physician, specifically, not a psychiatrist. After conferring with Mrs. A and
consulting the Diagnostic Statistics Manual [V (DSM-1V), the mental health
counselor renders a "diagnosis” of clinical depression and enters the same in

Mrs. A's permanent record. Later in the dissolution proceedings, the "diagnosis"

of clinical depression becomes an issue for purposes of child placement and health
insurance. Mrs. A's legal counsel objects to the mtroduction of such "diagnosis”,
maintaining that only psychiatrists, not licensed mental health counselors, may render
a written "diagnosis" upon which third parties may rely.

Issues

1) Whether a licensed mental health counselor, who is not a licensed physician, may render
a written "diagnosis" and whether third parties may rely upon such a "diagnosis"?

2) After an adverse outcome in the dissolution proceedings, Mrs, A is seen by a
psychiatrist who uitimately determines that her mental health problems stem from
situational, not biological, factors. What ramifications are there for the mental health
counselor who made the incorrect initial "diagnosis"?

Submitted by: Mary M. Conway 7’?14/»7_ el @,MM?
Vice-President B
[owa State Board of Behavioral Sciences Examiners
P.O. Box 316

Emmetsburg, fowa 50536
(712) 852-3712



TERRY E. BRANSTAD. GOVERNOR BOARD OF MEDICAL EXAMINERS
ANN M MARTING. PHD., EXECUTIVE DIRECTOR

July 25, 1995

Mary M. Conway

Roard of Behavioral Sciences Examiners
P.O. Box 316

Emmetsburg, IA 50536

Dear Ms. Conway:

You have requested an opinion of the Board of Medical Examiners as to whether Mental Health
counselors or marriage and family therapists would be practicing medicine without a license if
they make psychiatric diagnoses from the DSM IV Manual.

The Board may only make legally-binding policy through issuance of a rule, a declaratory
ruling, or a decision following a contested case proceeding. If you wish to request a declaratory
ruling, which would be the most appropriate way to address your request, please submit that
request pursuant to the requirements of 653 IAC 10.10, a copy of which is enclosed.

Please feel free to contact this office should you have any further questions. Thank-you.

T

Ann M. Martino, PhD
Executive Director

cc: File
Enclosure
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(v P 0. Box 316

Emmetsburg, lowa 350536
Mayl1, 1995

Chairman, Iowa State Board of Medicai Examiners _
State Capitol Complex A
Executive Hills West ol
Des Moines, fowa 50319-0180 R

Dear Chairman. o e

[ am a Public Member of the lowa State Board of Behavioral Sciences Ex.amine?g Qar
Board licenses and oversees Mental Health Counselors and Marriage and Family.:
Therapists. There are three Mental Health Counselors. three Marriage and Family ™
Therapists and three Public Members on this Board. '

An important question has been raised on the issue: Can Licensed Mental Heaith
Counselors or Licensed Marriage and F amily Therapists give a written diagnosis to third
parties for reimbursement utilizing the DSM IV Manual? It is my opinion that they
cannot, but I am definitely in the minority among the Board members.

My position is that (1) Physicians are the only ones who can make psychiatric diagnoses
from the DSM IV Manual. (2) Mental Heaith Counselors or Marriage and Family
Therapists would be practicing medicine without a license if they were allowed to make
and use diagnoses for third party reimbursement. ( 3) Said Counselors/Therapists would
be perpetrating fraud if they did, indeed, make and use diagnoses for third-party
reimbursement. (4) Public safety would be compromised if they were allowed to do so.

This opinion is based on my belief that Mental Health Counselors and Marriage and
Family Therapists would be operating outside the scope of their training if they were
allowed to diagnosis illnesses that are clearly medical in nature.

Would vou advise me on this issue? Our next meeting is June 15, 1995, at which time we
will be voting on whether or not to allow Licensed Mental Health Counselors and
Licensed Marriage and Family Therapists to diagnosis. [f1 am to be successful in
preventing this from happening, I will need substantive evidence, such as an opinion from

the Board of Medical Examiners, to accomplish my intention.

Thank you, in advance, for your assistance.

Very truly yours,

Mary M. Conway

Board of Behavioral Sciences Fxaminers
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COMES NOW the State of Iowa, and in response to the Reguest
for Declaratory Ruling states as follows:
1.

“\‘i
\
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P
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Attorney Michael Sellers has requested a declaratcery
ruling on several questions concerning Board procedures in
contestaed case proceedings.
2. The questions posed in the declaratory ruling request

are identical to issues raised in a judicial review action

currently pending before the Polk County District Court in a case
captioned John Doe IV v.
3.

Board of Medical Examiners,

AA No. 2571.
The judicial review action in John Doe IV primarily

involved a request for a continuance of a hearing in a contested
case that is currently pending before the Iowa Board of Medical
Examiners, and secondarily involved the question of whether the

Board’s Associate Director had authority to sign an order denying

John Doe IV'’s request to the Board for a continuance.
4.

Petitioner states in his request for declaratory ruling

+hat the district court ruled that the Board's Assocciate Directorx

~had no authority to rule on pending mesions in contested cases.

In fact, no written ruling was filed by the Court in this matter,
and the hearing before the Court was not on the record.

therefore, the statements made by the Court at that hearing are



subject to interpretation.

5. The undersigned attorney, as a party to that hearing,
recalls that the Court made no final determination regarding the
authority of the Associate Director. Instead, the Court directed
the Board’s executive director to issue an order denying the
continuance regquest under her signature, thus resolving in a
simple manner the gquesticn of whether the associate director
properly signed the order in question.

6. The district court further suggested that John Doe IV
consider whether she would be willing, in support of her
continuance reguest, to agree not to practice medicine pending
the resolution of the contested case before the Board. The Court
indicated that if the parties were not able tc reach agreement
regarding a continuance, it would likely dismiss the case for
lack of Jjurisdiction under Iowa (Code Section 17A.19(1).

7. John Doe IV subsequently agreed not to practice
medicine pending resoluticn of the contested case. Upon receipt
of this agreement and following a hearing, the Board’s executive
director entered an order granting an abbreviated continuance.
The matter never returned to the district court for final ruling
on the legal issues raised. The judicial review action remains
open, presumably pending a decision in the pending contested
-case. i
8. Accordingly, the guestions raised in the request for

declaratory ruling are not the proper subject of a declaratory

ruling by the Board because they involve issues that have been



ralsed before the Board in a pending contested case and before
the district court upon a petition for judicial review. John Doe
IV may again ralse these issues in the contested case proceeding,
and may pursue them upon Jjudicial review of any adverse decislon.
See 653 IAC 10.10(7)y{c} (the Board may decline to issue a
declaratory ruling if the issues presented are pending resolution
by a court of Iowa); Uniform Rules on Agency Frocedure, X.5 (a
petition for declaratory ruling may ben denied if "the guestions
presented by the petition are also presented in a current
contested case, or ... judicial proceeding that may definitively
resolve them.")

9. Questions regarding the Board’s disciplinary procedures
are most properly decided within the context of the disciplinary
proceeding itself, rather than by declaratory ruling. For this
reascon, Petitioner’s request should be denied. See Uniform Rules
on Agency Preccedure, X.5(5) (a declaratory ruling request may be
denied if the questions presented by the petition "would more
properly be resolved in a different type of proceeding.")

10. The guestions raised in Petitioner’'s reguest are not
the appropriate subiject of a declaratory ruling. See Uniform
Rules on Agency Procedure X.5(8) (a declaratory ruling regquest
may be denied if the petition "is not based upon facts calculated
.to aid in the planning of future condugt but is instead based
solely upon prior conduct in an effort to establish the effect of
that conduct or to challenge an agency decision already made.")

WHEREFORE, for the reasons set forth above, the State of



lowa requests that the request for declaratory ruling be

Copy to:

Michael Sellers

One Corporate Place,

1501 42nd St.
West Des Moines,

Towa

Suite 320

denied.
Respectfully submitted,

THOMAS J. MILLER
ATTORNEY GENERAL OF IOWA
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THERESA O’ CONNELL WHEG
Assistant Attorney General
Hoover State Cffice Building
Des Moines, Iowa 50319

(515) 281-6858

50265-1005

CERTIFICATE OF SERVICE
Phe undersignad horaby certrfies that o trus copy of
tha faregoing instrumant was served upon 2ech of the
getornays of recond of ail parties in the sbove-entitled
eRumE by eneioaing the s8I in &R enione sodress.
@ t0 aach such sthornsy &t his respactive address ge
giscioasd by the plesdings of record herein, with
pasinms Rulty peid end by dapositing said emaiioR ing
Limibes Sietes Post Oifice deporitory in Dsa Roines,
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1. In a legal proceeding before the Iowa District Court in and for Polk County, in a case
entitled John Do, 1V, v. The Board of Medical Examiners of the State of Jowa, the Judge of the
lowa District Court ordered that the Executive Director of the Board of Medical Examiners of the
State of lowa (hereinatter "Board") hold an immediate hearing, prior to 11:30 a.m. on Tuesday,
December 3, 1995, for the purpose of having the Board's Executive Director rule upon a pending
Motion for Continuance that had been filed shortly after service on Respondent of the original
Complaint and Statement of Charges.

2. The Judge also ruled, during a hearing on a Petition for Judicial Review of an Order
that had been issued by Dennis Carr, Associate Director/Director of Compliance of the Board,
denying the Motion for Continuance, that the ruling on the Motion for Continuance was void and
ruled that pursuant to lowa statute and administrative rule the Associate Director/Director of
Compliance does not have statutory or administrative rule authority to rule upon pending motions
or legal matiers in disciplinary proceedings.

3. The Judge also stated to the participants that it was the opinion of the fowa District
Court that anyone associated with the Board who has any direct participation, either in the
investigation of a case or in the management of a case and preparation of investigative materials,
should not participate, in any way, in decisions regarding the legal aspects of administrative
proceedings and disciplinary proceedings, due to the obvious conflict of interest.

REQUEST FOR DECLARATORY RULING

4, The undersigned, as counsel for several respondents, hereby requests a declaratory
ruling by the Board that:

a. All procedural matters involving pending disciplinary proceedings
subsequent to the decision by the Board or disciplinary comumittees of the Board
that a Complaint and Statement of Charges should be formally filed against a
licensee will be considered and ruled upon either by the Executive Director of the
Board, an Administrative Law Judge designated by the Executive Director of the
Board, or by the Board itself or a panel of the Board.

b. All decisions as to whether or not motions or other legal proceedings
should or should not be referred over to an Administrative Law Judge for
determination shall be made only by the Executive Director of the Board or the
Board itself or a panel of the Board.



c. The Associate Director/Director of Compliance, who is also the chief
investigator participating in or directing the preparation of investigative files and
other materials for presentation to the Board or a panel of the Board in
disciplinary proceedings, shall not participate, in any way, in the consideration of
or decision making process relating to any motions or any aspects of the handling

Respectfuily submitted,

of legal proceedings in disciplinary proceedings before the Board.
S ]
/%0 [ ﬂ OEM

Michael M. Sellers, Attorney-at-Law (P}\.O( 04971)
One Corporate Place - Suite 320

1501 - 42nd Street i

West Des Moines, lowa 50266-1003 /
Telephone: (515)221-0111

Telefax: (515)221-2702

ATTORNEY FOR PETITIONER/APPELLANT
ORIGINAL FILED
Copy to:

Director

lowa Department of Human Services
Hoover State Office Building

Fast 13th and Walnut Street

Des Moines, lowa 50319

Tom Miller, lowa Attorney General
Jowa Department ot Justice
Hoover Building - Second Floor
Fast 13th and Walnut Streets

Des Moines, Iowa 50319

Theresa O'Connell Weeg

Counsel to the Board of Medical Examiners of the State of lowa
Jowa Department of Justice

Hoover Building - Second Floor

East 13th and Walnut Streets

Des Moines, lowa 50319



Armn Martino, Ph.D., Director

Board of Medical Examiners of the State of lowa

Executive Hills West
1209 East Court Avenue
Des Moines, lowa 50319-0180

declar

PROOF OF SERVICE

The undersigned certifles that the foregoing Instrumant was

sarved upon ol parties to the above causa to aach of the altomeys

of record ' rein £t their, respective addresses disclossd on he
A= 9 S

leadings -

' L™ LI FAX
ST ad R right Courier
L1 ederal ress ef: u
) ] (
o LR “r\_,.-/




B
£5

SATE OF
IOW A

TERRY E. BRANSTAD. GOVERNOR BOARD OF MEDICAL EXAMINERS
ANN M. MARTING, PHD., EXECUTIVE DIRECTOR

January 17, 1997

Eileen Marie Wayne, M.D.
2623 17th Street
Rock Island, Iilinois 61201

Re: Petition for Declaratory Ruling

Dear Dr. Wayne:

Recently, the Iowa Board of Medical Examiners (IBME) considered your Petition for a
Declaratory Ruling. After discussing the matter at length, the Board has determined that it does
not have the jurisdiction to issue a Declaratory Ruling on this matter.

The informed consent provisions of Section 147.137 are located in a subsection of Chapter 147
titled "Malpractice." In addition to the provision pertaining to informed consent, the subsection
contains provisions governing hospital peer review activities, scope of recovery in malpractice
cases, and contingent fees for attorneys in civil malpractice actions. As you are aware, there
is a well-developed body of judicial decisions involving these provisions and other medical
malpractice issues. Thus, the area of medical malpractice is the province of the judiciary and,
as such, outside the general scope of the Board’s authority.

As 10 the specific issue of informed consent, it is the Board’s opinion that the courts are, and
should continue in the future to be, the entity primarily responsible for interpreting the meaning
of Section 147.137. The informed consent issue arises far more frequently in the civil
malpractice arena than it does in the Board disciplinary process. The Board has determined that
when questions about informed consent do arise in a disciplinary case, they are best addressed
on the basis of the particular facts before it in the case. As yet, the Board had not decided a
case that considers informed consent in the manner in which it is discussed in your petition.

IBME rules provide that the Board may decline to issue a Declaratory Ruling if there is a lack
of jurisdiction, a lack of clarity in the issue presented, or the issue present is pending resolution
by a court of lowa or by the Attorney General. (See 653 Iowa Administrative Code 10.10.)
Based on the reasons set forth above, the Board has determined that it does not have the

jurisdiction to decide the question raised in your request for a Declaratory Ruling. The Board
believes the issue would be better resolved by the Iowa courts.

1209 EAST COURT, EXECUTIVE HILLS WEST / DES MOINES, IOWA B0O318-0180/515-281-5177



In sum, the Board is not the prevailing authority on the meaning of 147.137 even though it may
take action against a physician who fails to meet the requirements for informed consent it
establishes. Accordingly, the IBME voted to decline your Petition for a Declaratory Ruling.
For further information or clarification of the legal basis for the Board’s decision, please contact
Theresa Weeg, AAG, the IBME's legal counsel, at 515-281-6858.

Sinc%zrely,

Ann M. Martino, Ph.D.
Executive Director

AMM/me

cc: Dennis Carr, Associate Director
Theresa Weeg, AAG
Board Members

F\\iltrs\wayne. no
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TERRY E. BRANSTAD. GOVERNOR BOARD OF MEDICAL EXAMINERS
ANN M. MARTINQO, PriD., EXECUTIVE DIRECTOR

December 2, 1996

Eileen Marie Wayne, M.D.
2623 17th Street
Rock Istand, Illinois 61201

Dear Dr. Wayne:

The Iowa Board of Medical Examiners (IBME) has received your Petition for a Declaratory
Ruling. The Board will review the Petition at its December [2, 1996 meeting and make a
determination about how to proceed at that time. You will notified of the Board’s decision
subsequent to the meeting.

Please do not hesitate to contact me if I can in anyway be of further assistance.

Sincerely '

i ‘ ¢ 1
L b )I{ : _) 2{{,&,/(“1’7—;(’_{)
Ann M. Martino, Ph.D.
Executive Director

AMM/me
cc: Dennis Carr, Associate Director
' Theresa Weeg, AAG

Board Members

Frivwees\wayne dr

1202 EAST COURT, EXECUTIVE HILLS WEST / DES MCINES, I[OWA 50312-0180/ 515.281-5171



Eileen Marie Wayne MD & - .
2623 17" Street hp e
Rock Island, I 61201 ' )
(309) 786-6800
Fax (309) 786-8586
Answering Service (319) 328-4936
E-Mail EileeWayne(@aol.com

PETETION FOR DECLARATORY RULING BEFORE THE IOWA STATE
BOARD OF MEDICAL EXAMINERS

November 29, 1996

Towa Board of Medical Examiners
Executive Hills West

1209 East Court

Des Moines, Ia 50319

Dear Board Members:

Please provide clarification of the phrase “presumption that informed consent was given.” The phrase
is found in the General Provisions, Health-Related Professions Consent in Writing §147.137. At
issue is whether the word presumption refers to a presumption of consent or a presumption of being
informed. Please provide written clarification that the phrase means the following:

“Presumption that informed consent was given” means that a signed legal consent for a procedure
presumes the patient has been informed of the risks, benefits, and alternatives to that procedure. It
means presumed nformed. It does NOT mean PRESUMED CONSENT to a different, related, or
additional procedure. If a different or additional procedure is performed because of an emergency,
then "presumed informed" is impossible and unnecessary. In the absence of a well documented

emergency, performing an additional or different procedure violates the Iowa Law governing
informed consent.

i look forward to the Board’s response.
Sincerely,

Eileen Marie Wayne, M.D.



Eileen Marie Wayne MD
2623 17™ Street
Rock Island, IL 61201
(309) 786-6800
Fax (309) 786-8586
Answering Service (319) 328-4936
E-Mail EileeWayne@aol.com

November 19, 1996

Ann Martina, Executive Director
lowa Board of Medical Examiners
Fxecutive Hills West

1209 East Court

Des Moinesg, Ia 50319

Dear Ann Martina,

Thank you for taking my phone call Monday November 18, 1996. It is curious
that a group of physicians, who are members of the Licensing Board, are unable to
provide written clarification of informed consent. Perhaps a consumer group or
journalist might be more suited to the task. Tappreciate your help and await
Counsel’s response.

Sincerely,

C:/ ;’;)C/(/Nég Jz,._.) /;)@Z M:t/{_»/ {_/./[\) CAAf e /?’?/7 ) O©

f
Eileen Marie Wayne, ML.D.
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BOARD CERTIFIED EYE SURGEQON
LASEN. CATARACT & (MPLANT SURGERY
2EZE3 17TH STREET
ROCK IS5LAND, ILLINOIS 61201

(302) 786-6800
(308) 786-8586 Fax

October 25, 1996

Ann Martina, Executive Director
Iowsa Beard of Medical Examiners
Executive Hills West

1209 East Court

Des Moines, Ia 50319
Dear Ann Martina,

Thank you for taking my phone call and providing clarification of the Iowa Law governing
informed consent. At issue is whether the word presumed refers to a presumption of consent
or a presumption of being informed. Please provide written clarification that the phrase
“presumed informed consent” means the following:

Presumed informed consent means that a signed legal consent for a procedure presumes the
patient has been informed about the risks, benefits, and alternatives to that procedure. It
means presumed informed. It does NOT mean PRESUMED CONSENT to a different,
related, or additional procedure. 1f a different or additional procedure is performed because
of an emergency, then "presumed informed" is impossible and unnecessary. In the absence
of a well documented emergency, performing an additional or different procedure violates the
Iowa Law governing informed consent.

