OFFICIAL TRANSCRIPT OF PROCEEDINGS



10

11

12

13

14

38

16

17

18

19

20

21

22

23

24

25

UNITED STATES OF AMERICA

NUCLEAR REGULATORY COMMISSION

LR R

MEETING WITH

JOINT COMMISSION ON ACCREDITATIOVN

OF HEALTHCAPL ORGANIZATIONS

ON THE
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o’clock a.m.,, pursuant to notice. John Telford, Discussion

Chairman, presiding.
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PROCEEDINGS
(9:10 a.m.)

DR, JESSEE: I would like to welcome you all. You
will have an opportunity cver the course of the day to
compare notes and see how what you’‘re doing and what wve're
doing can fit together, and try to maximize the opportunity
for constructive interaction.

Let me just introduce the folks around the table.

MR. TELFORD: May I suggest that we let everyone
introduce themselves, and say what their names are and what
their positions are.

DR. JESSCE: That would be fine.

MR. TELFORD: Or, if they represent from a
hospital or anything like tha%t, if they have that capacity

DR. JESSEE: Right., Llet’s == I’ll start with
myself and then we’ll work around tabile.

INTRODUCTION OF PANEL

DR. JESSEE: 1I’m Bill Jesse. I’m a physician and
Vice President for Accreditation Surveys at the Joint
Commission.

MR. van SCHOONHOVEN: 1I’m Peter Van Schoonhoven, a
physician, and Associate Director with the Department of
Standards.

MS. CARROLL: I’'m Jean Carroll, Director of

Standards Development, currently one of the Acting Directors
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with the Department of Standards.

My field, actually, is organization theory.

MR. MILTON: 1I’m John Milton, Senior Associate
Director in the Hospital Accreditation Services here.

DR. McMANUS: I’m Jim McManus, a physician, and
Associate Director of Hospital Accreditation Services.

MR, KLINE: My name is Ed Kline. I’m with the
Office of Nuclear Regulatory Research in Wachington.

MR. CAMPER: 1I’m Larry Camper. I’m a Section
Leader for the Medical and Academic Section, NRC
Headguarters.

MR. TELFORD: My name is John Telford. 1I’m the
Section Chief in charge of this rule-making effort.

MR. TSE: My name is Anthony Tse. I'm from
Research, Washington NRC. 1 am the Project Manager of this
project.

MS. JEWETT: I’'m Carol Jewett, Associate Director
cf Government Relations.

DR. WAGNER: I’'m Robert Wagner. I’m a nuclear
physician at Loyola University.

DR. HENKIN: 1I’m Robert Henkin. 1I’m a physician.
I’m representing the American College of Nuclear Physicians
and the Society of Nuclear Medicine.

MR. GREEN: 1I’m Jeff Green. I’m a staff writer

with American Hospital Association’s newspaper.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

23S

MS. SCHUMACHER: 1I’* Pam Schumacher. 1I'm
Associate Director with the Department of Public Relations

DR. JESSEE: Just in time, Ode.

MR. TELFORD: Your name, please.

DR. JESSEE: Your name, rank and serial number.

MR. KEIL: I’m Ode Keil. 1I’m Director of Plant
and Technology Manager.

DR. JESSEE: Also with the Joint Commission.

MR. KEIL: Right.

DR. JESSEE: We thought we’d go ahead and let you
folks kind of work through the agenda., I’m only going to be
able to stay until about 11 o’clock. But the rest of the
staff will be able and ready to work with you, and try to
work on through the issues that you’ve got on your draft
there.

MR. TELFORD: 1’d like to suggest that we have a
look at the agenda that we proposed and see if all the items
are there that you would like to see there. We can add or
subtract if you like.

Basically, I thought the purpose of the meeting
would be to discuss what we’re trying to do.

We can discuss the applicable and comparable
standards so that we can come to understand both
organizations and both purposes, and both modes of

operation. Sort of as a preliminary.
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Then we could get down to the details of our
proposed rule versus your standards, and kind of have a
comparison, And then wind up with sort of a feasibility and
kind of analysis or examination of the two functions.

Is the agenda acceptable to everyone.

DR. JESSEE: The agenda seems fine. We may want
to collapse down some of the front end.

MR. TELFORD: Okay.

DR. JESSEE: It may not take gquite as long to go
through some of the background. But otherwise, it looks
good.