Please present my request for written clarification of the phrase “presumed informed™ to the
Board at the October 31 meeting. I look forward to the Board’s response.

Sincerely,

. . -
(_Z:' 9y &M /)77 Py é,A,) ;?ﬂ-—a; )}7- ZD»

Eileen Marie Wayne, M.D.



BEFORE THE BCARD OF MEDICAL EXAMINERS
OF THE S3STATE COF IOWA

IN THE MATTER OF:

Request for Declaratory
Ruling re: Pharmacist
Immunizations

DENIAL OF REQUEST FOR
DECLARATORY RULING

e et Nt St e

On this 4cth day of May, 1858, the Iowa Board of Medical
Examiners {Roard), having considered the request of the Iowa
Osteopathic Medical Associaticn (IOMA), through its executive
director Normal Pawlewskl, in a letter to the Board dated March
2, 1998, that the Board issue a declaratory ruling on the
question ¢f whether pharmacists who administer immunizations are

engaged in the unlicensed practice of medicine, hereby finds as

h

follows:

¥

1. In correspondence following submissicn of the request
for declaratory ruling, the Board advised IOMA that additional

rime was needed to consid

[§0

r thi

i

reguest. No obiection was made.
The statutory time frames for responding to a request for
declaratory ruling were therefore waived.

2. Following review of the request for declaratory ruling
at a Board meeting held June 4, 1398, the Board determined it is
not appropriate to issue a declaratory ruling on this issue. The
request for declaratory ruling is therefore DENIED for the
following reasons:

a. In IOMA's March 2, 1998, letter to the Bocard,
IOMA simultanecusly filed a complaint against a named
pharmacist for practicing wmedicine without a license,

and filed its reguest for declaratory ruling.



Accordingly, the request for declaratcecry ruling is not
pased upcn facts calculated to aid in the planning of
future conduct but 1s, instead, based solely or
primarily upon prior conduct in an effort to establish
the effect of that conduct. See Uniform Rule X.5(8).
The Board concludes issuance of a declaratory ruling is
therefore an inappropriate manner in which to resolve
this complaint.

b. In its letter requesting a declaratory ruling,
IOMA further asks the Bocard to overrule the opinion
that has been issued by the Board of Pharmacy Examiners
{Pharmacy Board) concluding that Iowa-licensed
pharmacists are not prohibited from participating in
immunization programs. The reguest for declaratory
ruling is thus a challenge to an agency decision
already made. Sesg Uniform Rule X.5(8). The Board
concludes that issuance of a declaratcry ruling is
rherefore an inappropriate manner in which to resolve
this issue.

c. Issuance of a declaratory ruling on the
question of whether a pharmacist may administer
immunizations would necessarily determine the legal
rightes of pharmacists, who have nct joined in the
petition or filed a similar petition. It may fairly be
presumed that the position of many pharmacists on the

question presented would be adverse to that of ICMA.



Sse Uniform Rule X.5(8;. The Board concludes that
igguance cf a deglaratory ruling 1is theraforn an
inappropriate manner by which to resolive this issus.

3., Tne Becard notes that the Pharmacy Board has jurisdictior
over the professional practices of Iowa-licensged pharmacists.

The Board does not believe issuance of a declaratory raling on

~he isasue of pharmacist immunizations is an appropriat: exercise

of its authority given the statutory provisions and
administrative rules upon which the Pharmacy Board relied to
corclude in 1ta letrey dated January 17, 19968, that Iowa-licznsec

Charmacists are not prohibited from participating in IMWUNIZATIOr

programs. See Uniform Rule X.5{5). The Board believes that any

issuss regarding the scope of pharmacy practice should be
regolved not by the Board of Medical Examiners, but inztead by
~he legislature, and/or referred to a scope of practics review

committee pursuant to the provisions of 1997 Iowa Acta, H.F. 710,

section 6, and 641 IAC 124.

WHEREFCRE, IT 1§ HEREBY ORDERED that this request for

declaratory ruling be denied for the reasons set forth above.

Teresa Mock, M.D., Chairperson
Iowa Board of Medical Examiners



BEFORE THE BOARD OF MEDICAL EXAMINERS OF THE STATE OF IOWA
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PETITION FOR y FILENO. 11.
DECLARATORY ORDER )

)
LAWRENCE C. VALIN, M.D., ) DENIAL OF PETITION FOR
PETITIONER ) DECLARATORY ORDER

deddrdkkdokhdhh ki kb ddhdh kR b Ak AR kA A bk ek A A R ke ke kbt

On October 18, 2006, Petitioner filed a Petition for Declaratory Order with the lowa
Board of Medical Examiners (Board) pursuant to Iowa Code section 17A.9. Petitioner
seeks the Board fo declare the provisions of 653 JTowa Administrative Code subsection
13.7(3) unconstitutional on the ground that it prohibits the free exercise of his religion.
653 IAC 13.7(3) states, “Confidentiality. A physician shall maintain the confidentiality of
all patient information obtained in the practice of medicine. Information shall be

divulged by the physician when authorized by law or the patient or when required for
patient care.”

Petitioner’s request was not submitted in the format specified by 653 1AC 1.9(3) for the
filing of a petition for declaratory order. However, the Board has determined that it will
waive the specific format requirements of this rule. The Board has reviewed Petitioner’s
request for declaratory order and concluded that the request should be denied on the
ground that Pelitioner has asked the Board to determine whether a statute is
unconstitutional on its face. This is a ground for denial of a petition for declaratory order
pursuant to 653 TAC 1.9(9)(a)(10).

THEREFORE IT IS HEREBY ORDERED: that Petitioner’s request for declaratory
order is hereby DENIED.

This Order is approved by the Board on November 9, 2006.

syn Lee, M.D., Chairperson
Tfowa Board of Medical Examiners
400 SW 8" Street, Suite C
Des Moines, lowa 50309-4686



BEFORE THE IOWA BOARD OF MEDICINE

*********************%**************************************************

) File No. 01-10-12

)
IOWA ASSOCIATION OF ) PETITION-APPLICATION FOR
NURSE ANESTHETISTS, ) DECLARATORY ORDER
Petitioner-Applicant ) RE: ARC 8579B

)

*****************************w******************************************

NOTICE OF PETITION FOR DECLARATORY ORDER

B R M R R R O I R R T T R T L L T R T e b E b e A L L s A

On April 7, 2010, Petitioner filed a Petition-Application for Declaratory Order with the
Towa Board of Medicine (Board) pursuant to Iowa Code section 17A.9. Petitioner
requests that the Board declare whether the Board will interpret proposed rule ARC
8579B to mean that the practice of chronic interventional pain management is “solely and
exclusively the practice of medicine”.

Pursuant to Iowa Code section 17A.9 and 653 IAC 1.9(2) the Board files this Notice of
Petition for Declaratory Order.

Attached, please find a copy of ARC 8579B.

Also attached, please find a copy of Petitioner’s Petition-Application for Declaratory
Order.

A
%ww« W 8’”’% April 16, 2010

Siroos S. Shirazi, M.D., Chaisefan Date
Iowa Board of Medicine

400 SW 8™ Street, Suite C

Des Moines, Iowa 50309-4686
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IOWA ASSOCIATION OF NURSE
ANESTHETISTS .
PETITION-APPLICATION FOR
Petitioner-Applicant DECLARATORY ORDER
RE: ARC 85798

COMES NOW your Petitioner-Applicant the Iowa Association of Nurse
Anesthetists (IANA) and states in support of its Petition-Application for Declaratory
Order the following:

1. That your Petitioner-Applicant is a professional association which represents
approximately 275 Certified Registered Nurse Anesthetists (CRNAs) who are

licensed under lowa law as Advanced Registered Nurse Practitioners (ARNPs).

2. That numerous members of the JANA have, for in excess of 15 to 20 years,
provided professional services to the public known as “pain management services”

or what are referenced as “chronic interventional pain management services” in
ARC 8579B.

3. That the Iowa Board of Medicine (IBOM) has had under consideration the
issue of chronic interventional pain management services for the past year or more.
The IBOM has issued from time to fime various drafts of public policy statements

and rules related to chronic interventional pain management services.

4, That attached hereto and made a part of the Petitioner-Applicant’s petition is
a copy of correspondence delivered to the IBOM at a public hearing on March 30,

2010 regarding ARC 8579B.



physician or osteopathic physician who is actively engaged in the

practice”.

10.  That members of the TANA have been providing chronic interventional pain
management services throughout the state of lowa during the regular course of
their practice for more than 15 years on an independent basis without the
supexvision of physicians. If the IBOM's intent is to interpret ARC 8579(B) as
interventional pain management services being “solely and exclusively within the
practice of medicine” CRNAs would be deprived of their practice rights and suffer
significant harm. An interpretation by the IBOM that chronic interventional pain
management services is “solely and exclusively the practice of medicine” would be

an arbitrary and capricious action by the Board.

11.  That further, such a restrictive interpretation would be beyond the authority
delegated to the IBOM by attempting to define the practice of medicine in a manner
that would be in derogation of the Board of Nursing’s power and authority to license

nurses and to define the practice of nursing.

12.  That further, such a restrictive interpretation would result in the
unconstitutional deprivation of property rights without due process of law and the

deprivation of the professional practice rights of nurses duly licensed as ARNPs

under the Board of Nursing.



is properly made in order that aggrieved parties may seek appropriate legal

remedy.

16. The question that Petitioner-Applicant wants answered for the record is as
follows:

Is it the intention of the IBOM to interpret ARC 8579B in a manner to mean
that chronic interventional pain management services are “solely and exclusively
the practice of medicine” and to prohibit other practitioners, including CRNAs, from

providing such services?

17.  Your Petitioner-Applicant suggests that the appropriate answer to the above
question is “NO”. The reasons for the desired answer being “no”, is that CRNAs as
ARNPs have for in excess of 15 to 20 years provided chronic interventional pain
management services as a part of their practice in a safe and efficacious manner.
That interpreting the rule in a restrictive manner to exclude CRNAs will be a

deprivation of the practice rights of CRNAs as set forth above.

18.  That your Petitioner-Applicant is not a party to another proceeding involving
the questions at issue, but is aware of the Board of Nursing and the Board of Health
having taken action as set forth in the attached copy of “The Rules Digest” of April
2010. As stated in The Rules Digest, the portion of the rule in question i
“ambiguous because it does not indicate whether chronic interventional pain

management is exclusive to medical and osteopathic physicians”.



Administrative Rule 653-1.9(1). Specifically, whether the Board will interpret the

proposed rule to mean that the practice of chronic interventional pain management

is “solely and exclusively the practice of medicine”.

CARNEY & APPLEBY rLc.
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James W. Carney (AT0000 132’5’

DATE

303 Locust Street, Ste 400
Des Moines 1A 50309-1770
Telephone: (515) 282-6803

Facsimile:

(515) 282-4700

Email; carney@carneylawfirmiowa.com
Attorney for Petitioner-Applicant

Original Filed
Copies to:

James C. Larew, General Counsel

Office of Governor Chet Culver and Lt. Governor
Patty Judge

1067 E. Grand Avenue

Des Moines, lowa: 50319

Joe Royce, Senior Legal Counsel
Iowa General Assembly
Statehouse

Des Moines, IA 30319

Kent Nebel, Director of Legal Affairs
Towa Board of Medicine

400 SW 8" St, Ste C

Des Moines, 1A 50309
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Mark Bowden, Executive Director
Towa Board of Medicine

400 SW 8th St, Ste C

Des Moines TA 50309-4685

RE: ARC 8579B Standards for Pain Management

Dear Mr. Bowden:

We represent the Iowa Association of Nurse Anesthetists in regard to ARC 85798, the
Towa Board of Medicine’s proposed rule establishing standards of practice for

interventional chronic pain management. I request that you provide a copy of this
communication to each member of the Board of Medicine.

The history of the pain management proposals considered by the Board of Medicine is
long and represents'a significant amount of tume, energy and effort on the part of the
Towa Board of Medicine. The proposed rule is, in the opinion of IANA members, a
significant improvement over prior proposals. There is, however, a continuing concern
as to the intent of the Iowa Board of Medicine. Quite simply, is the intent of the
proposed rule in ARC 85798 that the practice of interventional chronic pain
management. as defined by the rule, is “solely and exclusively” the practice of medicine?

A short review of the history of this issue gives cause to raise this question to the Board
of Medicine. As you may recall, the Board of Medicine originally adopted a policy
statement on chronic interventional pain management and posted the policy statement
on the Board’s website. The policy statement in part stated “the board concludes that the
practice of chronic interventional pain management, including the use of fluoroscopy, 1s
the practice of medicine and is not within the scope of practice of other health care
professionals, including CRNAs.” The same policy statement went on to state that other
professionals performing chronic interventional pain management procedures “should do
so only under the supervision of a physician or osteopathic physician who is actively
encaged in the practice”. The position pronounced in the policy statement is a radical
departure from the long existing practice here in Iowa of CRNAs providing chronic
interventional pain management services as independent practitioners.

This issue was considered by the Iowa legislature during the 2010 legislative session. 1
am certain that the Board of Medicine is aware of the fact that HF 2136 and companion
bill SSB 8085 were introduced in the legislature. We have enclosed a copy of HF 2136 for
your ready reference. The proposed legislation prohibited a person from practicing
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HOUSE FILE
BY T. OLSONW

A BILIL FOR

1 An Act regulating the practice of chronic interventional pain

2 medicine and providing penalties.

3 BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE QOF I1OWA:
TLSB 5839YH (3) 83

jr/nh
PAG LIN
101 Section 1. NEW SECTION. 148F.1 Definitions.
1 2 As usged in this chapter, unless the context otherwise
1 3 reguires:
1 4 1. "Chronic interventional pain medicine® means the diagnosis
1 5 and treatment of pain=related disorders primarily with the
1 6 application of interventional techniques in managing subacute,
1 7 chronic, persistent, and intractable pain.
1 8 2. V“Flucoroscope! means a radicologic instrument equipped with
1 9 a fluorescent screen on which opague internal structures Can
1

10 be viewed as moving shadow images formed by the differential

1 11 transmission of X rays throughout the body.

112 3. ‘“Ipterventional techniques" means percutansous needle

13 placement through which drugs are then placed in targeted

14 areag, nerves are ablated, or certain surgical procedures

15 involving injection of steroids, analgesics, or anesthetics are
16 performed. "Interventional techniques® inglude the following:
17 a. Lumbar, thoracic, and cervical spine injections,

18 intra=articular injection, intrathecal injectione, and epidural
19 indections, both interiaminar and transforaminal.

Facet injections.

Discography.

Nerve degtruction.

Cocoipital nerve blocks.

Cervical, thoracic, or lumbar sympathetic blocks.
Intradiscal electrothermal therapy.

gpinal cord stimulation or peripheral nerve gtimulation.
Intrathecal pump placement.

Ablation of targeted nerves.

Vertebroplasty.

Kyphoplasty.

Utitization of fluoroscopy, computerized tomography,

37 or ultrasound to assess the cause or location of a patient's

33 chronic pain or as a means of accurately directing needles,

34 catheters, or electrodes as part of a therapeutic modality for
3% chronic pain treatment.

1 Gec. 7. NEW SECTION. 148F.2 Prohibited practices ==

2 penalties. .

3 A person shall not practice or offer to practice chronic

4 jnterventional pain medicine in this state unless such person
5 has been duly licensed under the provisions of chapter 148 to
6
7
8

.

o]
1
g e muerome o0

engage in the practice of medicine and surgery or osteopathic
medicine and surgery, chapter 149 to engage in the practice
of podiatry, or chapter 153 to engage in the practice of

http://coolice.legis.state.ia.us/ Cool-ICE/ default.asp?Category=billinfo& Service=AmendPrint&g... 3/29/2010



Bill/Amendments for SJR 2003 Page 1 of 1

Senate Joint Resolution 2003 - Introduced

SENATE JOINT RESOLUTION
BY DOTZLER and COURTNEY

SENATE JOINT RESOLUTION

1 A Joint Resolution to nullify administrative rules of the

2 board of nursing concerning advanced registered nurse

3 practitioners and providing an effective date.

4 BE IT RESOLVED BY THE GENERAIL ASSEMBLY OF THE STATE OF IOWA:
TLSE 5078XS {2) 83
dr/nh

PAG LIN

1 Section 1. 655 Iowa administrative code, rule 7.2, subrule
2 2, is nullified.

3 Sec. 2. EFFECTIVE DATE. This joint resolution, being deemed
4 of immediate importance, takes effect upon enactment.

5 EXPLANATION

6 This joint resolution pullifies an administrative zule

7 adopted by the board of nursing that allows an advanced

8 registered nurse practitioner to provide direct supervision in
9 the use of fluoroscopic equipment. The joint resolution takes
0 effect upon enactment.

LSB 3078X8 (2) 83

jr/nh

O T i B R

http://coolice. legis.state.ia.us/Cool-ICE/default. asp?Category=billinfo& Service=AmendPri... 3/29/2010
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The Board will discuss the policy statement and receive public comment about

it on May 21. Written coments for the board are due by April 24 and should

be mailed to Board Executive Director Mark Bowden, 400 S,W. Eighth Street,
Suite C, Des Moines, IA 50309 or e-mailed to mark.bowden@iowa.gov

Towa Board of Medicine

Policy on Chrenic Interventional Pain Management
Approved

Definition

Chronic interventional pain management, as defined by the National Uniform Claims
Committee, is the diagnosis and treatment of pain-related disorders primarily with the
application of interventional techniques in' managing subacute, chronic, persistent, and
infractable pain.l Interventional pain technigues include percutaneous (through the skin) needle
placement. Drugs are then placed in targeted areas, nerves are ablated (excised or amputated), or
certain surgical procedures are performed. By way of example, procedures often involve
injection of steroids, analgesics, and anesthetics and include: lumbar, thoracic, and cervical spine
injections, intra-articular injection, intrathecal injections, epidural injections (both regular and
transforaminal), facet injections, discograply, vertebroplasty, kyphoplasty, nerve destruction,

occipital nerve blocks, and lumbar sympathetic blocks, Interventional pain management may
also mclude the use of fluoroscopy.

- Diagnosis and Treatment

Chronic interventional pain management involves interactive procedures in which the physician
is called upon to make continuing adjustments, noting that it is not the procedures themselves,
but it’s the “the purpose and manner in which such procedures are utilized” that demand the
ongoing application of direct and immediate medical judgment that constitutes the practice of
medicine. These procedures are used to assess the cause of a patient’s chronic pain, as a
therapeutic modality of freatment, and as a basis on which to recommend additional treatment,
including the need for surgical intervention and repeated or additional treatments. Offen times
the pain physician will perform a different chronic interventional pain management procedure
than prescribed by the referring physician based on the pathophysiology of the patient and the
determination that a patient would be unable to withstand the prescribed procedure. In order to
practice competent chronic interventional pain management the pain physician must understand
the particular history of the patient, which includes a complete neurological, musculoskeletal and
psychological assessment, as well as review of the available diagnostic studies (both pre-
procedure images and those obtained during the actual performance of the procedure). Only then
can the pain physician develop a proper treatment plan which may or may not differ from the

' Manchikanti, L. Medicare in interventional pain management: A critical analysis. Pain Pliysician, 2006;9: 171-167.



(15%), interventional techniques (15%), and other issues related to the practice of pain
111anagement.7

CRNAs do not possess the requisite education or training to practice medicine and,
particularly, to perform chronic interventional pain management.

Lack of training. Nurse anesthetists are required to have a bachelor’s degree which earns them .
an RN designation. They then undergo CRNA ftraining which consists of 18-24 months of
didactic and clinical training in administration of anesthetics. By way of example, CRNAs only
receive a total of six to seven years of total education compared to a physician practicing chronic
interventional pain management who is required to have a minimum education of twelve years,
and several have up to sixteen years of documented education. CRNAs cannot document gny
formal education in performing chronic interventional pain management.® In fact, the College of
Accreditation’s (COA) current standards, Jast revised in January 2006, do not require nurse
anesthetist programs to provide any clinical case experience in pain management (acute or
chromic).” Additionally, the COA. does not list pain management in the description of “full scope
of practice” for a CRNA.' This acknowledgment by the national accreditation body that the
medical specialty of chronic interventional pain management is beyond the skills of a CRNA
further supports the separation between nursing and medicine.

Since CRNAs cannot show any formal didactic or clinical training, many justify their
competency to practice medicine by attending a weekend seminar. In a 2008 American Academy
of Pain Management newsletter, it was reported that the American Association of Nurse

Anesthetists was pursuing centinuing education shortcuts to expertise in interventional pain-
management technigues. '

Through the Institute for Post Graduate Education, AANA is offering a 3-day
Tnterventional Pain Management Cadaver Model Lab course for CRNAs. The
course’s learning objectives include epidural steroid injections, discography, facet
injections, coding, and cervical, thoracic, and lumbar radiofrequency lesioning.
Although a 3-day comprehensive course in interventional pain management may
not seem adequate for providing comprehensive knowledge in the discipline, 1t is
the amount of iraining that most CRNAs receive in the practice of pain
management. The prevailing argument is that doing epidural and selective nerve

blocks for acute pain in the operation room will naturally extend to performing
interventional procedures for chronic pain. i

" Web. ABIPP Information Bulletin for Certification as Peliow for Interventional Pain Practice.
hitp://www,abipp.org/forms/diplomate/default.aspx. Retrieved December 3, 2008,

& Web, University of Iowa College of Nursing Anesthesia Nursing Course Sequence, (www.niowa.edu). Retrieved
November 24, 2008,

% COA, Standards for Accreditation of Nurse Anesthesia Education Programs, 2004 edition, revised January 2006.
p. 6-7.

1814, Glossary, p. 25. Note that this definition is attributed to “Scope and practice for nurse anesthesia practice,”
available from the AANA,

1 Wel. Francis, Michael. LSBN to Allow CRNAs to Practice Pain Management Procedures. Pain Medicine
Network, Winter, 2008. 4. www.painmed.ore/ndl/2008winter,_newsletter.pd.
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LABOR SERVICES DIVISION

10:20
OSHA: consultative services, TAB Vol. XXXI1, No. 19 ARC 85918, ADOPTED.

lowa’s Division of Labor Services operates with close ties to the federal Occupational
Health and Safety Administration. This rulemaking is an update of existing provisions
relating to consultative services provided upon request to employers without charge.
The purpose of the services is to help employers provide safe and healthy workplaces.
Under this program, the division will provide a safety consultant who will review the

workplace, without cost or penalty, for health and safety problems.

The consultant is independent of the enforcement staff. However, the employer must
take immediate action to eliminate employee exposure to a hazard that, in the judgment

of the consultant, presents an imminent danger to employees. The employer must also
remediate other identified serious hazards.

The consultant will evaluate the employer’s program for a safe and healthy workplace;
identify specific hazards in the workplace; and provide appropriate advice and assistance
in establishing or improving the employer’s safety and health program and in correcting

any hazardous conditions identified. Assistance may include education and training of



THE RULES DIGEST
..3...
A clinic may also participate in the program, with an agreement similar to that used

for individual health care providers, identify the clinic site, the patient groups served,
and the free services provided.

Similar to the process for denial, suspension or revocation of a professional license,
these agreements can be denied, suspended, or revoked, following a due process

hearing.

MEDICINE BOARD
1:00

Interventional chronic pain management, TAB XXXII No. 19 ARC 85768, NOTICE,

This proposal is a continuation of a long-standing rulemaking issue. The Nursing
Board has adopted rules allowing an advanced registered nurse practitioner (ARNP)
(more specifically: a certified registered nurse anesthetist---CRNA) to provide direct
supervision in the use of fluoroscopic x-ray equipment. The Department of Public
Health has adopted a rule amendment that allows all CRNAs fo supervise radiology
technicians and students for the use of fluoroscopy. The public health rule complements
the Board of Nursing's new rule that allows CRNAs to supervise fluoroscopy.

In 2009 the Committee referred this issue to the General Assembly, which took no
legislative action. Senate Study Bill 3085 (Human Resources Commitiee) and House
File 2136 (Judiciary Committee) both specifically defined the practice of chronic
interventional pain medicine and the techniques used in that practice. Both bills limited
the practice of interventional pain medicine to licensed physicians, podiatrists, or
dentists; neither was passed out of sub-committee.

The Medicine Board now proposes standards of practice for the practice of
interventional chronic pain management. It should be noted that unlike the proposed
legislation, these rules do not contain language which specifically limits interventional
pain medicine to a particular profession. The rule sets out a detailed definition of the

term “interventional chronic pain management.” 1In part, the definition states that:

“Interventional chronic pain management” means the diagnosis and treatment of pain-related

disorders with the application of interventional technigues in managing subacute, chronie, persistent,

and intractable pain.

The definition sets out the techniques used in pain management and provides
examples of those techniques in use. The rule also describes the process of pain
management: comprehensive patient assessment, pain diagnosis, evaluation and
selection of treatment options, termination of treatment when appropriate, follow-up

care, and collaboration with other health care providers.
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) File No. 01-10-12

)
IOWA ASSOCIATION OF ) PETITION-APPLICATION FOR
NURSE ANESTHETISTS, ) DECLARATORY ORDER
Petitioner-Applicant ) RE: ARC 8579B

)
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NOTICE OF MEETING - PETITION FOR DECLARATORY ORDER
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On April 7, 2010, Petitioner filed a Petition-Application for Declaratory Order with the
lowa Board of Medicine (Board) pursuant to lowa Code section 17A.9. Petitioner
requests that the Board declare whether the Board will interpret proposed rule ARC
8579B to mean that the practice of chronic interventional pain management is “solely and
exclusively the practice of medicine”.

On April 16, 2010, the Board filed a Notice of Petition for Declaratory Order.

Meeting: The Board shall hold a brief and informal meeting between the original
petitioner, all intervenors, and the Board. The original petitioner and intervenors shall
attend in person at the lowa Board of Medicine office, 400 SW 8" Street, Suite C, Des
Moines, lowa, to present to the Board members via speaker phone. The meeting is
scheduled to begin at 7:45 a.m. on Thursday, May 6, 2010.

\7{/‘% 7/ &““'75” April 28, 2010

Siroos S. Shirazi, M.D., Chairman Date
lowa Board of Medicine

400 SW 8™ Street, Suite C

Des Moines, lowa 50309-4686
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BEFORE THE IOWA BOARD OF MEDICINE

RE: ARC 8579B

)
PETITION BY IOWA ) FILE NO. 01-10-12
ASSOCIATION OF NURSE )

ANESTHETISTS FOR ) JOWA DENTAL ASSOCIATION’S
DECLARATORY ORDER ) PETITION FOR INTERVENTION
)

)

COMES NOW the Iowa Dental Association (“IDA”™) and in support of its Petition for
Intervention in the above-referenced Petition-Application for Declaratory Order hereby states as
" follows:

1. IDA represents nearly ninty percent of all dentists practicing in the state of lowa.
All dentists in the state of lowa are regulated by the Iowa Dental Board.

2. The Proposed Rule found at ARC 8579B provides that “interventional chronic
pain management is the practice of medicine.” The Proposed Rule located at ARC 8579B
defines “interventional chronic pain management” very broadly and such definition would
include certain activities routinely performed by dentists.

3. Dentists often engage in interventional chronic pain management and such
practices are within their scope of practice and are regulated by the Iowa Dental Board.

4. Representatives of the Board of Medicine have on two occasions publically stated
that they do not to intend the Proposed Rule found at ARC 8579B to preclude dentists from
performing interventional chronic pain management within their scope of practice. However,
“interventional chronic pain management is the practice of medicine” could be interpreted to
mean that other professionals, such as dentists, cannot perfogm such services. This language
makes the rule in question ambigious because it does not specify whether interventional chronic

pain management is exclusive to the practice of medicine. This ambiguity has been recognized



in the Rules Digest dated April, 2010, which was attached to the Petition by the Iowa
Association of Nurse Anesthetists.
5. To the extent not already set forth herein, IDA joins in and fully supports the
statements of the Petitioner-Applicant Iowa Association of Nurse Anesthetists regarding ARC
8579B.
6. IDA requests intervention in this matter and has an interest in the outcome
because ARC 8579B, as currently written, creates ambiguity regarding whether the Board of
Medicine’s Proposed Rule asserts that only medical doctors may perform interventional chronic
pain management as de.ﬁned therein.
7. IDA is not a party to another proceeding involving the questions at issue herein
and in the lowa Association of Nurse Anesthetists’ Petition-Application for Declaratory Order
regarding ARC 8579B. However, IDA has participated and provided comment letters to the
Board during the rulemaking process. A copy of the IDA’s comment letter to the Board is
attached hereto as Exhibit A.
8. In addition to the names and addresses of other associations identified in
paragraph 19 as being interested in the questions raised in the Jowa Association of Nurse
Anesthetists Petition-Application, IDA believes that the following persons or classes of persons
may be interested in the questions presented:
a. Iowa Dental Board
400 SW 8" Street, Suite D
Des Moines, 1A 50309
(515) 281-5157

b, Towa Hospital Association
100 E. Grand, Suite 100

Des Moines, 1A 50309
(515)288-1955



C. lowa Physician Assistant Society
525 SW 5" Street, Suite A
Des Moines, 1A 50309
(515)282-8192

9. Pursuant to lowa Administrative Code section 1.9(3)(6), IDA consents to be
bound by the determination of the matters presented in this proceeding to the extent it is allowed
to participate in the proceeding(s).

10. IDA requests that all further communications concerning this Petition for
Intervention be directed to Rebecca A. Brommel at the address and telephone number listed
below. ‘

WHEREFORE the lowa Dental Association respectfully requests it be allowed to
intervene in the Petition-Application for Declaratory Order regarding ARC 85798 filed by the
Iowa Association of Nurse Anesthetists. The Iowa Dental Association further respectfully
requests a declaratory order from the Board of Medicine declaring and clarifying the intent of the
Board of Medicine in adopting ARC 8579B pursuant to Jowa Code Section 17A.9 and Iowa
Administrative Code 653-1.9(1). The lowa Dental Association specifically requests the Board
enter an order indicating that the Proposed Rule does not mean that the practice of interventional
chronic pain management is fully and exclusively the practice of medicine and thus, that

interventional chronic pain management performed by dentists within their scope of practice is

subject only to the regulations of the Iowa Dental Board.
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Rebecca A. Brommel, AT000T235
BROWN, WINICK, GRAVES, GROSS,
BASKERVILLE AND SCHOENEBAUM, P.L.C.
666 Grand Avenue, Suite 2000

Des Moines, IA 50309-2510

Telephone: 515-242-2400

Facsimile: 515-283-0231

Email: brommel@brownwinick.com

ATTORNEYS FOR IOWA DENTAL
ASSOCIATION



Original to:

Mark Bowden

Executive Director

Iowa Board of Medicine
400 SW 8™ Street, Suite C
Des Moines, 1A 50309-4686

Copy to:

James W. Carney

303 Locust Street, Suite 400
Des Moines, lowa 50309-1770

ATTORNEY FOR PETITIONER-

APPLICANT IOWA ASSOCIATION OF

NURSE ANESTHETISTS

Kent Nebel

Director of Legal Affairs
Iowa Board of Medicine
400 SW 8" Street, Suite C
Des Moines, 1A 50309

ATTORNEY FOR IOWA BOARD OF
MEDICINE

Theresa Weeg

lowa Attorney General’s Office
1305 E. Walnut Street

Des Moines, IA 50319

ATTORNEY FOR IOWA BOARD OF
MEDICINE

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a true copy of the
foregoing instrument was served upon each of the attorneys of
record of all parties to the above-entitled cause by enclosing the
same in an envelope addressed (o each such attorney at such
attorney's address as disclosed by the pleadings of record herein
onthe 2%zl day of April, 2010.

By: 2 U.S. Mail 1 Facsimile
(1 Hand Delivered 0 Overnight Courier
O Federal Express i1 Other
Signature %—1
4 I Y
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ATTORNEYS AT LAW® Baskerville and Schoenebaum, P.L.C.  Ruan Center, Des Moines, IA 50309-2510

March 30, 2010 direct phone: 515-242-2490
direct fax: 515-323-8590
email. cownie@brownwinick.com

Mark Bowden

Executive Director

lowa Board of Medicine

400 SW 8™ Street, Suite C
Des Moines, Iowa 503094686

Re:  Proposed rule regarding chronic pain management

Dear Mr. Bowden;

This firm serves as counsel to the Iowa Dental Association (the “Association™). The Association
represents nearly ninety percent of all dentists practicing in the state of Jowa. It has come to the
attention of the Association that the Iowa Board of Medicine recently proposed a rule to establish
standards of practice for interventional chronic pain management (the “Proposed Rule™). The
Proposed Rule may interfere with the ability of dentists to treat patients by regulating certain
practices that dentists routinely perform to treat chronic pain. The Association, therefore,
opposes the Proposed Rule.

The Proposed Rule provides that “[i]nterventional chronic pain management is the practice of
medicine.” As a result, the Board of Medicine would regulate any activities that are included
within the definition of “interventional chronic pain management,” thereby prohibiting dentists
from performing these activities. The Proposed Rule defines “interventional chronic pain
management” very broadly, such that the definition includes certain activities that dentists
perform on a routine basis,

Dental patients frequently require treatment for chronic pain. The lowa Dental Board regulates
such practices when performed by a dentist. For example, dentists engage in the diagnoses and
treatment of disorders of the temporomandibular joint (“TMJ”). Treatment of TMJ disorders
often requires intra-articular injections of corticosteroids. The Proposed Rule, however, would
regulate intra-articular injection of steroids as interventional chronic pain management. In
addition, for over 50 years, fluoroscopy has been a useful tool in dentistry for the diagnoses of
the causes of chronic pain. Due to recent technological developments, many dentists expect
fluoroscopy to become an increasingly important tool in future years. The Proposed Rule,
however, would include in the definition of interventional chronic pain management fluoroscopy

CEXHIBIT

A Firm Commitment 1o Business™ 515-242-2400 phone 515-283-0231 fax www.brownwirl

A




March 30, 2010
Page 2

used to assess the source of a patient’s chronic pain. These are merely two specific examples in
which the Proposed Rule inappropriately intrudes into the practice of dentistry. Dentists also
must prescribe analgesics and anesthetics to dental patients, which are included within the scope
of the Proposed Rules. These procedures, when employed by dentists, must remain exclusively
within the regulation of the Iowa Dental Board, rather than the Board of Medicine.

For these reasons, the Association opposes the Proposed Rule. The Association requests that the
Board of Medicine revise the Proposed Rule to exclude dentists and the services performed by
dentists, Please do not hesitate to contact me if you have any questions.

Very truly yours,

athefiné C.M

CCC:af
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BOARD OF MEDICINE ] SOQ TSR B-GARIAL

PETITION FOR INTERVENTION BY RE: PETITION FOR DECLARATORY
THE IOWA MEDICAL SOCIETY ORDER BY THE IOWA ASSOCIATION
OF NURSE ANESTHETISTS ON
PROPOSED RULE ARC 85798

File No. 01-10-12

COMES NOW the Towa Medical Society (“IMS), and in accordance with IAC 653-
1.9(3), petitions the Towa Board of Medicine (“IBM”) to intervene in the above-stated matter. In

support of its Petition for Intervention, IMS states as follows:

1. The Iowa Medical Society (“IMS”), as a statewide professional organization of approximaiely
4600 MD and DO physician members who also are licensed by and under the jurisdiction of the
Jowa Board of Medicine (“IBM” or “Board”), has standing to appear before the IBM as an
intervenor in this matter. The issuance of a declaratory order by the IBM in this matter
potentially impacts the delivery of health care by IMS member physicians in this state, practice
relationships between IMS member physicians and other non-physician licensees, and the health

and safety of patients served by IMS member physicians. 653-1.9(3)(c)(1).

2. IMS is qualified and entitled to intervene in this matter on behalf of itself and its member
physicians who would be affected by action taken on the petition. The Petition for Declaratory
Order flows from rulemaking proposed by the IBM defining interventional chronic pain
management (ICPM) and declaring ICPM as the practice of medicine. IMS is the party that

originally sought clarification and declaration from the IBM regarding interventional chronic

1



pain management, including fluoroscopy, as the practice of medicine. IMS has actively
participated in all stages of study and debate of this matter before the IBM as well as before the
Towa Board of Nursing, the lowa Department of Public Health, the Iowa Administrative Rules
Committee, and the Jowa General Assembly. In addition, IMS physician members practice the

medical subspecialty of ICPM. 653-1.9(3)(c)(1).

3. The Petitioner sets out a single question to be answered in Paragraph 16 of the Petition as
follows: “Is it the intention of the IBOM to interpret ARC 8579B in a manner to mean that
chronic interventional pain management services are “solely and exclusively the practice of
medicine’ and to prohibit other practitioners, including CRNA’s, from providing such services?”
ARC 85798 sets forth the IBM’s proposed rule defining ICPM, identifying functions associated

with ICPM, and declaring that ICPM is the practice of medicine.

4. IMS urges the IBM to refuse to issue a declaratory order on the question presented based on
IBM rule 653-1.9(9)(a)(4). Rulemaking on the subject matter of the petition is underway. To
date, the IBM rule remains a noticed rule. As such, the question posed by Petitioner is premature
as the question may be definitively resolved during the rulemaking process. Further, a ruling as
requested by Petitioner could lead to confusion and, potentially, actions contrary to the intent of

the rule, thereby hindering the application of the IBM’s proposed rule upon final adoption. 653-

1.93)(c)(2).

5. IMS further urges the IBM to refuse to issue a declaratory order on the question presented

based on IBM rule 653-1.9(9)(a)}(5). Petitioner’s question is more appropriately addressed in a



different type of proceeding or by another body of jurisdiction. The IBM is fully authorized to
declare that certain defined medical procedures are the practice of medicine requiring a duly-
issued medical license. Parties who believe they also should be able to engage in a medical
specialty practice without a medical license and absent mutually acceptable and nationally
recognized standards of practice, education, and training to do so need to petition elsewhere.

653-1.93)(c)(2).