MR. TELFORD: All right. Okay, the 9:15 item, we
wanted to give you a quick overview of the NRC. Some of you
may have had experience with the NRC as the licensee. Some
not, especially if you’ve been working in the agreement
state.

So, Mr. Camper is going to give you a quick
overview &0 that he can tell you sort of a thumb nail sketch
of the Agency. In particular, it covers some differences
that we think exist between the way we do business and the
way other folks do business.

MR. CAMPER: Hopefully, it will be a collapsed
overview,

The Nuclear Regulatory Commission exists primarily

at this point in time to protect public health and safety.
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joint effort that is taking place between my department
which is responsiblie for regulatory policy and technical
guidance for the medical, biomedical and academic uses of
radicactive materials that NRC regulates, and the Office
Inspection which is the group within the Agency that'’s
primarily responsible for writing and developing rules,
regulations if you will.

And the QA rule is something that’s been going on
now in various stages for about four years, and it primarily
was designed to ensure that radicactive drugs,
radiopharmaceuticals, are administered as prescribed by the
regquesting physician, or the authorized user, to prevent
misadministration of those radiocactive drugs, and to detect
and correct causes of mistakes that might lead to
misadministration.

In developing this rule, we have taken
considerable steps beyond the normal rule-making process
which I will let Mr. Telford explain to you in more detail.

Any qguestions at all, basically about the Agency’s
role?

Thore are approximately =- I didn’t mention =~
there are approximately six thousand licensees, medical
licensees. About two thousand of those are NRC. Four
thousand of those are in agreement status.

DR. JESSEE: Of those six thousand -~ that was one
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of my questions. What’s the distribution? How many of

those are hospitals and how many of them are not hospitals?
That incluues ~-

MR, CAMPER: Well, of the six thousand, I don’t
have a percentage at the tip of my tongue. But my guess
would be that, of the total six thousand medical licensees,
75 or 80 percent are hospitals.

DR. JESSEE: And the balance?

MR. CAMPER: The remainder are private practice
scenarios. Imaging -~ private practice imaging centers and
what have you.

MR. KEIL: How often do you inspect them?

MR. CAMPER: Three years, generally speaking.
Every three years.

MR. TELFORD: For the small hospitals. The larger
hospitals, what we call the broad scope licensees, are
approximately once a year.

MR. CAMPER: Right. That freguency, by the way,
has been becoming more narrow.

MR. KEIL: Who does that inspection for you? Do
you do that with contracts with State agencies or do you
have a staff of the NRC that dces those inspections?

MR. CAMPER: The NRC has five regional offices.
All licensing and inspection programs run out of thnse

regional offices. 1In each ot those regional offices there
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is an area or department, or section if you will, that has
responsibility for the inspection process.

The inspectors are full time NRC employees who
have various backgrounds in science and technology, who have
gone through training programs put on by the Agency, who
have worked with other NRC inspectors, and what have you.

MR. KEIL: How do you determine which of the
license holders get a -~ well, an unannounced survey, and
those who get an announced survey?

MR. KLINE: The majority of these inspections are
unannounced. The reasoning behind that is to get a picture
of what activities are normally proceeding in that
licensee’s daily curriculum,

The announced inspections usually are incurred due
to logistics with meeting with individuals, locations that
are gquite remote where we have the inspectors who have (v
fly out and geographically speaking are difficult to get to.
And sometimes an announced inspection is the only method by
which these individuals can set an appointment time.

Announced inspections also can follow some of the
other subsets of problem areas where we have maybe an
allegation that an employee might call in, or an incident or
an emergency, that sort of criteria.

But again, the majority are unannounced.

MR. KEIL: But for an metropolitan area like
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Chicago, then, you or somedbody from the staff that does that
on a regular basis would show up, show their badge and say
I1’'m from the NRC and 1'm here to help you?

MR. KLINE: Well, selected -~ oh.

MR. TELFORD: Well, let’s note that NRC is an
agreement state, so we wouldn’t inspect in Illinois.

MR. KEIL: A for instance, is that basically the
method that you use? Do you actually show up at the dcor on
the day of the survey and identify yourself and go to work?

MR. KLINE: That'’s basically correct.

MR. KEIL: Do they have the right to turn you
down?

MR. KLINE: VYes, they do.