6. IMS further urges the IBM to refuse to issue a declaratory order on the question presented
based on IBM rule 653-1.9(9)(a)(6). Petitioner’s question is overly broad and inappropriate for a
declaratory order. By defining ICPM and declaring ICPM as the practice of medicine, the IBM
has, first and foremost, advised its physician licensees regarding ICPM, a highly skilled arena of
medical specialty delivery. Too, this proposed rule, if adopted, fairly puts persons who are not
licensed physicians on notice that engaging in ICPM without a medical license subjects them to
potential legal scrutiny. The Petitioner asks the IBM to go further by generally declaring that this
medical subspecialty is not exclusive to the practice of medicine, thereby generally open for
practice by non-physicians. This the IBM cannot not do. A petition for a declaratory ruling must
be supported by specified facts and circumstances. Iowa Code section 17A.9(1) and IBM rule
653.1.9(1). Here Petitioner fails to set out particular facts and circumstances on which a
declaratory order might issue. Further, absent specified facts and circumstances, clarity of
response is not possible and misunderstandings based on broad presumptions are likely to result.

653-1.93)c)(2).



7. Petitioner’s question, unsupported by a specific set of facts upon which to respond, cannot be
answered with a simple “yes” or “no.” To the extent that the IBM proceeds to answer
Petitioner’s question, the IBM’s answer must be consistent with case law direction of the lowa
Supreme Court which holds that the practice of medicine encompasses the entire field of
medicine while other health care professions are limited by the authority granted to them by the
Towa General Assembly. State ex.rel. Iowa Dep’t of Public Health v. Van Wyk, 320 NW 2d 599
(Towa 1982). Persons engaging in the practice of medicine, including ICPM, carry the burden of
showing that they are authorized to do so. Facts and circumstances in each given situation are

important to this legal analysis. 653-1.9(3)(c)(2).

8. Petitioner does not ask the question that has driven this debate for the past three years,
namely: Are advanced registered nurse practitioners (ARNPs) permitted by law to hold
themselves out to the public as capable of independently engaging in ICPM as defined by the
IBM? The answer to that question at this point in time is unequivocally “no.” All physicians
engage in some form of pain management for patients consistent with their training and their
fields of practice. Similarly, other licensed professionals, including ARNPs and certified
registered nurse anesthetists (CRNAs), engage in some form of pain management for their
patients consistent with their scopes of practice and training. Those acts do not rise to the level
of ICPM practice and neither those physicians nor those other licensees can hold themselves out
to the public as ICPM specialists capable of providing ICPM services. The practice of ICPM is a
focused and comprehensive medical subspecialty. Efforts by the IBM to elicit specific

information about nationally recognized education, training, certification, and practice standards



for ARNPs and/or CRNAs in the specialty field of ICPM have been met with silence. No such

record has been made by Petitioners. 653-1.9(3)(¢)(2).

9. A “no” answer to Petitioner’s question is not compelled by Petitioner’s allegations in
Paragraph 10. Despite good faith efforts of the IBM to elicit field information from the nursing
profession, no reliable evidence has been presented to establish that ARNPs have practiced
ICPM for the past 15 years independently and without physician supervision. Survey
information, compiled and relied upon by the lowa Board of Nursing (BON) and now in the
possession of the IBM as a result of the IBM’s freedom of information request, shows that in the
past five (5) years, very few ARNPs (43 of 1459 surveyed ARNPs) have utilized certain
fluoroscopic procedures for pain and that in nearly all cases those ARNPs have been certified
registered nurse anesthetists (CRNAs). The circumstances surrounding such use (i.e., physician
delegation, supervision and/or direction) are not known. More importantly, the fact that a very
few persons claim or admit that they engage in the defined practice of medicine without having
obtained a medical lcense does not compel a legal conclusion that now non-physician licensees
may practice medicine without a medical license. Quite the contrary. The fact that non-physician
licensees elect on their own to advance into the field of medical practice absent legal authority
and clearly articulated and recognized national standards of practice, education and training to do

s0 is anathema to the public health and safety interests underlying Iowa’s licensure laws. 653~

1.903)(c)(2).

10. A “no” answer to Petitioner’s question is not compelled by Petitioners’ allegations in

Paragraph 11. The authority of the BON is not impaired. At all times during the course this



protracted debate, the BON has never hesitated to express its views and to further its positions.
The IBM should not be chilled or swayed away from exercising its lawful authority to address
important issues of medical practice and public health and safety by claims such as these. In any
event, the IBM states in ARC 85798 that the purpose of its proposed rule is to assist physicians

who consider interventional techniques to treat patients with chronic pain. 653-1.9(3)(c)(2).

11. A “no” answer to Petitioner’s question is not compelled by Petitioner’s allegations in
Paragraph 12. Defining ICPM and declaring ICPM as the practice of medicine in no way runs
afoul of constitutional principles of due process. Iowa case law is clear on this point. Stafe v.Van
Wyk, 320 NW 2d at 605-06. Licensed nurses are not authorized by the constitution to practice
medicine. In any event, constitutional 1ssues are matters of law to be addressed by the courts.

653-1.93)(C)(2).

12. A “no” answer to Petitioner’s question is not compelled by Petitioner’s allegations in
Paragraph 13. Medicare’s conditions of participation set forth requirements that hospitals must
meet in order to participate in the Medicare program. Governor Vilsack’s “opt-out” letter
(attached) was narrowly focused on an exemption from Medicare’s supervision requirements to
allow Iowa CRNAs to provide anesthesia services within the scope of CRNA nursing practice in
a Medicare participating hospital. The opt-out letter does not grant permission to CRNAs or
ARNPs to practice medicine without a license and, as such, is irrelevant to the issue underlying

this Petition. 653-1.9(3)(c)(2).



13. A “no™ answer to Petitioner’s question is not compelled by Petitioner’s allegations in
Paragraph 14. The Iowa General Assembly took #o action on ICPM legislation in the 2010
session. Subcommittee hearings do not constitute action of the General Assembly and no legal
assumptions or presumptions can be made from subcommittee action or inaction. More
importantly and to the point, the General Assembly has not acted to alter Iowa case law, Staze v.
Van Wyk, 320 NW 2d at 604. The Iowa General Assembly is presumed to know decisions of the
Towa Supreme Court and if unhappy with a decision, the General Assembly may act to change it.

The legal standard articulated by the lowa Supreme Court in Van Wyk remains intact. 653~

1.93)(c)(2).

14. IMS seeks Intervention as a party of interest and expertise that has been actively engaged in
all stages of the issues underlying Petitioner’s request. IMS’s core purpose is fo assure the
highest quality health care in Iowa through our role as physician and patient advocate. Patient
health and safety is placed at risk when non-physician practitioners engage in the practice of
medicine absent legal authority and clearly articulated and accepted standards of practice,
education and training. ICPM as defined by the IBM is a field of advanced medical specialty
practice recognized as such by the Centers for Medicare and Medicaid Services, the American
College of Graduate Medical Education, and the American Medical Association. Most
anesthesiologists do not and will not engage in ICPM because of its complexities, its continued
findings and consequent changes in medical protocol, its demand for expertise, and its risks to
patient health and safety. The fact that certain non-physician licensees now claim that they can,

do and will engage in any form of ICPM upon their own election and absent articulated and



accepted national standards of practice, education and training is a threat to patient health and

safety and a marked departure from the quality of care that all Iowans deserve. 653-1.9(3)(c)(3).

15. IMS remains a party of interest to the IBM’s rulemaking re: ICPM and, further, remains a
party of interest on the Iowa Department of Public Health’s rulemaking re: ARNP supervision of
fluoroscopy. IMS currently is involved in no other proceeding involving the question presented

in this Petition. 653-1.9(3)(c)(4).

16. In addition to persons listed by Petitioner in Paragraph 19 of the Original Petition, IMS
believes the following parties are interested in this matter: Iowa Osteopathic Medical Association
(IOMA), Jowa Academy of Family Physicians (IAFP), and lowa Radiological Society (IRS).

The IBM sent notice of the Petition to IOMA and IAFP in its e-mail notice of April 21, 2010.
The address for IRS is as follows: D. Lee Bennett, MD, President, lowa Radiological Society,
University of Towa Hospitals and Clinics, Department of Radiology, 200 Hawkins Drive, lowa

City, 1A 52242, lee-bennett@uiowa.edu. 653-1.9(3)()(5).

17. IMS respects the decision making authority of the IBM. In the event of an answer to
Petitioner’s question that IMS believes is legally incorrect or inconsistent with the public’s
health and safety, IMS cannot agree to be bound by it. Iowa Code section 17A.9(2). IMS
reserves its right to fully pursue administrative and judicial remedies as may be appropriate.
Petitioner’s question is general in nature and simply not appropriate for or capable of answer

through a declaratory order. 653-1.9(3)(c)(6).



Respectfully submitted,

Crsamen j(_qm\fm— Ylzz)ro

fgﬁnine Freeman, JD

Senior Vice President of Legal Affairs
Towa Medical Society

1001 Grand Avenue

West Des Moines, IA 50265-3502
Telephone: (515) 223-1401

Facsimile: (5§15) 223-0590

Email: jfreeman@iowamedical.org

DATE

H61di Goodman, BSN, JD
Policy Counsel

Iowa Medical Society

1001 Grand Avenue

West Des Moines, 1A 50265-3502
Telephone: (515) 223-1401
Facsimile: (515) 223-0590

Email: hgoodman@iowamedical.org

Please direct all correspondence as noted above.
Original Filed Copies to:

James W, Carney

Attorney for Petitioner
Carney & Appleby P.L.C.
303 Locust St. Suite 400
Des Moines, IA 50309-1770

Joseph Cassady, Jr., MD, President
Iowa Society of Anesthesiologists
525 SW 5™ St, Suite A

Des Moines, IA 50309

DATE

D. Lee Bennett, MD, President
Iowa Radiological Society
UIHC Dept. of Radiology

200 Hawkins Drive

Towa City, JA 52242

Nicholas J. Mauro, JD

Crawford, Quilty & Mauro Law Firm
666 Grand Ave. Suite 1701

Des Moines, IA 50309



Kevin Kruse, CAE

Iowa Society of Anesthesiologists
525 SW 5™ St. Suite A

Des Moines, IA 50309

Leah McWilliams, Executive Director
Towa Osteopathic Medical Association
950 12th Street

Des Moines, [A 50309-1001

Jen Harbison, Executive Director
lowa Academy of Family Physicians
100 East Grand Avenue

Des Moines, IA 50309

Laura Delaney, President

Iowa Physician Assistant Society
525 SW 5™ St., Suite A

Des Moines, IA 50309

Kent Nebel, Director of Legal Affairs
Iowa Board of Medicine

400 SW 8" St. Suite C

Des Moines, IA 50309

Laura Malone, BSN

Director of Nursing & Clinical Services
Iowa Hospital Association

100 East Grand Avenue

Des Moines, IA 50309

Lorinda Inman, RN, MSN
Executive Director

Iowa Board of Nursing
400 SW 8% St. Suite B
Des Moines, IA 50309

10

Linda Goeldner, Executive Director
Iowa Nurses Association

1501 Westown Pkwy. Suite 471
West Des Moines, IA 50266

Joe Kelly

Towa Association of Nurse Practitioners
1400 Dean Avenue

Des Moines, 1A 50316

Mark Odden, President

Iowa Association of Nurse Anesthetists
17893 224™ Street

Manchester, IA 52057

Kevin Kruse, CAE

lowa Podiatric Medical Society
525 SW 5 St. Suite A

Des Moines, IA 50309

Larry Carl, Executive Director
lowa Dental Association

5530 West Parkway Suite 100
Johnston, IA 50131

Tom Newton, Director

Iowa Department of Public Health
321 E. 12" Street

Des Moines, IA 50319

Joe Royce, Senior Legal Counsel
Towa Administrative Rules Committee
Statehouse/lowa General Assembly
Des Moines, IA 50319

James C. Larew, General Counsel

Office of Governor Chet Culver
& Li. Governor Patty Judge

1007 E. Grand Avenue

Des Moines, IA 50319



THOMAS J, VILSACK OFFICE OF THE GOVERNOR SALLY J. PEDERSON

GOVERNDR LT. GOVERNOR

Decermnber 12, 2001

Via Fay #202-690-6833

The Honorable Thomas A. Scully, Administrator
Centers for Medicare and Medicaid Services
314G Hubert Humphrey Building

200 Indcpendence Ave., S.W,

Washington, DC 20201

© Dear Mr. Scullys

Pursuant 1o the recently filed rule regarding anesthesia services condition of participation for hospitals
and us published in the Federat Register on November 13, 1 hereby notify you of the state of lowa’s clection
for state exemption from the reguirement for physician supervision of CRNAS. Please consider this official

v

notice of iowa’s clection for state exemption.

Purguant to the prerequisites of the rule, please be advised that 1 have consulted with the State Board
of Medicine and the State Board of Nursing (o ensure that the quality of eare provided by nurse anesthetists in
the state of Iowa is of the highest degree and that the opt-out ensures access 10 anesthesia care in lowa’s 118
hospitals that have surgical suites. In the state of lowa, CRNAS are the exclusive provider of anesthesia
services in 91 out of 118 Iowa hospitals. L C

In order to assure quality, lowa will apply for an unsolicited proposal grunt to scientifically measure
the difference, severity and age corrected, for perd and post ancsthetic outcomes, morbidity, mortality, and
rescuc tates, between the two groups providing unsuperviscd anesthesia in the state of lowa. Thie comparison
will be between board certified MD/DO anesthesiologists and CRNAs. Should there be a significant statistical
difference, this waiver request would be reviewed for further action, if indicated. '

By this Jetter we arc seeking your support for such fanding, and will, at your indication, file a formal
request from the Iowa Department of Public Health for such funding,

Further, pursuant {o the rules, you are advised that under Towa law, CRNAS are independent
praciitioners who have prescriptive authority, Iowa was among the first states to grant Tull preseriptive
authority during the perio-operative period 1o CRNAs. Should you need any additional information, please let
me know immediately. As Governor of lowa I have concluded it is in the best interest of the state of lowa to
opl-out of the current Physician Supervision Requirement, that the opt-out is consistent witl state law and s
requested on behalf of the citizens of the state of Jowa, hospitals, ambulatory surgical centers and eritical
access hospitalg,

Sincerely,

O Vi

Thomas JI. Vilsack ‘
Governor ‘

STATE CAPITOL DES MOINES, 1I0WA 50319 515 281-%5211 FAX $18-281-8611

’



BOARD OF MEDICINE 04-27-10P04:14 Reyp

IN RE: PETITION BY IOWA FILE NO. 01-10-12

ASSOCIATION OF NURSE

ANESTHETISTS FOR A JOWA SOCIETY OF
DECLARATORY ORDER ON ANESTHESIOLOGISTS’ PETITION
PROPOSED RULE 8579B FOR INTERVENTION

COMES NOW the Iowa Society of Anesthesiologists pursuant to IAC 653-
1.9(3), and hereby petitions the lowa Board of Medicine (“IBM”) to intervene in the
above-stated matter stating to the Board as follows:
1. The Iowa Society of Anesthesiologists (“ISA™) acts as a statewide association of
anesthesiologist members licensed under the jurisdiction of the lowa Board of Medicine
(“Board™). ISA’s purpose includes elevating the standards of practice in the areas of
anesthesiology and chronic interventional pain management, and to protect the
unsuspecting public from unqualified providers.
2. Onor about April 7, 2010, the Jowa Association of Nurse Anesthetists (IANA) filed
a Petition for Declaratory Order with the Board regarding ARC 8579B. The IANA
requests an Order stating the Board does not intend to “interpret ARC 8579B in a manner
to mean that chronic interventional pain management services are ‘solely and exclusively
the practice of medicine” and to prohibit other practitioners, including CRNAs, from
providing such services”.
3. Pursuant to IAC 653-1.9(3), ISA states the allegations of fact and law contained
within the IANA Petition compel it to file this Petition for Intervention. ISA’s

predominant interest in the outcome of this Petition centers on elevating the standards of



practice in the area of chronic interventional pain management and protecting the
unsuspecting public from unqualified providers of this specialized area of medicine. It
seeks intervention as a party in interest with expertise and specialized knowledge of the
issue, including its involvement in all stages of the discussion relevant to JANA’s
request.

4. ISA maintains standing and qualification to intervene in this matter pursuant to JAC
653-1.9. The Petition for Declaratory Order at issue deals with the Board’s noticed rule
regarding interventional chronic pain management (ICPM). ISA participated in all stages
of information gathering and discussion of this matter before the Board, as well as before
the Iowa Board of Nursing, the Iowa Department of Public Health, the Iowa
Administrative Rules Review Committee, and the Iowa General Assembly. In addition,
ISA’s members practice and teach the medical subspecialty of chronic interventional pain
management.

5. ISA is not currently a party to any proceeding involving the questions at issue.

6. ISA urges the Board to refuse to issue a declaratory order on the question presented
in the IANA Petition pursuant to IAC 653-1.9(9). The rule at issue and the question
presented within the IANA Petition on its face deal with a matter currently in the rule
making process which may definitively get resolved through this process. The JANA
Petition is not yet ripe and, therefore, not appropriate for declaratory order as per the
Board’s rules.

7. In addition, the JANA Petition does not contain facts sufficient to demonstrate it will
be aggrieved or adversely affected by the failure of the Board to issue an order pursuant

to JAC 653-1.9(9)a)(2). Likewise, the facts and questions presented within the Petition



are insufficient or otherwise inappropriate as a basis upon which to issue an order
pursuant to IAC 653-1.9(9)(a)(6). Iowa Code section 152.1 and Iowa Administrative
Code sections 655-7.1 and 655-7.2 set forth the scope of practice for CRNAs, which does
not include the practice of chronic interventional pain management. Therefore, the rule
at issue within the IANA Petition does not adversely affect a CRNAs’ authority to
practice in this area. In addition, the allegation that CRNAs have been engaged in this
practice for any amount of time contrary to their scope as set forth in the lowa Code does
not provide an appropriate basis for the relief the IANA seeks in this Petition.

8. The questions presented within the JANA Petition may appropriately get resolved in
a different type of proceeding or through another body with jurisdiction over the matter,
thereby allowing the Board to refuse to issue the requested order pursuant to IAC 653-
1.9(9)(a)(5). The Board of Medicine maintains complete authority to declare that certain
defined medical procedures fall within the practice of medicine requiring a duly-issued
medical license. CRNAs seeking to practice in this medical subspecialty beyond the
scope of their practice as set forth within the lowa Code and absent mutually acceptable
and nationally recognized standards of practice, education and training must petition for
such authority either to the legislature, the district court or some other venue.

9.  To the extent the Board deems the IANA Petition ripe for a ruling, ISA urges the
Board to issue an Order stating that chronic interventional pain management is the
practice of medicine, thereby prohibiting other practitioners from engaging in this

practice absent some other authority set forth within the Iowa Code.



10. The allegations coﬁtained in paragraph 8 of the IANA Petition incorrectly state the
law with respect to the scope of CRNA practice as per Jowa Code section 152.1 and the
lowa Administrative Code.

11. The allegations contained in paragraph 10 of the IANA Petition simply assert
conclusory statements not supported by any data, certification, licensure or oversight with
respect to this area of medicine.

12. The allegations contained within paragraph 11 of the JANA Petition again
incorrectly state the Jowa law with respect to the scope of nursing practice, which is set
forth within the Jowa Code and not unilaterally by the Board of Nursing.

13. The allegations contained in paragraph 13 of the IANA Petition simply have nothing
to do with a CRNA’s independent practice of chronic interventional pain medicine.
Govern Vilsack’s “opt-out” letter narrowly focuses on an exemption from Medicare’s
supervision requirements to allow CRNAs to provide anesthesia services within the scope
of CRNA nursing practice. The opt-out letter does not grant permission to allow CRNAs
to practice medicine without a license, including chronic interventional pain medicine.
14. The allegations contained with paragraph 14 of the IANA Petition are misguided at
best and intentionally misleading at worst. The lowa General Assembly took no action
regarding chronic interventional pain management during the 2010 session. Rather, a
subcommittee in each chamber (consisting if 3 people per each subcommittee simply
declined to present the issue to the general assembly. This paragraph further ignores the
Towa law currently in force which does not grant authority for CRNAs to practice chronic

interventional pain medicine.



15. As per the nurses accepted as “experts” in the area of chronic interventional pain

medicine in the case of Spine Diagnostics Center of Baton Rouge, Inc., v. Louisiana State

Board of Nursing, 4 So.3d 854 (La. App. 2008)(a copy of which is attached and made

part of this Petition):

a.

No national guidelines or regulations applicable to institutions to assess
competency, ability, credentials or skill sets of CRNAs with respect to
interventional pain management currently exist.

A distinct difference exists between acute pain treatment in a hospital or
surgical setting and chronic interventional pain management.

At the time a CRNA acquires his or her certificate, absent anything else,
this person is not competent to perform interventional pain management
procedures.

No post-certification competency benchmarks exist for CRNAs related to
interventional pain management procedures.

To ISA’s knowledge the Iowa Board of Nursing does not maintain any
system designed to verify or in any way assess whether a CRNA possesses
the documented education, training, experience, knowledge, skills and
abilities to safely perform interventional pain management procedures.
As per the American Association of Nurse Anesthetists (the parent
organization of the IANA), there are no guidelines for assessing the
competency, skill set, abilities or training needed for CRNAs to being

performing interventional pain management procedures.



g. Currently there is not licensing process or any type of regulatory process
in place that would tell a member of the public whether a particular CRNA
has met a threshold standard of competency.

16. Please direct all further communication on this matter to Nicholas J. Mauro at the
address listed below

WHEREFORE, the ISA makes application to intervene in the IANA’s Petition for
Declaratory Order and requests that the Board to refuse issuing such an order pursuant to

its authority under IAC 653-1.9(9).

Respectfully Submitted by: CRAWFORD QUILTY & MAURO LAW FIRM
A I VY P, 43 )h0
Nick Mauro ‘AT0005007

1701 Ruan Center, 666 Grand Avenue
Des Moines, IA 50309

(515) 245-5420

(515) 245-5421 (FAX)
mauro@crawfordlawfirm.com

ATTORNEYS FOR ISA
Original filed.
CERTIFICATE OF SERVICE

Copies to: The undersigned certifies that the foregoing instrument was served

upon all parties to the above cause to each of the attomeys of record

. hergin at their respective addresses disclosed on the pleadings on
Joe Royce, Senior Legal Counsel P ! { 2 R 20080
Iowa General Assembly Be x LS Mai o
Statehouse __ Hand Delivered __ Overnight Courder
Des Moinesr IA 50319 _ Federal Express _ Other:
Died 1]
Sigﬂaﬁir@ﬂ, / | Ol A

Kent Nebel, Director of Legal Affairs
Iowa Board of Medicine

400 S.W. 8™ St., Ste. C

Des Moines, Towa 50309

Lorinda Inman, Executive Director
fowa Board of Nursing



RiverPoint Business Park
400 S.W. 8" Ste. B
Des Moines, Iowa 50309

Tom Newton, Director

Towa Department of Public Health
Jowa Board of Health

321 E. 12" Street

Des Moines, lowa 50319

Mark Odden, President

Towa Association of Nurse Anesesthetists
17893 —224™ St

Manchester, 1A 52057

Jeanine Freeman

Heidi Goodman

Iowa Medical Society

1001 Grand Avenue

West Des Moines, Jowa 50265-3502

Joe Kelly

Iowa Association of Nurse Practitioners
1400 Dean Avenue

Des Moines, lowa 50316

Iowa Podiatric Medical Society
525 S.W. 5™, Ste. A
Des Moines, lowa 50309

Iowa Dental Association
5530 West Parkway, Ste. 100
Johnston, Iowa 50131

Julie Pottorf

Deputy Attorney General
Towa Department of Justice
Hoover State Office Bldg.
1305 East Walnut Street
Des Moines, IA 50319
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[
Court of Appeal of Louisiana,

First Circuit.
SPINE DIAGNOSTICS CENTER OF BATON
ROUGE, INC.
v.

LOUISIANA STATE BOARD OF NURSING
through LOUISIANA DEPARTMENT OF
HEALTH AND HOSPITALS, and August J. Raniz,
IH.

No. 2008 CA 0813,

Dec. 23, 2008.

Background: Medical practice filed petition for in-
Jjunctive relief and declaratory judgment after Louisi-
ana State Board of Nursing (LSBN) adopted practice
committee recommendation that it was within the
scope of practice for a certified registered nurse anes-
thetist (CRNA) to perform, under the direction and
supervision of a physician, pain management proce-
dures involving the injection of local anesthetics,
steroids and analgesics. The 19th Judicial District
Court, East Baion Rouge Parish, No. 536,009, ]Janice
Clark, 1., denied the request for injunctive relief,
medical practice filed application for writ review, and
the Court of Appeal reversed and issued a prelimi-
nary injunction. Following a trial, the District Court
entered judgment for medical practice and awarded
costs and fees, and L.SBN and nurse anesthetists as-
sociation appealed.

Holdings: The Court of Appeal, Pettigrew, J., held
that:

(1) pursuant to the law of the case doctrine, Court of
Appeal would decline to consider whether LSBN
advisory opinion was a declaratory order rather than
a rule;

{2) as a matter of first impression, evidence supported
finding that LSBN statement expanded the scope of
practice for CRNAs into areas where they had not
traditionally practiced and finding that the practice of
interventional pain management is not within the
scope of practice of a CRNA;

(3) medical practice was a “small business” and thus
could recover litigation expenses; and

(4) medical practice was limited by statute to recov-
ery of $7500 in litigation expenses,

Page 1

Affirmed in part; reversed in part.
West Headnotes
[1] Courts 1066 €=99(6)

106 Courts
10611 Establishment, Organization, and Procedure
106IKG) Rules of Decision
106k99 Previous Decisions in Same Case
as Law of the Case
106k99(6) k. Other Particular Matters,
Rulings Relating To. Most Cited Cases
Pursuant to the law of the case doctrine, Court of
Appeal would decline to consider whether advisory
opinion issued by Louisiana State Board of Nursing
(LSBN), in response fo cerfified registered nurse
anesthetist's (CRNA's) petition asking whether it was
within a CRNA's scope of practice to perform pain
management procedures involving the injection of
local anesthetics, steroids, and analgesics, was a “de-
claratory order” rather than a “rule” within the mean-
ing of the Administrative Procedure Act, as argu-
ments and issues on appeal from final judgment were
indistinguishable from those previously presented to
the Court of Appeal on application for writ relief and
preliminary injunction; Court of Appeal had previ-
ously considered the authority to issue declaratory
orders and advisory opinions, thoroughly reviewed
the relevant arguments, and had concluded that the
L.SBN's statement, insofar as it related to chronic or
interventional pain management, was a rule that re-
quired compliance with the Act's procedural require-
ments. LSA-R.S. 37:930(A), 49:962.

12] Appeal and Error 30 €=1097(1)

30 Appeal and Error
30X VI Review
30X VI(M) Subsequent Appeals

30k1097 Former Decision as Law of the

Case in General
30k1097(1) k. In General. Most Cited

Cases
Pursuant to the law of the case doctrine, an appellate
court generally will not, as part of a subsequent ap-
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peal, reconsider its earlier ruling in the same case.

[3] Health 198H €192

198H Health
198H] Regulation in General
198HEB) Professionals

198Hk191 Regulation of Professional Con-

duct: Boards and Officers
198Hk192 k. In General. Most Cited

Cases
Testimony from various medical experts was suffi-
cient evidence to support finding that Louisiana State
Board of Nursing (LSBN) statement that it was
within the scope of practice for a certified registered
nurse anesthetist (CRNA) to perform, under the di-
rection and supervision of a physician, pain manage-
ment procedures involving the injection of local anes-
thetics expanded the scope of practice for CRNAs
into areas where they had not traditionally practiced,
and finding that the practice of interventional pain
management is not within the scope of practice of a
CRNA, but rather is solely the practice of medicine,
such that medical practice was entitled to permanent
and mandatory injunctive relief preventing CRNAs
from performing such pain management procedures.
LSA-R.S. 37:930(A, G).

[4] Injunction 212 €5>128(1)

212 Injunction
212111 Actions for Injunctions
212k 124 Evidence
212k128 Weight and Sufficiency
212k128(1) k. In General. Most Cited
Cases

Injunction 212 €5°130

212 Injunction
212011 Actions for Injunctions

212k130 k. Trial or Hearing. Most Cited
Cases
The issuance of a permanent injunction takes place
only after a trial on the merits, in which the burden of
proof must be founded on a preponderance of the
evidence.

[5] Injunction 212 €5

212 Injunction
2121 Nature and Grounds in General
2121(A} Nature and Form of Remedy
212k5 k. Mandatory Injunction. Most Cited
Cases

Injunction 212 €130

212 Injunction
212IH Actions for Injunctions
212k130 k. Trial or Hearing. Most Cited
Cases
A mandatory injunction, sc named because i com-
mands the doing of some action, cannot be issued
without a hearing on the merits.

16] Injunction 212 €147

212 injunction
2121V Preliminary and Interlocutory Injunctions

2121V(A) Grounds and Proceedings to Pro-

cure
2121V(AM Proceedings
212k147 k. Evidence and Affidavits.

Most Cited Cases
A mandatory preliminary injunction has the same
basic effect as a permanent injunction, and therefore
may not be issued on merely a prima facie showing
that the party seeking the injunction can prove the
necessary elements; instead, the party must show by a
preponderance of the evidence at an evidentiary hear-
ing that he is entitled to the preliminary injunction.

[7] Health 198H €5°192

198H Health
198HI Regulation in General
198HI(B) Professionals

1981k 191 Regulation of Professional Con-

duct; Boards and Officers
198Hk192 k. In General. Most Cited

Cases
Uncontradicted testimony indicated that medical
practice had annual receipts of less than $9 million
per year such that practice was a “small business”
and could recover up to $7,500 in total litigation ex-
penses in connection with petition for injunctive re-
lief after Louisiana State Board of Nursing (LSBN)
issued statement that it was within the scope of prac-
tice for a certified registered nurse anesthetist

© 2009 Thomson Reunters/West. No Claim to Orig. US Gov. Works,



4 S0.3d 854
4 S0.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08)

{Cite as: 4 So.3d 854, 2008-0813 (La.App.  Cir. 12/23/08))

(CRNA) to perform pain management procedures
involving the injection of local anesthetics, steroids
and analgesics. LSA-R.S. 49:965.1{A, D); LSA-
C.C.P.art. 1920; 13 CFR. §121.201.

[8] Statutes 361 €=241(1)

36] Statutes
361VI1 Construction and Operation
361VI(B) Particular Classes of Statutes
361k241 Penal Statuies
361k241{1) k. In General. Most Cited

Cases
Penal statutes must be strictly construed and their
provisions shall be given a genuine construction ac-
cording to the fair import of their words, taken in
their usual sense, in connection with the context and
with reference to the purpose of the provision.

[9] Health 1985 €192

198H Health
198HI Regulation in General
198HI(B) Professionals

1981k 19] Regulation of Professional Con-

duct; Boards and Qfficers
198Hk192 k. In General. Most Cited

Cases
Medical practice which brought petition for injunc-
tive relief after Louisiana State Board of Nursing
(LSBN) issued statement that it was within the scope
of practice for a certified registered nurse anesthetist
{(CRNA) to perform pain management procedures
involving the injection of local anesthetics, steroids
and analgesics was limited under rule to recovery of
$7,500 in litigation expenses. LSA-R.S. 49:965.1(A,
D); LSA-C.C.P. art. 1920; 13 CF R, § 121,201,
*856 John P. Wolfe. I1I, Chad A. Sullivan, Tiffany N.
Thornton, Michael M. Thompson, Rebecca H. Kiar,
Baton Rouge, LA, for Plaintiffs-Appellees, Spine
Diagnostics Center of Baton Rouge, Inc. and The
American Society of International Pain Physicians.

Nicholas Gachassin, III, Lafayette, LA, for Defen-
dant-Appellee, August J. Rantz, 111

Christopher L. Whitington, Baton Rouge, LA, for
Intervenor-Appellee, Louisiana Society of Anesthesi-
ologists.
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E. Wade Shows, Jeffrey K. Cody, Baton Rouge, LA,
for Defendant-2nd Appellant, Louisiana State Board
of Nursing,

Sheri M. Morris, Larry M. Roedel, Edward J. Wal-
ters, Jr., Michael A. Patterson, Baton Rouge, LA, for
Intervenor-1st Appellant, Louisiana Association of
Nurse Anesthetists,

Dominic §. Gianng, New Orleans, LA, for American
Association of Nurse Anesthetists, Amicus curiae.

Stephen M. Pizzo, Guice A. Giambrone, III, Kelly A.
Dugas, Metairie, LA, for Louisiana Association of
Nurse Practitioners, Amicus Curiae,

Rodnev C. Braxton, Baton Rouge, LA, Alice L. Bod-
ley Silver Spring, MD, for American Nurses Associa-
tion, Louisiana State Nurses Association, and Louisi-
ana Alliance of Nursing Organizations, Amici Cu-
riae.

Clark R, Cosse', Iil Baton Rouge, LA, for Louisiana
Hospital Association, Amicus Curiae.

Thomas G. Abram Chicago, IL, for National Council
of State Boards of Nursing, Inc., Amicus Curiae.

Before PETTIGREW, McDONALD, and HUGHES,
JI.

*857 PETTIGREW, J.

**3 In the instant case, appellants challenge the trial
court's judgment granting injunctive relief in favor of
plaintiffs. Following this court's review of the record
and relevant law, we affirm in part and reverse in
part.

FACTS AND PROCEDURAL HISTORY

On March 24, 2005, August J. Rantz, 111, a certified
registered nurse anesthetist (“CRNA”), submitted a
petition for an advisory opinion to the Louisiana
State Board of Nursing (“the LSBN™), which re-
quested a response to the following query:

Whether it is within the scope of practice for a
CRNA to perform procedures involving the injec-
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tion of local anesthetics, steroids and analgesics for
pain management purposes, including, but not lim-
ited to, peripheral nerve blocks, epidural injections
(62310), and spinal facet joint injections (64470 &
64472) when the CRNA can document education,
training and experience in performing such proce-
dures.

After considering Rantz's petition, the LSBN's prac-
tice committee submitted a recommendation to the
LSBN that it was within the scope of practice for
CRNAs to perform such procedures under the direc-
tion and supervision of a physician.

Prior to the LSBN's consideration of the practice
committee's recommendation, Spine Diagnostics
Center of Baton Rouge, Inc. (“Spine Diagnostics™)
filed a “Petition For Injunctive Relief And For De-
claratory Judgment,” seeking to enjoin the LSBN
from adopting the committee's recommendation, to
prevent Rantz from practicing interventional pain
management, and to prevent Rantz from performing
anesthesia-related management unless by physician
order and under the direct and immediate supervision
of a physician. Additionally, Spine Diagnostics
prayed that the trial court issue a declaratory judg-
ment finding that the practice of “pain management”
constitutes the “practice of medicine.” ™ At its De-
cember 7, 2005 board meeting, the LSBN amended
the recommendation of the practice committee, and
adopted the following statement:

FNI. The Louisiana Society of Anesthesi-
ologists has intervened in the litigation pray-
ing for the same relief sought by Spine Di-
agnostics.

That it is within the scope of practice for the CRNA
to perform procedures under the direction and su-
pervision of the physician involving the injection
**4 of local anesthetics, steroids and analgesics for
pain management purposes, peripheral nerve
blocks, epidural injections, and spinal facet joint
injections when the CRNA can document educa-
tion, training and experience in performing such
procedures and has the knowledge, skills, and abili-
ties to safely perform the procedures based on an
order from the physician.

The statement was subsequently published on the
1.SBN's web site as well as in its quarterly publica-
tion, The Examiner.

Following the LSBN's adoption of the above state-
ment, Spine Diagnostics filed a first supplemental
and amending petition, contending the L.SBN was
attempting to promulgate a “rule” within the meaning
of the Louisiana Administrative Procedure Act
(“LAPA”) that “has not been properly adopted and
promulgated and should be declared invalid” ¥
Thereafter, at Spine*858 Diagnostics' request, the
Louisiana State Board of Medical Examiners (“the
LSBME™) issued an Advisory Opinion regarding
interventional pain mapagement by CRNAs. In its
opinion, the LSBME indicated that CRNAs could
provide anesthetics for acute pain associated with
surgery, but opined that the procedures at issue for
interventional pain management purposes constituted
the practice of medicine that could only be performed
by a physician. 222

FN2. We note it was not necessary that
Spine Diagnostics exhaust all administrative
remedies prior to seeking injunctive relief in
connection with its action for declaratory
judgment. SeelLa, R.S, 49:963(E}.

FN3. In the opinion, the LSBME noted, in
pertinent part, as follows:

... the injection of local anesthetics, ster-
oids and analgesics, peripheral nerve
blocks, epidural injections and spinal facet
joint injections, when used for interven-
tional pain management of patients suffer-
ing from chronic pain, constitute the prac-
tice of medicine, are not delegable by a
physician to a non-physician by physician
prescription, direction or supervision, and
may only be performed in this state by a
physician licensed to practice medicine in
Louisiana.

After a two-day hearing on Spine Diagnostics' re-
quest for injunctive relief, the trial court took the
matter under advisement. The court subsequently
rendered judgment denying the request for injunctive
relief, but noted that the request for declaratory
judgment would proceed via ordinaria in accordance
with the case management order. Thereafter, Spine
Diagnostics filed a writ application with this court
seeking review of that judgment. We granted certio-
rarf for the limited purpose of reviewing the judg-
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ment denying Spine Diagnostics' request for injunc-
tive relief, insofar **S as that request alleged the
LSBN had promulgated a “rule” within the intend-
ment of the LAPA without following the procedural
requirements therein.

In an unpublished decision rendered on December
28, 2006, this court reversed the trial court's judg-
ment and issued a preliminary injunction in favor of
Spine Diagnostics.
http://www.westlaw.com/Find/Default. wi?rs
=dfal.0&vr=2.0&DB=4361&FindType=Y&
SerialNum=2011550836Spine Diagnostics Cen-

ter_of Baton Rouge, Inc. v. Louisiang State Bd. of

Nursing ex rel. Lonisigna Dept. of Health and Hospi-
tals, 2006-0554 (La.App. 1 Cir. 12/28/06) (unpub-
lished opinion), writs denied, 2007-0183, 2007-0217
{ La.3/16/07), 952 So0.2d 702, 703 (** Spine Diagnos-
tics I™). In so doing, we noted, in pertinent part, as
follows:

Thus, Spine Diagnostics has made a prima focie
showing that the LSBN statement substantively
expands the scope of practice for CRNAs into an
area where they have not traditionally practiced,
i.e., chronic or interventional pain management.
Such a substantive expansion of the scope of prac-
tice clearly constitutes a rule within the meaning of
La. R.S. 49:951(6). Further, although the LSBN
contends the statement is Hmited in scope, the ac-
tual language of the statement approved by the
LSBN does not limit its application to Rantz alone,
and is capable of being applied to every CRNA
who has the requisite knowledge, skills, and abili-
ties to perform the procedures at issue. CRNAs are
able to freely access the statement insofar as it was
published in The Examiner and on the LSBN's
website.