MR. KEIL: 8o, it’s similar to the OSHA
unannounced inspections, where they can =-- unless you’‘re
carrying paper that says we have cause to believe that
»vou’re in violation of your licensing agreement, and you
have a court order or something.

So, it is, in a sense, a voluntary participation?

MR. KLINE: Well, it’s not voluntary. 1It’s
required via the license application process and Federal
Regulations that an inspector be allowed within reasonable
time to inspect a facility.

part of the Federal Regulations in Part, I

believe, 19, discuss how workers or licensees can have
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MR. CAMPER: Four years as an inspector in Region
2. And he has also been a member of the quality assurance
team that’s been evaluating and inspecting, if you will, the
facilities that participate in our pilot program to evalua‘e
the impact of the Quality Assurance Rule. So I felt he was
the best person to answer those particular questions.

Yes, sir?

MR. van SCHOONHOVEN: The Joint Commission on
Credits organizations, you license if I’'m correct?

MR. CAMPER: That'’s correct.

MR. van SCHOONHOVEN: So that’s the commonality,
not individuals but organizations?

MR. CAMPER: We license institutions, which are
hospitals. We also license individual physicians in the
private practice scenario that want to possess and use
radioactive materials that our Agency is responsible for
regulating.

MR. van SCHOONHOVEN: 8o it'’s both?

MR. CAMPER: 1It'’s both, yves.

MR. TELFORD: You could think of it as a legal
entity that it’s either a hospital that is a licensee or, in
the case that Mr. Camper mentioned, it could be a private
practice physician who could be in business by himself, and
we would license that individual as the licensee.

MR. van SCHOONHOVEN: Do you regquire a so-called
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response from the head of the institu*ion?

MR. CAMPER: Part of the licensing process is to
have the application signed by a management representative
of the institution that the license is going to be issued
to.

In the case of hospitals the license is issued to
the hospital. There are authorized physician users
designated on the license, except in the case of broad
licensees. 1In those cases, the Radiation Safety Committee
of the institution has the authority inherent in that
particular type of license to authorize physician users,
provided they meet certain minimum training and experience
criteria that the Agency h2s to use radioactive materials.

But the management involvement and the management
commitment in the licensing process is a crucial part of the
process. And it is the institution that the NKC will take
issue with if there are violations or problems with the
license.

MR. KEIL: Do you issue separate licenses for
things like radiotherapy with cobalt and nuclear medi~ine,
and RIA for laboratories?

MR. CAMPER: That’s correct, we do.

MR. KEIL: So if somebody wanted a license in each
of those areas, they would have to go through three

application processes?
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MR. CAMPER: There are different types of licenses
issued for the teletherapy scenario and for nuclear
medicine.

Typically, in nuclear medicine, particularly in
the larger institutions, it will include both diagnostic and
therapeutic uses of nuclear medicine materials.

MR. KEIL: OKkay.

DR. JESSEE: Do you have any instances where the
licensee in an institution is an individual, where the
institution has elected to have it organized around a
private practice physician who may provide the service
within that hospital?

MR. KLINE: 1If I understand your gquestion
properly, dc we issue a license to one individual in a
facility that supervises other facilities? Or ==

DR. JESSEE: Well, I was thinking of the situat.on
where a hospital may elect not to be the licensee, but
simply rents space to a physician who practices within the
institution?

MR. CAMPER: Yes, I understand your question now.
That has happened. It is rare. The guideline, though, is
that the institution, the hospital, has a license. The
Agency will not issue a license to a private practice
physician in that institution,

DR. JESSEE: 1In that =-- in the physical premises?
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of the day also, depending on the size, the number of
machines, that sort of thing.

MR. KEIL: Do you lock at the physical facility
and records, and interview people during that time?

MR. KLINE: The inspectors, in order to prepare
for the inspectica, they review the facilit’’s license and
associated license application which is incorporated by
reference into that license. And the application comes via
the licensing process.

The inspector will review the zonditicns of the
license and the applicable regquirements for the standards by
which the facility has addressed the program areas that we
request we request that they respond to in the application
process.

Also, the inspector should be familiar with the
Federal Regulations, which is more of a skeletal format,
that are the minimum requirements that the licensee follows
during the application process.

They will go back and look at prior inspection
performance. We keep aata on the number of inspections, the
number of violations, the types of violations. He should
review any prior problem areas and verify that there have
been corrective actions taken, and that they are effective.