Given these circumstances, we find Spine Diagnos-
tics has made & prima facie showing that the state-
ment adopted by the LSBN insofar as it relates to
chronic or interventional pain management is a rule
within the meaning of the LAPA. Since it is undis-
puted that the requirements of the LAPA were not
met, Spine Diagnostics is entitled to a preliminary
injunction enjoining enforcement of the statement
adopted by the LSBN at its December 7, 2005,
board meeting, and enjoining Rantz from practic-
ing chronic or interventional *859 pain manage-
ment procedures pursuant to the authority of that

statement.

On June 29, 2007, Spine Diagnostics filed a second
supplemental and amending petition, adding Ray-
mond R. Smith, Jr., 2 CRNA who had admitted to
performing interventional pain management proce-
dures in violation of the Medical Practice Act, the
Nurse Practice Act, and other general and equitable
laws™ Spine Diagnostics also alleged that the
LSBN attempted to circumvent this court’s December
28, 2006 ruling by **6 urging House Bill 684 and
Senate Bill 322.52 On July 9, 2007, the Louisiana
Association of Nurse Anesthetists (“LANA”) sought
to intervene in this matter as of right. On October 135,
2007, LANA was permitted to intervene in the pro-
ceedings.

FN4. Spine Diagnostics subsequently moved
to voluntarily dismiss Mr. Smith from this
action, without prejudice. Judgment granting
said dismissal was signed by the trial court
on October 25, 2007,

FNS. According to the record, Senate Bill
322 was proposed as an attempt to amend
La. R.S. 37:930(A)(3) relative to the prac-
tice of nursing to provide that it is within the
scope of practice of a CRNA to perform cer-
tain pain management procedures, including
peripheral nerve blocks, epidural injections,
and spinal facet joint injections, when the
CRNA can document education, training,
and experience in performing such proce-
dures.

The trial on Spine Diagnostics' request for declara-
tory judgment, permanent injunction, and contempt
was held on November 29 and 30, 2007, and Decem-
ber 3, 2007, Thereafter, the trial court took the matter
under advisement and, on January 10, 2008, rendered
%gcéigment in favor of Spine Diagnostics as follows:

FNG, On January 17, 2008, the trial court
signed an amended judgment, which was
identical in substance to the judgment ren-
dered on January 10, 2008. According to the
record, the amended judgment was neces-
sary only to correct a clerical error because
the original judgment indicated it had been
signed on January 10, 2007, when in fact the
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judgment had been rendered on January 10,
2608.

The Court ORDERS, ADFUDGES and DECREES,
the following in connection with the declaratory
judgment:

1. The statement issued by the LSBN substantively
expands the scope of practice for CRNAs into an
area where they have not traditionally practiced,
i.e. chronic or interventional pain management.

2. The practice of interventional pain management is
not within a CRNAs scope of practice.

3. The practice of interventional pain management is
solely the practice of medicine.

4. The opinion issued by the LSBN is an effort to
substantively expand CRNA scope of practice and
is an improper attempt at rule making.

IT IS FURTHER ORDERED, ADJUDGED and
DECREED that in connection with the permanent
injunction:

I. A permanent injunction issue prohibiting the
LSBN from enforcing the statement.

2. A permanent injunction issue prohibiting August
Rantz, [1I from performing chronic interventional
pain procedures in connection with the LSBN
statermnent.

3, The L.SBN shall remove the advisory opinion from
its website.

4, The LSBN shall post the judgment of this Court on
its website and publish it in the LSBN publication,
The Examiner.

IT 1S FURTHER ORDERED, ADJUDGED and
DECREED that

1. LSBN is taxed with all costs associated with these
proceedings;

*860 2. LSBN is taxed with all expert costs and fees;
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3. LSBN is taxed $7,500.00 in litigation costs pursu-
ant to LA R.S. 49:965.1(A);

4. L.SBN is taxed with costs of all deposition tran-
scripts.

**7 It is from this judgment that the LSBN and
LANA have appealed. ™

FN7. Both the LSBN and LANA originally
sought to suspensively appeal the trial courts
judgment. However, the trial court denied
the requests for suspensive appeals, and in-
stead granted both parties devolutive ap-
peals. Amici Curiae briefs on behalf of the
American Association of Nurse Anesthe-
tists, the Louisiana Association of Nurse
Practitioners, the American Nurses Associa-
tion, the Louisiana Alliance of Nursing Or-
ganizations, the Louisiana Hospital Associa-
tion, and the National Council of State
Boards of Nursing, Inc. have also been filed
for this court's review,

In its appeal, the LSBN assigns the following specifi-
cation of errors:

I. The Trial Court erred in ruling that Spine Diagnos-
tics met its burden of proof to obtain a permanent
mmjunction enjoining the Nursing Board's Advisory
Opinion on the basis that it constituted a “rule”
which should have been promulgated in accor-
dance with the LAPA.

2. The Trial Court erred in ruling that Spine Diagnos-
tics had met its burden of proof to obtain a perma-
nent injunction enjoining the Nursing Board's Ad-
visory Opinion on the basis that it substantively
expands the scope of practice for CRNAs into an
area where CRNAs have not traditionally prac-
ticed, i.e., chronic or interventional pain manage-
ment.

3. The Trial Court erred in ruling that Spine Diagnos-
tics had met its burden of proof to obtain a manda-
tory injunction requiring the removal of the Advi-
sory Opinion from its website and ordering publi-
cation of the judgment on the Nursing Board's
website and in its quarterly publication, The Exam-
iner.
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4. The Trial Court erred in declaring the practice of
injecting local anesthetics, steroids and analgesics
for chronic pain management under the direction
and supervision of a physician to be beyond the
traditional scope of practice for CRNAs.

5. The Trial Court erred in declaring the practice of
injecting local anesthetics, steroids and analgesics
for chronic pain management under the direction
and supervision of a physician to be solely the
practice of medicine.

6. The Trial Court erred in awarding Spine Diagnos-
tics up to $7,500 in reasonable litigation expenses
pursuant to La, R.S. 49:965.1 and other fees/costs
for its expert witnesses and the taking of deposi-
tions.

Similarly, LANA sets forth the following on appeal

for our review:

1. The trial court committed legal error in declaring
the practice of injecting local anesthetics, steroids
and analgesics for chronic pain management pur-
suant to a physician's order beyond the scope of
CRNA practice.

2. The trial court committed legal error in declaring
the practice of injecting local anesthetics, steroids
and analgesics for chronic pain management pur-
suant to a physician's order to be solely the practice
of medicine.

3. The trial court erred in finding the Nursing Board's
advisory opinion is an improper attempt at rule-
making.

**8 4. The trial court erred in finding that the Nurs-
ing Board advisory opinion substantively*861 ex-
pands the scope of practice for CRNAs into an area
where CRNAs have not traditionally practiced, i.e.
chronic or interventional pain management,

LAW OF THE CASE DOCTRINE

[1] On appeal, the LSBN and LAIMA both argue that
the advisory opinion issued by the LSBN in response
to Rantz's petition was nothing more than a declara-
tory order, which is provided for in La. R.S, 49:962,
not a rule within the meaning of the LAPA ®¥Thus,
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they assert, the trial court erred in finding that the
LSBN's advisory opinion was an improper attempt at
rule-making. In response, Spine Diagnostics contends
that the LSBN and LANA are attempting to relitigate
issues previously decided by this court. Spine Diag-
nostics maintains that these arguments are pretermit-
ted by the law of the case doctrine as they have been
briefed, argued, and decided by this court.

FNS8. Louisiana Revised Statutes 49:962
provides as follows:

Each agency shall provide by rule for the
filing and prompt disposition of petitions
for declaratory orders and rulings as to the
applicability of any statutory provision or
of any rule or order of the agency. De-
claratory orders and rulings shall have the
same status as agency decisions or orders
in adjudicated cases.

[2] Pursuant to the law of the case docirine, an appel-
Iate court generally will not, as part of a subsequent
appeal, reconsider its earlier ruling in the same case.
Spruell v. Dudley, 2006-0015. p. 4 (La.App. 1 Cir,
12/28/06), 951 So0.2d 339, 342.writ denied, 2007-
0196 (1.8.3/23/07), 951 S0.2d 1106.

In Louisiana Land and Exploration Company v. Ver-
din, 95-2579. vpp. 3-4 (La.App. 1 Cir. 9/27/96), 681
So0.2d 63, 65,writ denied, 96-2629 {1.2.12/13/96), 692
S0.2d 1067,cert denied, 520 11.S. 1212, 117 S.Ct.
1696. 137 L.Ed.2d 822 (1997), this cowrt discussed
the law of the case doctrine and its application as
follows:

The law of the case principle is a discretionary
guide which relates to (a) the binding force of a
frial judge's ruling during the later stages of trial,
(b) the conclusive effects of appellate rulings at
trial on remand, and (c¢) the rule that an appellate
court ordinarily will not reconsider its own rulings
of law on a subsequent appeal in the same case. It
apphes to all prior rulings or decisions of an appel-
late court or the supreme court in the same case,
not merely those arising from the full appeal proc-
ess. Re-argument in the same case of a previously
decided point will be barred where there is simply
a doubt as to the correctness of the earlier ruling.
However, the law of the case principle is not ap-
plied in cases of palpable **$ ertor or where, if the

© 2009 Thomson Reuters/West. No Claim to Orig. US Gov. Works.



4 S0.3d 8§54
4 S0.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08)

(Cite as; 4 So.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08))

law of the case were applied, manifest injustice
would occur.

The reasons for the law of the case doctrine is to
avoid relitigation of the same issue; to promote
consistency of result in the same litigation; and to
promote efficiency and faimess to both parties by
affording a single opportunity for the argument and
decision of the matter at issue.

When an appellate court considers arguments made
in supervisory writ applications or responses to
such applications, the court's disposition on the is-
sue considered usually becomes the law of the
case, foreclosing relitigation of that issue either at
the trial court on remand or in the appellate court
on a later appeal. However, where a prior disposi-
tion is clearly erroneous and will create a grave in-
justice, it should be reconsidered. [Citations omit-
ted.]

*862 In considering this doctrine and its applicability
herein, we note that the arguments and issues raised
by the LSBN and LLANA in this regard appear to be
indistinguishable from those presented to the trial
court in the original request for injunctive relief and
again to this court in the writ application in Spine
Diagnostics I In fact, a review of our opinion in
Spine Diagnostics | reveals this court previously
considered the ISBN's authority to issue declaratory
orders and advisory opinions pursuant to La. R.S.
49:962, thoroughly reviewed argumenis concerning
La. R.S. 37:930 as it relates to this issue, and con-
cluded that the LSBN's statement, insofar as it relates
to chronic or interventional pain management, was a
rule that required compliance with the procedural
requirements of the LAPA. Although ably argued on
appeal, a review of the instant record reveals that this
court's previous ruling was without error. Thus, by
operation of the law of the case doctrine, we decline
review of these issues on appeal.

SCOPE OF PRACTICE ISSUE

[3] The central issue to be decided in this appeal is
whether procedures involving the injection of local
anesthetics, steroids and analgesics for pain manage-
ment purposes, peripheral nerve blocks, epidural in-
jections, and spinal facet joint ipjections are within
the scope of practice of CRNAs or whether these
procedures are considered the practice of medicine
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and can only be performed by a physician licensed to
practice medicine in Louisiana. The issue before us is
Tes nova.

#%10 The statutory provisions governing practice by

a CRNA are found in La. R.S. 37:390. Louisiana
Revised Statutes 37:930(A) provides that CRNAs are
authorized to administer local anesthetics under the
direction and supervision of a physician.™2 In 2004,
the Louisiana Legislature statutorily recognized the
importance of CRNAs in providing anesthetics to
Louisiana residents when it added paragraph (G) to
La. R.S. 37:930. This provision provides, in pertinent
part, as follows:

FN9. Louisiana Revised Statutes 37:930(A)
provides as follows:

A. No registered professional nurse shall
administer any form of anesthetic to any
person under their care unless the follow-
ing conditions are met:

(1) The registered nurse has successfully
completed the prescribed educational pro-
gram in a school of anesthesia which is
accredited by a nationally recognized ac-
crediting agency approved by the United
States Department of Health, Education,
and Welfare.

(2) Is a registered nurse anesthetist certi-
fied by a nationally recognized certifving
agency for nurse anesthetists following
completion of the educational program re-
ferred to in Paragraph (1) of this Subsec-
tion and participates in a continuing edu-
cation program of a nationally approved
accreditation agency as from time to time
required which program shall be recog-
nized as the Continuing Education Pro-
gram for Certified Registered Nurse Anes-
thetists; and

(3) Administers anesthetics and ancillary
services under the direction and super-
vision of a physician or dentist who is li-
censed to practice under the laws of the
state of Louisiana. [Emphasis added.]

© 2009 Thomson Reuters/West, No Claim to Orig. US Gov, Works.



4 So0.3d 854
4 So0.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08)

{Cite as: 4 S0.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08))

G. (1) The Louisiana Legislature hereby finds that:

(@) Certified Registered Nurse Anesthetists
{CRNAs) have been selecting and administering
anesthesia in Louisiana and the United States for
over ong hundred years.

(e} Nurse anesthetists receive rigorous clinical and
academic training, requiring a bachelor's degree
from an accredited school of nursing and one year
of professional nursing experience in an acute care
setting prior to being considered for entrance to an
accredited twenty-four*863 to thirty-six month
nurse anesthesia educational program.

(f) CRNAs administer the majority of anesthetics
in Louisitana and all of the anesthetics in many
parts of the state.

(g) Muliiple studies have demonstrated that
CRNAs are safe, accessible, and cost-effective
providers of anesthetics.

(h) CRNAs are critical providers of quality anes-
thesia services in the health care delivery system in
this state.

(i) An adequate supply of CRNAs in Louisiana is
vital io continued access fo safe, cost-effective
health care for the citizens of Louisiana.

**11 (n) CRNAs are trained and legally author-
ized to administer all types of anesthetics in all set-
tings while AAs [Anesthesiologist assistants] are
limited by the type of anesthetics they can adminis-
ter and the settings in which they are authorized to
perform their services.

On appeal, the LSBN and LANA argue that Spine
Diagnostics failed to prove by a preponderance of the
evidence that the LSBN's statement expands the
scope of practice for CRNAs into areas where
CRNAs have not traditionally practiced. Noting an
overlap between various practitioners, including
nurses, and the practice of medicine, the LSBN and
LANA contend that interventional pain management
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is not solely the practice of medicine. Moreover, they
maintain that had the legislature intended to exclude
CRNAs from performing imerventional pain man-
agement procedures, language concerning the restric-
tion could have simply been added fo La. R.8. 37:930
to accomplish same.

To the contrary, Spine Diagnostics asserts that the
evidence presented at the trial on the merits supports
the trial court's ruling that the LSBN's statement ex-
pands the scope of practice for CRNAs into an area
not traditionally practiced. Spine Diagnostics argues
that (1) CRNAs do not have an established history of
performing interventional pain management proce-
dures; (2) CRNAs do not have the education, train-
ing, or accreditation to safely and effectively perform
these procedures; (3) studies demonstrate decreased
safety, competency, and efficacy when these proce-
dures are performed by CRNAs; (4) CRNAs have no
regulatory mechanism or process to assess their com-
petency, training, or education; (5) no verifiable need
exists for CRNAs in this area of practice; and (6)
CRNA practice in this area will negatively impact
public health and safety.

As previously mentioned, this matter was tried over
three days before the trial court. After hearing from
the witnesses and considering the documentary evi-
dence presented by the parties, the trial court entered
a declaratory judgment finding that the statement
issued by the LSBN expanded the scope of practice
for CRNAs into an area where they have not tradi-
tionally practiced, i.e., chronic or **12 interventional
pain management. The ftrial court further declared
that the practice of chronic or interventional pain
management is not within the scope of practice of a
CRNA, but rather is solely the practice of medicine.

Appellate courts review a trial court's decision to
grant or deny a declaratory judgment using the abuse
of discretion standard. Mai v. Floyd, 2005-2301.p. 4
(La.App. 1 Cir. 12/6/06), 951 S¢.2d 244, 245. Factual
findings made by the trial court are reviewed using
the manifest error or clearly wrong standard. Rosell v,
ESCO, 549 So.2d 840. 844 (1.a.1989).

The trial court also issued a permanent injunction
prohibiting the LSBN from enforcing its statement
and prohibiting Mr. Rantz from performing chronic
interventional*864 pain procedures in connection
with the LSBN statement and a mandatory injunction
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ordering the LSBN to remove the statement from its
website, post the judgment of the trial court on its
website, and publish the judgment in its publication,
The Examiner.

[4](51[6] The issuance of a permanent injunction
takes place only after a trial on the merits, in which
the burden of proof must be founded on a preponder-
ance of the evidence. State Machinery & Fguipment
Sales, Inc. v, Iberville Parish Council, 2005-2240, p.
4 (La.App. 1 Cir. 12/28/06), 952 So.2d 77. 81. A
mandatory injunction, so named because it com-
mands the doing of some action, similarty cannot be
issued without a hearing on the merits. The jurispru-
dence has established that a mandatory preliminary
injunction has the same basic effect as a permanent
injunction, and therefore may not be issued on merely
a prima facie showing that the party seeking the in-
junction can prove the necessary elements; instead,
the party must show by a preponderance of the evi-
dence at an evidentiary hearing that he is entitled to
the preliminary injunction. Concerned Citizens for
Proper Planning, LLC v. Parish_of Tangipahoa,
2004-0270, p. 7 (La.App. 1 Cir. 3/24/05). 906 So0.2d
660, 664. The standard of review for the issuance of a
permanent injunction is the manifest error standard.
Cathcart v. Magruder, 2006-0986. p. 18 (La.App. 1
Cir. 5/4/07), 960 So,2d 1032.1041. Under this stan-
dard, the issue o be resolved by a reviewing court is
not whether the trier of fact was right or wrong, but
whether the fact finder's conclusion was a reasonable
one. **13Stobart v, State through Dept. of Transp.
and
hitp://www.westlaw.com/Find/Default. wi?rs
=dfal .0&vr=2.0&DB=735&FindType=Y&
ReferencePosition-
Type=S&SerialNum=1993085793&Referen

cePosition=882Development, 617 So.2d 880, 882
(La,1993). Thus, if the trial court's findings are rea-
sonable in light of the record reviewed in its entirety,
this court may not reverse, even if convinced that had
it been sitting as trier of fact, it would have weighed
the evidence differently. Parish of East Feliciang ex
rel. East Feliciana Parish Police Jury v. Guidry,
2004-1197. p. 15 (La.App. 1 Cir, 8/10/05}, 923 So,2d
45, 53.writ denied, 2005-2288 (1.a.3/10/06), 925
So0.2d 513,

The trial court heard from many medical experts re-
garding the scope of practice issue. Dr. Laxmaijah
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Manchikanti, the single most published author in the
United States on interventional pain management
techniques, was accepted by the court as an expert in
interventional pain management with special exper-
tise in credentialing, education, training, research,
access, and scope of practice. Dr. Manchikanti devel-
oped the definition of interventional pain manage-
ment that is accepted by the United States Congress
today. He testified at length concerning the level of
training needed to perform interventional pain man-
agement procedures, indicating that the health and
safety of the patients warrants the enhanced skills of
a duly licensed and trained medical physician. Dr.
Manchikanti opined that interventional pain man-
agement procedures are not traditionally within the
scope of practice for a CRNA.

Dr. John Dombroski testified as an expert in the field
of anesthesiology, internal medicine, and pain medi-
cine, and was allowed to express an opinion with
respect to the scope and practice of medicine in those
areas of medicine as they interface with other health-
care professionals such as CRNAs, Dr. Dombroski
stated unequivocally that CRNAs should not be al-
lowed to be performing interventional pain manage-
ment procedures as they have never had the proper
training required to do so. He indicated that the pa-
tients deserve the best care possible, including a
proper medical diagnosis and the correct assessment
*865 by a duly licensed and trained medical physi-
cian.

The trial court also was provided testimony from Dr.
Gabor Racz via deposition. Dr. Racz is an anesthesi-
ologist who is currently working as a professor. He
has taught both physicians and CRNAs. Dr. Racz is a
highly decorated physician, having been listed in the
“Best Doctors in America” and receiving the lifetime
achievement award **14 from the American Society
of Interventional Pain Physicians. He is also the
President of the World Institute of Pain. Dr. Racz
testified that under no circumstances should a CRNA
be allowed to perform interventional pain manage-
ment procedures. He added that if CRNAs wish to do
these procedures, they have every right to “avail
themselves to the training, and whatever it takes to be
an interventional pain physician.” Dr. Racz opined
that nurses do not practice to a physician level and
that a medical diagnosis differs from a nursing diag-
nosis.

© 2009 Thomson Reuters/West. No Claim to Orig. US Gov. Worls.



4 S0.3d 854
4 So0.3d 854,2008-0813 (La.App. 1 Cir. 12/23/08)

(Cite as: 4 S0.3d 854, 2008-0813 (La.App. 1 Cir, 12/23/08))

Dr. Frank Falco was accepted as an expert in the field
of physical medicine. He is also board certified in
rehabilitation, pain medicine, and sports medicine.
Dr. Falco testified regarding the requirements of a
pain medicine fellowship training program. He ex-
plained that the assessment of a chronic pain patient
is very complex and is not “simply putting a needle
in someplace and injecting some solution in that
area.” Dr. Falco noted further:

The pain fellow must understand based on a history
tailored towards the pain patient and the physical
examination, that is, a complete examination in-
volving the neurological assessment, a muscu-
loskeletal assessment, a psychological assessment,
reviewing of all of the diagnostic data, the CT, the
xray, the MR, the electrodiagnostic studies, and
then making a diagnosis based upon the evaluation
and then laying out a treatment plan. We have three
fellows in our ACGME Accredited Pain Medicine
Fellowship. They are constantly supervised for the
entire twelve months. They get four months of in-
patient training,

When asked if CRNAs had any role to play in the
chronic pain management arena, Dr. Falco responded
that although CRNAs are excellently trained in pro-
viding anesthesia services for surgery under the di-
rection of an anesthesiologist, “[tlhey do not have the
training that allows them to include in their scope of
practice the management of chronic complex pain.”
Dr. Falco opined that it would be “practicing medi-
cine with a license, without the proper training,”
which could lead to significant complications not
only from the procedures themselves, but also from
the patients being mismanaged. Dr. Falco concluded
that without going to medical school, CRNAs cannot
receive the training needed to be able {0 competently
perform these procedures.

Jack Neary, a CRNA from New Hampshire, testified
that he performs interventional pain management
procedures unsupervised. He acknowledged that he
**15 has no training in radiology or neurology. Mr.
Neary noted further that he knows of no regulations
or guidelines of any sort that apply nationally to insti-
tutions to assess the competency, ability, credentials
or skill sets of CRNAs with respect to interventional
pain management procedures. From his perspective,
once a CRNA gets their certificate and the proper
training, and feels comfortable with a procedure, they
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can do it. With regard to the scope of practice for
CRNAs in New Hampshire, Mr. Neary testified that
the New Hampshire Board of Nursing has found that
certain interventional pain management procedures
are within the scope of practice of a CRNA licensed
in New Hampshire.

*866 Christine Langer testified regarding the educa-
tional requirements of a CRNA. Ms. Langer is an
instructor who trains CRNAs at the Lovisiana State
University School of Nursing. She indicated she does
not teach a section called “interventional pain man-
agement,” noting that the majority of her teaching
focuses on training CRNAs for the hospital setting.
Ms. Langer agreed that there is a distinct difference
between acute pain treatment in a hospital or surgical
setting and chronic interventional pain management.
She also acknowledged that at the time a student ac-
quires a CRNA certificate, absent anything else, no
student in Louisiana is competent to perform inter-
ventional pain management procedures. Ms, Langer
testified that she is not aware of any post-certification
competency benchmarks for CRNAs related to inter-
ventional pain management procedures. She agreed
that CRNAs cannot make medical diagnoses.

Barbara Morvant, the Executive Director for the
LSBN, testified concerning the licensing and creden-
tialing of CRNAs in Louisiana. She explained that in
its role as a licensing agency, the LSBN credentials
CRNAs for entry level practice, and provides for re-
certification requirements in their field of nurse anes-
thesia practice. The LSBN also investigates any
complaints that may be filed against CRNAs. When
asked specifically about the LSBN statement in ques-
tion and whether the LSBN had any mechanism or
system designed to verify or in any way assess
whether a CRNA has the documented education,
training, experience, knowledge, skills, and abilities
to safely perform **16 interventional pain manage-
ment procedures, Ms. Morvant acknowledged that it
has no such system in place.

Jackie Rowles is the President-Elect of the American
Association of Nurse Anesthetists and is a practicing
CRNA in Indiana. She has been performing interven-
tional pain management procedures for almost five
years. Ms. Rowles agreed that she cannot malke a
medical diagnosis, only a nursing diagnosis. She ex-
plained, however, that when her patients come to her
for treatment, they have already been seen by a phy-
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sician and have a diagnosis. Ms. Rowles acknowl-
edged that there are no guidelines for assessing the
competency, skill set, abilities, or training needed for
CRNAs to begin performing interventional pain
management procedures. Rather, she opined that a
CRNA should be allowed to perform these proce-
dures once the CRNA has had the “necessary educa-
tion, training, and feels like they have the necessary
skills.”

Kathleen Wren, a CRNA with a Master of Science in
nursing, testified regarding her twenty-three years of
experience as CRNA, practicing in eight different
states including Louisiana. During her career as a
CRNA, she established three pain clinics and three
rural hospitals, in Nebraska and Iowa. Her pain clin-
ics provided anesthetic blocks for chronic pain pa-
tients. Ms. Wren stated that in her experience as a
CRNA, the injection of steroids and analgesics for
pain management purposes, including peripheral
nerve blocks, epidural injections, and spinal facet
joint injections, have always been a part of the prac-
tice of CRNAs in the states she practiced in, includ-
ing Louisiana. However, Ms, Wren later admitted
that she never practiced interventional pain manage-
ment in Louisiana. In her opinion, it is within the
scope of practice of a properly trained nurse anesthe-
tist to perform interventional pain management pro-
cedures outside of the hospital setting. When asked
whether she was aware of any certification beyond
the CRNA licensing process or any type of regulatory
process in place that would tell the public whether a
particular CRNA has met a threshold standard of
competency, *867 Ms. Wren stated that she believed
that was a function of the LSBN.

Rusty Smith, a CRNA in Louisiana, testified that he
performs interventional pain management in Louisi-
ana and has done so for several years. Mr. Smith in-
dicated that **¥7 while he has been performing
epidural injections for chronic pain relief for ap-
proximately twenty years, it Is just in the last four
years of his practice that he has begun offering spinal
facet joint injections related to chronic pain manage-
ment. He does these procedures exclusively at an
ambulatory surgery center in Vidalia, Louisiana. His
largest referring physician for interventional pain
management procedures is Dr. Russ Fairbanks. When
a patient comes to him from Dr. Fairbanks, the pa-
tien{ has been examined and diagnosed. Mr. Smith
indicated that when submitting codes to Medicare
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and Medicaid, he uses the diagnosis submitted by Dr.
Fairbanks. When asked if he continued with these
interventional pain management procedures even
after learning of the preliminary injunction that was
in place concerning the LSBN's statement, Mr. Smith
stated that to his knowledge, the injunction was only
against Mr, Rantz. In fact, Mr. Smith indicated that
even after the preliminary injunction had been or-
dered, Ms. Morvant, the Executive Director of the
LSBN, told him that there was nothing that would
prevent him from continuing in his practice.

Dr. Fairbanks, accepted by the trial court as an expert
in the field of orthopedics, testified regarding his
relationship with Mr. Smith. According to Dr. Fair-
banks, over the last five years he has referred ap-
proximately three or four patients a week to Mr.
Smith for interventiona! pain management proce-
dures. 2™ Dr, Fairbanks testified that after he sees the
patient and makes a diagnosis, he refers the patient to
Mr. Smith who then works under his direction. How-
ever, Dr. Fairbanks admitted that he is not in the op-
erating suite when Mr. Smith performs these proce-
dures. In fact, Dr. Fairbanks indicated that there may
even be times when he is not in the facility when the
procedures are being performed. Dr. Fairbanks stated
that he has never had any complaints from his pa-
tients regarding the treatment they have received
from Mr. Smith. Although Dr. Fairbanks denied hav-
ing any direct financial ties with Mr. Smith, he **18
did acknowledge that he owns a percentage of the
surgery center in Vidalia where Mr. Smith performs
the procedures. Dr. Fairbanks also noted that there is
an interventional pain medicine physician in Natchez,
Mississippi, which is only five miles from his surgery
center in Vidalia.

FN10. We note that Mr. Smith did not tes-
tify during trial as fo the number of interven-
tional pain management procedures he per-
formed. However, after the trial on the mer-
its, there was a contempt hearing concerning
a subpoena duces tecumn that Mr. Stith had
failed to respond to prior to trial. The motion
for contempt against Mr. Smith was ulti-
mately dismissed, and the parties entered
into a stipulation that from 2004 to 2007,
Mr, Smith performed a total of twelve inter-
ventional pain management procedures at
the ambulatory surgical center in Vidalia.
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We have thoroughly reviewed the record before us
and find no abuse of discretion by the trial court in ifs
declaratory judgment in favor of Spine Diagnostics
finding that the statement issued by the LSBN ex-
panded the scope of practice for CRNAs into an area
where they have not traditionally practiced and find-
ing that the practice of interventional pain manage-
ment is not within the scope of practice of a CRNA,
but rather is solely the practice of medicine. More-
over, with the foregoing legal precepts in mind, and
having reviewed*868 the evidence considered by the
trial court below, we are satisfied that Spine Diagnos-
tics met its burden of proof on the permanent injunc-
tion and the mandatory injunction. The trial courts
judgment regarding same is reasonable, supported by
the record, and not manifestly erroneous.

AWARD OF REASONABLE LITIGATION EX-
PENSES AND OTHER COSTS TO SPINE DI-
AGNOSTICS

[7] The LSBN argues on appeal that the trial court
erred in awarding Spine Diagnostics $7,500.00 in
reasonable litigation expenses pursuant fo La. R.S.
49:965.1 plus an award for other fees/costs associated
with expert witnesses and depositions. Spine Diag-
nostics argues that pursuant to La.Code Civ. P.
art.1920, ™ the trial judge has great discretion in
awarding costs and its judgment should not be dis-
turbed absent an abuse of discretion. See MCI Tele-
communications Corp. v. Kennedy, 2004-0458, p. 11
(La.App. 1 Cir. 3/24/05). 899 So.2d 674, 681. Based
on applicable law and jurisprudence, we reverse that
portion of the judgment that awarded Spine Diagnos-
tics any feesfcosts in excess of the $7,500.00 pro-
vided for in La. R.S. 49:963.1.

FNI11. Article 1920 provides as follows:

Unless the judgment provides otherwise,
costs shall be paid by the party cast, and
may be taxed by a rule to show cause.

Except as otherwise provided by law, the
court may render judgment for costs, or
any part thereof, against any party, as it
may consider equitable.

**19 Spine Diagnostics' request for Hiigation ex-
penses and the trial court's award were based on La,
R.S, 49:965.1(A). It provides, in pertinent part, as
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follows:

When a small business files a petition seeking: ...
{2) judicial review of the validity or applicability of
an agency rule, ... the petition may include a claim
against the agency for the recovery of reasonable
litigation expenses. If the small business prevails
and the court determines that the agency acted
without substantial justification, the court may
award such expenses, in addition to granting any
other appropriate relief.

“Reasonable litigation expenses” are defined as “any
expenses, not exceeding seven thousand five hundred
dollars in connection with any one claim, reasonably
incurred in opposing or contesting the agency action,
including costs and expenses incurred in both the
administrative proceeding and the judicial proceed-
ing, fees and expenses of expert or other witnesses,
and attorney fees.,” La. R.S. 49:965. 1{(DX1} (Em-
phasis added.); State_ex rel. Louisiang Riverboat
Gaming Com'n v. Louisiana State Police Riverboat
Gaming Enforcement Div., 99-2038, p. 4 (La.App. ]
Cir, 9/22/00), 768 So.2d 284, 286.writ denied, 2000-
2926 (La.1/5/01). 778 So.2d 598. To qualify for this
relief, a “small business™ must meet the criteria de-
fined by the Small Business Administration in Sec-
tion 13 of the Code of Federal Regulations, Part 121.
La. R.S. 49:965.1(D)}2). A physician’s office with
annual receipts of less than $9 million is considered a
“small business” under the applicable regulation, 13
CFR. § 121.201. ™A the hearing on the prelimi-
nary injunction, Dr. John Burdine, owner of Spine
Diagnostics, testified that Spine Diagnostics' annual
receipts total less than $9 million per vear. A review
of the record before us reveals that this testimony was
not contradicted. Thus, *869 Spine Diagnostics meets
the eligibility requirements set forth in the statute.

FN12. Effective August 26, 2008, 13 C.F.R.
121.20] was amended to provide that a phy-
sician's office must now have annual re-
ceipts of less than $10 million to be consid-
ered a “small business.”

[81[9] Because La. R.S, 49:965.1 provides for an
award for reasonable litigation expenses, it is penal in
nature. It is a well-settled rule of statutory construc-
tion that penal statutes must be strictly construed and
their provisions shall be given a genuine construction
according to the fair import of their words, taken in
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their usual sense, in **20 connection with the context
and with reference fo the purpose of the provision.
Doc's Clinic, APMC v, State ex rel. Dept, of Health
and Hospitals, 2007-0480, p. 32 (La.App. 1 dr.
11/2/07), 984 So.2d 711, 732.writ denied, 2007-2302
(La.2/15/08), 974 So.2d 665. Pursuant to the clear
language of this statute, any award for reasonable
litigation expenses is limited to $7.500.00 and is in-
clusive of any and all costs, fees, and expenses asso-
ciated with opposing or contesting the agency action.
Thus, there can be no award over and above the
$7,500.00 for other expert fees and deposition costs
such as those awarded by the trial court in this matter.
Accordingly, we affirm the $7,500.00 award for liti-
gation expenses and reverse that portion of the judg-
ment awarding “all costs associated with these pro-
ceedings;” “all expert costs and fees;” and “costs of
all deposition transcripts.”

CONCLUSION

For the above and foregoing reasons, we reverse that
portion of the trial court's judgment awarding “all
costs associated with these proceedings;” “all expett
costs and fees;” and “costs of all deposition tran-
scripts.” In all other respects, we affirm. All costs
associated with this appeal are assessed equally
against the Louisiana State Board of Nursing and the
Louisiana Association of Nurse Anesthetists.

AFFIRMED IN PART; REVERSED IN PART.

La.App. 1 Cir.,2008.

Spine Diagnostics Center of Baton Rouge, Inc. v.
Louisiana State Bd. of Nursing ex rel. Louisiana
Dept. of Health and Hospitals

4 80.3d 854, 2008-0813 (La.App. 1 Cir. 12/23/08)

END OF DOCUMENT
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BEFORE THE IOWA BOARD OF MEDICINE.

Re: )

)
PETITION BY JILL CIRIVELLO )
FOR AMENDMENT OF 653 IAC 13.7(4) ) ORDER DENYING PETITION
RELATING TO SEXUAL MISCONDUCT ) FOR RULEMAKING

)

)

l. SUMMARY

On July 10, 2015, Jill Cirivello (Petitioner), presented a petition (EXHIBIT A) to the lowa Board of
Medicine (Board), pursuant to lowa Code Chapter 17A.7 and lowa Administrative Code 653-1.7, to amend
lowa Administrative Code 653-13.7(4), which describes inappropriate sexual conduct with a patient, a
patient’s parent or guardian if the patient is a minor, or with a former patient. The Petitioner requested that
the following provisions of Section 1285.240, Title 68, Professions and Occupations, Illinois Administrative
Code, Standards on Dishonorable, Unethical or Unprofessional conduct, be included in the lowa
Administrative Code:

Immoral Conduct (by a physician occurs when a physician) abuses the
physician/patient relationship by taking unfair advantage of a patient’s vulnerability.

In determining immoral conduct in the commission of any act related to the licensee’s
practice the Disciplinary Board shall consider, but not be limited to, the following
standards:

A) Taking advantage of a patient’s vulnerability by committing an act that violates
established codes of professional behavior expected on a the part of a physician;

B) Unethical conduct with a patient that results in the patient engaging in unwanted
personal, financial or sexual relationships with the physician.

In addition, the Petitioner requested the Board to adopt a rule to prohibit polygraph testing of physicians in
any type of investigation.

The Petitioner met with Board Executive Director Mark Bowden and Board Legal Director Kent Nebel on
July 30, 2015,to discuss her petition. On August 5, 2015, the Petitioner amended her petition (EXHIBIT B),
requesting the Board adopt the following amendment to lowa Administrative Code 653-13.7:

lowalaw—also—prohibits A physician is expected to maintain a professional

relationship and boundaries with a patient or a patient’s guardian in the course
of providing professional medical services. If a personal or sexual relationship
develops between a patient or a patient’s guardian in the course of the



physician’s personal life, the physician must terminate the physician-patient
relationship.

load to discioli . i
Conduct towards a patient by a physician that could result in criminal or civil

liability would be considered unprofessional and unethical conduct and the
physician would be subject to disciplinary action.

Investigations conducted by the Board as a result of this provision shall be
limited to the allegations in the complaint. In addition, alleged actions that
occurred over three years prior to the complaint will not be considered due to
the difficulty in obtaining accurate information. Any outside vendor utilized by
the Board to assist with an investigation shall not subject a physician to
polygraph testing.