He will look at all these elements and then assess

whether or not the facility is still in compliance and has
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no major, nor even minor, areas. Then, at that point, an
exit is given to the management =-- I guess that would be the
hospital administrator -- and the authorized user to let
them know what the problem areas appear to be. And if
there’s any contesting or explanation that’s not clear, the
resolution period occurs at that point.

At a subseguent date, if there are problem areas
and a letter comes out from our Agency addressing each of
the alleged violations. Then a sequence of events ensues
regarding responding to the violations and how they will fix
them and prevent them from recurring.

DR. JESSEE: What proportion of your inspection
would you estimate requires some kind of follow-up in terms
of plan of correction?

MR. KLINE: 1It’s very difficult to say.

It’s difficult in the sense that certain
facilities develop patterns where they may have a number of
problems over the years. In order to address those problem
facilities, increase the inspection frequency and try to
monitor them more closely.

Certain other facilities may have an excellent
program and keep at a relatively normal frequency of
inspection, and it’s difficult to separate out how many
facilities == we can tell you which facility is d»ning what

and what the problem areas are, but to separate out and
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but we’re here to talk to the representatives of the JCAHO,
s0 that we can conduct this comparison and conduct business
in that way.

I would like to postpone an answer to that
guestion until that time on the agenda, unless there are any
objections.

MR. CAMPER: But we will come back to your
question.

DR. JESSEE: 1In addition to the 2,000 that you are
respensible “or directly, there are about 4,000 licensees
that are handled under arrangements with the states. 1Is
that correct?

MR. TELFORD: Yes. There are 29 agreement states,
Illinois being one.

DR. JESSEE: Under those agreements, a responsible
state agency has direct supervisory responsibility. Then
there’s some reporting to the NRC?

MR. TELFORD: Essentially, the state is =-- through
an agreement, a formal contract, is extended the authority
of the NRC, and they are responsible for licensing and
inspection. 1In this area, in Part 35, for instance, with
misadministrations, as of April 1st of this year, the
agreement states now have to report those to the NRC. Prior
to that, they did not have to report to the NRC.

This rulemaking that we’re working on, if it
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calibrator, as an example.

8o, I show you that example to point out that the
regulation of medicine amongst the agreement states, given
that it‘s not a Division 1 compatibility reguirement, is
variable, and in =-- and this rule, if it would become a
rule, wovld be ar issue of compatibility, although most
probably not at Division 1; most probably at Division 2, we
surmise, at this point, but that’s not certain yet,

DR. JESSEE: At risk of jumping ahead on the
agenda, let me ask a question then.

In the event that, after this discussion, you
determine that there is sufficient equivalency between our
standards and your proposed rules or that there could be
sufficient equivalency established with some modifications,
to go ahead and rely upon Joint Commission Accreditation as
an alternative for NRC licensees, that, then, would only
apply in those states that did not have a contractual
relationship, or could it be included in the rule, so that
it would also apply in the other 29 states?

MR. TELFORD: I think, in theory, it would apply
to all states.

DR. JESSEE: Okay.

MR. CAMPER: This is going to be an issue of
computability for the agreement states, if this rule becomes

a rule. Whatever it ends up being would be an issue of
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compatibility, the only question being at what level, what
division of compatibility wou.d it be? But yes, in theory,
if that were to happen, it would apply to all states.

DR. JESSEE: Okay. That makes life easier.

MR. CAMPER: Any other guestions about how we go
about doing our ==~

DR. JESSEE: Let me ask one other question.

Many of our qguestions have been related to
organizational issues, and we’re finding that’s one of our
biggest nightmares, is trying to decide what is it that
we’re surveying and accrediting, as health-care institutions
become more complex, and they have created all sorts of
subsidiaries and contractual arrangements with other
providers, often for purposes that have nothing to do with
accreditation or, in your case, with regulation, but
nonetheless, it makes it very complex to try to sort out the
pieces.

what do you do if you’ve got a large organization
that may have the provision of nuclear medicine services in
multiple sites? Does each site have a separate license, or
is there a single license for the organization but covering
multiple sites?

MR. TELFORD: I think the answer is yes. 1I’ll
talk while Mr. Kline thinks.

I think, in my experience, it’s a broad-scope
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MR. CAMPER: Research, as well.

MR. TELFORD: Research, as well.