The Petitioner appeared before the Board on August 28, 2015, and presented statements. In support of the
petition, the Petitioner referenced action taken by the Board in 2005 concerning the Petitioner’s husband, a
physician, who was investigated for allegations of sexual misconduct and ordered to submit to sexual
misconduct evaluation. The physician refused to submit to the evaluation because it included polygraph
testing, which the physician contended has little to no scientific validity. The Board suspended the
physician’s medical license for failure to submit to the sexual misconduct evaluation. The Petitioner asserted
that the Board’s action “led to an abandonment of the life we had lived before the investigation.”

1. DENIAL OF PETITION

The Board, having reviewed the Petitioner’s petition to adopt, amend, or repeal a rule, and considering
statements she provided on July 10, 2014, and August 28, 2015, voted in open session on August 28, 2015,
to deny the petition. Pursuant to lowa Code 17A.7 and lowa Administrative Code 653-1.7, the Board
provides the following reasons for denial of the petition:

1. Petitioner asserts lowa Administrative Code 653-13.7 (4) is overly broad and overreaching.

The Board’s rule, which has been effective since January 28, 2004, has worked well over time and is
consistent with ethical standards on physician-patient relationships established by American Medical
Association and the American Osteopathic Association:



13.7(4) Sexual conduct. It is unprofessional and unethical conduct, and is
grounds for disciplinary action, for a physician to engage in conduct which
violates the following prohibitions:

a. In the course of providing medical care, a physician shall not engage in
contact, touching, or comments of a sexual nature with a patient, or with the
patient’s parent or guardian if the patient is a minor.

b. A physician shall not engage in any sexual conduct with a patient when that
conduct occurs concurrent with the physician-patient relationship, regardless of
whether the patient consents to that conduct.

c. A physician shall not engage in any sexual conduct with a former patient
unless the physician-patient relationship was completely terminated before the
sexual conduct occurred. In considering whether that relationship was
completely terminated, the board will consider the duration of the physician-
patient relationship, the nature of the medical services provided, the lapse of time
since the physician-patient relationship ended, the degree of dependence in the
physician-patient relationship, and the extent to which the physician used or
exploited the trust, knowledge, emotions, or influence derived from the
physician-patient relationship.

d. A psychiatrist, or a physician who provides mental health counseling to a
patient, shall never engage in any sexual conduct with a current or former
patient, or with that patient’s parent or guardian if the patient was a minor,
regardless of whether the patient consents to that conduct.

The American Medical Association Council on Ethical and Judicial Affairs states categorically that
"[s]exual contact that occurs concurrent with the physician-patient relationship constitutes sexual
misconduct." * The Board, in applying this rule in sexual misconduct cases, believes such conduct may
compromise patient care. The Board’s rule is based on trust the patient must have in the physician and gives
rise to physicians’ ethical obligations to place patients’ welfare above their own self-interest. The Board
believes the proposed rule does not set forth the current standard of care regarding sexual misconduct and is
too narrow in its prohibitions. Further, the proposed rule’s limitation on investigations would prohibit the
Board from taking action on serious conduct uncovered during an investigation simply because it was not on
the “face of the complaint” or because it was not discovered within three years. Such a limitation is contrary
to the Board’s mission to protect the health, safety, and welfare of lowans and contrary to the Court’s
interpretation of the Board’s jurisdiction.

2. Petitioner asserts the Board is not able to provide substantial evidence that its current rule is
necessary for the protection of patients.

The Board’s rule recognizes that physicians have a superior position of power in the relationship between
patient and physician, and the relative position of the patient within the professional relationship is such that

! Council on Ethical and Judicial Affairs, American Medical Association, http://www.ama-assn.org/ama/pub/about-ama/our-
people/ama-councils/council-ethical-judicial-affairs.page



it is difficult for the patient to give meaningful consent to a sexual relationship with the patient’s physician.
Furthermore, lowa Code 709.15, in prohibiting sexual exploitation by a physician, recognizes the
vulnerability of a patient or a former patient.

3. Petitioner requests Board to prohibit polygraph testing of physicians in any type of investigation.

The Board does not utilize polygraph testing as an investigative tool. The Board does not order polygraph
testing, but utilizes nationally recognized evaluation programs to assist in its investigations of sexual
misconduct cases. These programs choose to utilize polygraph testing as a part of their comprehensive
psychiatric evaluation process. The Board relies on their expertise to determine what testing is appropriate.
National studies suggest that the polygraph appears to be a useful component of an independent,
comprehensive evaluation for sexual misconduct, as it may provide additional information to better
understanozl what happened and more accurately determine a strategy for possible rehabilitation of the
physician.

In conclusion, the Board believes lowa Administrative Code 653-13.7 (4) is superior to the Petitioner’s
proposal, which is vague and lacks specific detail about potential violations, making it more difficult to
prosecute cases of sexual misconduct.

THEREFORE, IT IS HEREBY ORDERED that the Petition for Rulemaking filed by Jill Cirivello is
hereby DENIED.

10th day of September, 2015.
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Hamed Tewfik, M.D., Chairman
lowa Board of Medicine

Judicial review of the Board’s action may be sought in accordance with the terms of the lowa Administrative
Procedure Act, from and after the date of this Order.?

2 AJ. Reid Finlayson, Kimberly P. Brown, Richard J. lannelli, Ron Neufeld, Kendall Shull, Diaielle P. Marganoff, Peter R. Martin, “
Professional Sexual Misconduct: The Role of The Polygraph in Independent Comprehensive Evaluation,” Journal of Medical
Regulation, Volume 101, Number 2, 2015: 23-34.

3 lowa Code Chapter 17A.





















From: Jill [mailto:jillcirivello@hotmail.com]
Sent: Wednesday, August 05, 2015 3:02 PM
To: Nebel, Kent [IBM]

Subject: Changes to Language

Kent,

Here are my changes to the language of 13.7 based on our conversation last Thursday where it
was suggested that | modify the Board's current language rather than look at the Illinois
language. | plan to attend the next Board meeting to state why | think this language would be
even better than the lllinois language. Please let me know which date and at what time | should
arrive.

Thank you,

Jill

lowa Administrative Code 13.7

tewa-taw alse prehibits A physician is expected to maintain a
professional relationship and boundaries with a patient or a
patient’s guardian in the course of providing professional
medical services. If a personal or sexual relationship develops
between a patient or a patient’s guardian in the course of the
physician’s personal life, the physician must terminate the
physician-patient relationship.

\ny-sexual-act of encounter with-a patient or the patient’s
guardian—which-may-lead-to-disciplinary-action-and-is
Conduct towards a patient by a physician that could result in
criminal or civil liability would be considered unprofessional


mailto:jillcirivello@hotmail.com

and unethical conduct and the physician would be subject to
disciplinary action.

Investigations conducted by the Board as a result of this
provision shall be limited to the allegations in the complaint. In
addition, alleged actions that occurred over three years prior to
the complaint will not be considered due to the difficulty in
obtaining accurate information. Any outside vendor utilized by
the Board to assist with an investigation shall not subject a
physician to polygraph testing.




BEFORE THE IOWA BOARD OF MEDICINE.

Re:

)
)
PETITION BY TIMOTHY FOLEY, )
ADITI RAO, ALEX BARE, ET AL. FOR )
AMENDMENT OF 653 IAC CHAPTER 13 )
RELATING TO SEXUAL ORIENTATION )
CHANGE PRACTICES )

ORDER DENYING PETITION
FOR RULEMAKING

L. SUMMARY

On February 23, 2016, Timothy Foley, Aditi Rao, Alex Bare, et al. (Petitioners) submitted a
petition (EXHIBIT A) to the Iowa Board of Medicine (Board), pursuant to Iowa Code § 17A.7 and
Iowa Administrative Code 653—1.7, to amend 653 IAC 13, which establishes standards of practice
and principles of medical ethics for administrative medicine physicians, medical physicians and
surgeons, and osteopathic physicians and surgeons. Petitioners requested the adoption of a new
rule, 653 IAC 13.13, with the following language to prohibit physicians from engaging in sexual
orientation change efforts with any individual less than 18 years of age:

13.13(1) Definitions. For the purpose of this rule:

“Sexual Orientation Change Efforts” include any practice by a licensed physician
that seeks to change an individual’s sexual orientation, including but not limited to
the efforts to change behaviors or gender expressions or gender identity, or to
eliminate or reduce sexual or romantic attractions or feelings toward individuals of
the same sex. “Sexual orientation change efforts” does not include any of the
following:

(a) Counseling or therapy that provides acceptance, support, and understanding of
the individual or the facilitation of an individual’s coping, social support, and
identity exploration and development, including sexual orientation-neutral
interventions to prevent or address unlawful conduct or unsafe sexual practices.

(b) Psychotherapies that do not seek to change sexual orientation.

(¢) Counseling for an individual seeking to transition from one gender to another.
“Physician” is any individual licensed to practice medicine pursuant to Iowa Code
Chapter 148 or any physician that has the capability to prescribe or prescribe and
furnish medication for human ailments

13.13(2) Notwithstanding any law to the contrary, physicians shall not engage in

Sexual Orientation Change Efforts as defined in this section with any individual less
than eighteen years of age



13.13(3) The Iowa Board of Medicine shall enforced this rule through appropriate
disciplinary proceedings established pursuant to Iowa Code §

148.6(2)(g) and all other administrative or disciplinary proceedings within the
Board’s statutory jurisdiction. All disciplinary proceedings shall be in done in
accordance to Iowa Code § 148.7

On April 8, 2016, the Board held a public hearing on the petition for rulemaking to hear from
interested parties. See 653 IAC 1.7(4)(c) (allowing the Board to schedule oral presentation of
Petitioners’ views). The Board heard from parties both for and against the petition. Following the
public hearing, the Board deliberated the action to be taken on the petition.

II. DENIAL OF PETITION

Upon receipt of a Petition for Rulemaking, “within sixty days after submission of the petition, the
agency either shall deny the petition in writing on the merits, stating its reasons for the denial, or
initiate rulemaking proceedings in accordance with section 17A.4...” Iowa Code § 17A.7(1); 653 IAC
1.7(4)(d). The Board on April 8, 2016, determined it did not have sufficient facts to initiate
rulemaking at this time. 653 IAC 1.7(2)(b) requires “facts in sufficient detail to show the reasons for
the proposed action.” The petition cited numerous authorities supporting its request although no
studies or evidence were provided to the Board. Accordingly, the Board lacked the ability to
evaluate the facts and evidence cited. The Board voted 9-0 to deny the petition and to issue a
formal order by April 22, 2016. The Board then voted 8-1 to establish a subcommittee and engage
stakeholders to study sexual orientation change efforts and to consider rulemaking at a later date.
The Board recognized that other professions such as mental health therapists, marital and family
therapists and psychologists may be interested in participating in the subcommittee’s study and
review of this matter. The subcommittee’s activities will allow the Board to gather and evaluate
evidence regarding sexual orientation change efforts and to bring all interested professions to the
discussion. Further, it will give the Board the time and opportunity to consider whether the
language and definitions contained within the rule presented in the petition are appropriate or
whether the proposed rule needs revised. The Board noted that evidence presented at the hearing
indicated physicians in Iowa are not currently engaged in sexual orientation change efforts so there
is no evidence that immediate action is necessary to protect the citizens of Iowa at this time.
Consequently, the Board has time to conduct a thoughtful and careful consideration of the practice
and the proposed language in the petition.

THEREFORE, IT IS HEREBY ORDERED that the Petition for Rulemaking filed by Timothy
Foley, Aditi Rao, Alex Bare, et al. is hereby DENIED.

22nd day of April, 2016.

Hamed Tewfik, M.D., Chairman
Iowa Board of Medicine

Judicial review of the Board’s action may be sought in accordance with the terms of the lowa Administrative Procedure
Act, from and after the date of this Order, pursuant to lowa Code § 17A
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EXHIBIT A
Before Iowa Board of Medicine

02-23-16P12:51 RCVD
Petition by Timothy Foley, Aditi Rao,

Alex Bare et al for the adoption of rules PETITION FOR
relating to Sexual Orientation Change RULE MAKING
Practices

1. Text of Proposed Rule Amendment

TIAC 653—-13.13 is amended to read as follows:
13.13(1) Definitions. For the purpose of this rule:

“Sexual Orientation Change Efforts” include any practice by a licensed physician that seeks to
change an individual’s sexual orientation, including but not limited to efforts to change
behaviors or gender expressions or gender identity, or to eliminate or reduce sexual or romantic
attractions or feelings toward individuals of the same sex. “Sexual orientation change efforts”
do not include any of the following:

(a) Counseling or therapy that provides acceptance, support, and understanding of the
individual or the facilitation'of an individual’s coping, social support, and identity
exploration and development, including sexual orientation-neutral interventions to
prevent or address unlawful conduct or unsafe sexual practices.

(b) Psychotherapies that do not seek to change sexual orientation.
(c) Counseling for an individual seeking to transition from one gender to another.

“Physician” is any individual licensed to practice medicine pursuant to lowa Code Chapter 148
or any physician that has the capability fo prescribe or prescribe and furnish medication for
human ailments '

13.13(2) Notwithstanding any law to the contrary, physicians shall not engage in Sexual
Orientation Change Efforts as defined in this section with any individual less than eighteen years
of age

13.13(3) The Iowa Board of Medicine shall enforce this rule through appropriate disciplinary
proceedings established pursuant to Iowa Code §148.6(2)(g) and dll other administrative or
disciplinary proceedings within the Board'’s statutory jurisdiction. All disciplinary proceedings
shall be done in accordance with lowa Code §148.7.

2. Statutory Jurisdiction of the Iowa Board of Medicine

17343 Feb 23, 2015 5:54:50 B




Pursuant to IAC 653—1.3(1) the Towa Board of Medicine “makes policy relative to matters
involving medical and acupuncture education, licensure, practice, and discipline.” This
rulemaking power vested in the Board grants it the jurisdiction to promulgate standards of
practice which this petition seeks to amend.

This section also gives the Board standing to pursue disciplinary proceedings against those under
its purview that violates this rule. Pursuant IAC 653—1.3(5)(d) the Board may “initiate and

prosecute disciplinary proceedings” for those granted a license to practice if a licensee V1olates a
standard of practice.

The legal precedent also exists because the lowa Board of Medicine has adopted its standard of
practice rules before, specifically in 653-13.5-13.15. This previous regulation of practices related
to the execution of duties incumbent upon a doctor establishes sufficient legal grounds for which
the board may pursue discipline.

3. Arguments in Favor of Adoption

Sexual Orientation Change Efforts (SOCE) have been rejected as valid medical procedure and
has little to no scientific backing among professionals, A professional task force established by
the American Psychological Association has concluded that “Recent studies provide no sound

scientific basis for determining the impact of SOCE on decreasing same-sex sexual attraction”
This conclusion has been corroborated by multiple professional organizations.

Despite its scientific absurdity this process continues to operate throughout the United States,
and has been found in some jurisdictions to be a form of consumer fraud in New Jersey (See
Kingv. Christie). Further, a similar law passed in California was upheld as the'court concluded
that such a law does not violate the first amendment nor does it breach any kind of professional-
client relationship. This decision was not appealed and as of the drafting of this petition this is
the only litigation on the question of gay conversion therapy.

Although its support has been scientifically and legally rejected SOCE continues to exist in Iowa
and the United States at large. It is estimated that one third of lesbian, gay, bisexual, transgender, .
or question young people will be subjected to these practices at some point during their teenage
years. The same study by the American Psychological Association that declared these efforts
lacked sufficient scientific foundation concluded that those who have been subjected to this form
of pseudo therapy have “report experiencing serious distress, including depression, identity,
confusion, and fear due to the strong prohibitions of their faith regarding same- sex sexual
orientation, behaviors, and relationships.” This depression is empirically linked to higher suicide
rates later in life.

4. Underlying Statistics in Favor of Adoption

34% of LGBTQ individuals report having been sent outside the home to a therapist or religious

" leader to "cure, treat, or change their sexual orientation" during their teenage years. This

correlates to suicidal thoughts and actions that are approximately four times higher than gay
youth’s heterosexual counterparts. According to a survey of 55 transgender young people 40% of
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young people have either attempted or seriously considered suicide compared with the national
average of 17%.

5. Names and Addresses of Parties Favoring Adoption, including relevant groups

695 Signatories to an online petition urging action on the question of Sexual Orientation Change
Efforts, whose names and postal codes are provided in Appendix L

The interest of Jowa’s young people whose representatives have endorsed this legislation by a
unanimous 22-0 vote who recognize the seventy of the issue and prevent the course of action
contained in this petition.

The Towa LGBTQ community, specifically the young people, who have been subjected to this
heinous practice oftentimes against their will and who seek to be accepted as full members of
their society.

The following individuals who strongly urge the Board of Medicine to take action in the form of
adopting the text of the rule written in part one of this petition.

- Jean A. Graham
Timothy Foley 4824 Lorraine Avenue
1793 NW 122" Ct. Sioux City, IA 51106-4115
Clive, IA 50325
Aastha Chandra
Aditi Rao 3109 Stratford Ct
141 Sandahlwood Circle - Cedar Falls, IA 50613

Cedar Falls, IA, 50613 ‘

Alyson Brooke Sorensen
Navaneetha Rao 58 Cottner Drive
141 Sandahlwood Circle Council Bluffs IA, 51503,
Cedar Falls, IA, 50613

Christopher Sorensen
Gita Rao 38 Cotiner Drive
141 Sandahlwood Circle Council Bluffs IA, 51503.
Cedar Falls, IA, 50613

Megan Sorensen

Alexander Bare 58 Cottner Drive
10135 210th St. Council Bluffs 1A, 51503.
Walcott, 1A 52773

Xiao Liu
Tara Djukanovic . 9016 Telford Circle
9023 Cowden Drive Johnston IA, 50131.
Johnston, Iowa

Katarina Walther
David A. Graham ’ 4606 Hudson Road
4824 Lorraine Avenue Cedar Falls, IA 50613
Sioux City, TA 51106-4115

Elise Margulies
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3863 Timberline Drive
West Des Moines, IA 50265

Kate Jaros
2863 260™ Street
St. Charles, IA

Jack Jaros
2863 260™ Street
St. Charles, IA

Andrew Dunn
1620 16th
St. Milford, JA 51351

Parker Day
5835 Wistful Vista Dr.
West Des Moines, 1A 50266

Manasi Singh
355 S 84th St
West Des Moines, IA 50266

Annie Zhang
1107 65th St
West Des Moines, IA 50266

Evan McKinney
2135 Country Club Blvd.
Clive, IA 50325

Meta Miller
1480 Country Club Blvd.
Clive, 1A 50325

Signature and Contact Information

Madison VanSickel
509 7% Ct.
West Des Moines, IA 50266

Ilsa Knivsland
414 West 11th St.
Cedar Falls, TA 50613

Danielle Templeton
416 Alvarado Ave,
Cedar Falls, IA 50613

Denise E. Hagerla
6000 University Ave., Suite 200
West Des Moines, IA 50266

Donna Redwing
3839 Merle Hay Rd #274
Des Moines, IA 50310

- Keenan Crow

3839 Merle Hay Rd #274
Des Moines, IA 50310

Erica Barz
3839 Merle Hay Rd #274
Des Moines, 1A 50310

1inda Foster
3839 Merle Hay Rd #274
Des Moines, TA 50310

Terri Bailey
125 S. 3rd St
Ames, IA 50010

Timothy J. Foley
Petitioner
(515) 537-4078
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