But if you have 50 miles between two cities, it
may be the same state organizatiocn, the same state campus,
but we would have different licensees.

MS, CARROLL: Treat them separately.

MR. TELiJRD: Yes.

MR. KLINE: That’s a good question, because there
are situations where facilities, hospital-based
corporations, are expanding and building hospitals under one
management, under one health-care company, and then you get
into the logistics of, well, since you have one management,
how do they oversee all these operations? Wwho is
responsible if the billing comes into one company, so to
speak, and the profits come in from the satellites?

In the past, I think the NRC had originally
leaned, in these sort of areas, towards one license and
found, over the years, that it wasn’t feasible, that we were
having problems, but I guess too much deregulation in the
hospital of responsibility, satellites became too
autonomous, and there were problems that were developing
because people were not available to address these sort of
requirements that we look at and we inspect at each
facility.

S0, I think the pattern has shifted towards the
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licensing of the facilities as a separate identity, though
the company is =~ the facility is owned by one company and
one hospital.

MS. CARROLL: We often run into that issue. It
requires determination and, for example, definition of who
is the governing body.

MR. KLINE: Yes. We get that same problem.

MS, CARROLL: It can be very difficult.

DR. JESSEE: Any other questions?

(No response.)

DR. JESSEE: Hearing none, let’s do a quick
overview of the Joint Commission and focus a bit more
specifically on how we survey nuclear medicine services in
the organizations that we accredit.

The Joint Commission is a private, not-for-profit
501C3 that was originally organized in 1951 as the Joint
Commission on Accreditation of Hospitals. We changed our
name in 1987 to reflect the fact that, over the course of
the years, the scope of our accreditation activities had
expanded beyond hospitals, and currently, we accredit about
§,200 general hospitals, and psychiatric hospitals are
included in that group.

In addition, we accredit something in excess of
3,000 other types of health-care organizations, which

include non-hospital mental health facilities, long-term
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care facilities, nursing homes, home care agencies providing
home care services, and a variety of ambulatory care
organizations, which I would have to say is a real
potpourri, everything from the ambulatory surgical clinics
to college health services to occupational medicine programs
for some large employers, all of which have absolutely no
common thread, other than the fact that they have elected to
comply with our standards.

The organization, historically, has bven viewed as
a purely voluntary process. The standard-setting process is
not a public one in the classic sense of that word, but it
is certainly one that seeks broad input from all affected
parties,

Generally, our standards-development activity is
done over a period of one and a half to two years, during
which we publish statements of purpose, and we publish them
in professicnal literature, in our own official newsletter,
widely covered throughout the industry in the trade press;
then draft proposed standards, and ultimately, the intent is
to arrive at standards that represent consensus of the
health care industry as to slatements of good practice, if
you will, in the management of a health-care organization.

Philosophically, since the mid-’'60s, our standards
have represented optimal standards, rather than minimums

standards. That'’s been the official philosophy, and the
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at an average of 2.4 nationally.

We try to grade the overall performance and, as of
January 1st, we will have four categories of decision that
can come out of our survey process.

For the institutions that do extremely well,
starting next year, we will award accreditation with
commendation. It’s a way of recognizing better-than-
expected performance. And we’'re estimating that it will
probably be the upper 10 or 15 percent of the organizacions
that we survey.

Most organizations will be accredited. Those that
have significant numbers of standards-compliance problems
but which, in our judgement, can remedy those standards-
compliance problems within six months, will fall into what
we call conditional accreditation.

In essence, they are informed that they are in
serious jeopardy, that unless they make significant progress
towards improving their level of standards compliance, which
is then assessed through a follow=-up survey in six months
after the decision, then they can lose their accreditation
if they have not made sufficient progress at that point.
That is currently running about 5 to 8 percent of the total
number of organizations surveyed annually.

Finally, the fourth decision that can result is a

denial of accreditation, and that usually is two different
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categories. One is organizations which have so many
standards~compliance problems that we do not believe that
they can reasonably be expected to move up to a level that
would allow them to ~ontinue their accreditation within six
months. That’s just a sheer volume of problems that they
can’t adjust in that timeframe. Or an organization which
has one or more conditions which pose an immediate threat to
patient health and safety, and you can be doing great except
for thzat one thing, and that can be sufficient to generate a
recommendation for immediate non-accreditation.

Annually, we are now running about 1 to 1 1/2,
sometimes 2 percent of accreditation surveys that we conduct
result in a non-accreditation decision. Interestingly, we
find that many of the organizations that lose their
accreditation reapply. They make efforts to resoclve the
issue and the reapply and are re-surveyed and regain their
accreditation at some point in the future.

In terms of mission, our mission is to improve the
quality of health care provided to the American public, and
that results in, if you will, what I refer to as a
schizophrenic balance between a public-sector purpose and
recognition that this is a private-sector organization that
comes primarily from support from the industry, from
physicians, from hospitals, and from other health-care

organizations.
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So, on the cne hand, we try to balance the
importance of achieving consensus amongst the members of
that industry as to how quality can be furthered but, at the
same time, recognize that our true constituency is the
public whom those crganizations serve and that if there is a
conflict between the interest of the institution or the
profession and the public that we resolve it in favor of the
public.

Generally, we take the perspective, though, that
the interest of health-care organizations and health
professionals and the interest of the Joint Commission are
concerdant and that both are there to serve the public
interest. But when we get down to an individual case, from
time to time, those things may bump into one ancther.

MR. CAMPER: I have a guestion for you.

DR. JESSEE: Yes, please.

MR. CAMPER: The accreditation process itself,
though, is voluntary?

DR. JESSEE: It is voluntary. Let me hang a
"however" on that.

However, since 1965, it has become increasingly
intertwined with a variety of public processes. Part of the
reason why it is -- why accreditation is so dominant in this
country, unlike most of the other countries in the world, is

because it had roots in the hospital industry that went back
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to 1917,

The American College of Surgeons started what they
called the Hospital Standardization Program in 1917. Tae
Joint Commission, when it was formed in ‘51, was a successor
to that original program, and it really came about simply
because, after the Hill-Burton Act and all the post-war
hospital construction, the College of Surgeons found they
could no longer manage the program, because the numbers of
hospitals had expanded so substantially. So, they looked
for some partners and brought in the College of Physicians,
the AMA, the American Hospital Association to form the Joint
Commission in ’51.

When the Medicare law was enacted, that was so
firmly established in the hospital industry that the
original Title 18 of the Social Security Act provided thzt
hospitals that were accredited by the Joint Commissicn would
be deemed to meet the conditions of participation that we
established by regulation, by the Secretary of then-Health,
Education, and Welfare. And that was the first public~-
private relationship, so that if you’re an accredited
hospital, you do not have to have a separate survey for
purposes of Medicare participation.

There are about, last I looked, about 6,300
Medicare-certified hospitals and about 5,200 are certified

by virtue of their accreditation. The remainder are
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mental-health organizations, ambulatory-care facilities of
various types, and home-care agencies.

MR. CAMPER: But no private-practice physician
office scenarios?

DR. JESSEE: Well, conceivably. 1In our
eligibility criteria, we have not come up with an
accreditation program that will cover the solo practitioner.
But the ambulatory=-care program is structured such that a
fair number of small physician group practices, usually
sprcialized in a single specialty area, have sought
accreditation.

In the mental health area, we also have some
groups of psychiatrists and psychologists that provide
mental-health services on an outpatient basis that have
decided to seek accreditation. That often is tied to
relationships with other entities, like payers.

In some states, Blue Cross, for example, will not
make payment in a non-accredited facility. 1It’s more
prevalent in the mental health field than in some of the
other fields, but often the insurers will requires
accreditation as a precondition for payment.

8o, I say it’es voluntary, but over the years, a
lot of other forces have hung their hat onto the
accreditation process, and therefore, for many types of

organizations, it’s become a necessity, rather than a purely
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voluntary activity.

MR. TELFORD: My impression is that there is
approximately 6,000 hospitals in the U.S. The numbers
you’re mentioning == I’m curious about what’s the total of
what’s the percent of participation?

DR. JESSEE: 1It’s a little higher than that, the
last I heard. Medicare was 6,300,

MR. MILTON: Well, the AHA, American Hospital
Association Guide issue, which is published every year,
lists obviocusly, all of its members. There are typically
7,000 to 7,200 organizations listed there and, as Bill said,
we have 5,200 crganizations accredited. The difference
includes a large number of organizations that don’t meet the
eligibility criteria. So, but you can’t count them as even
potential accredited organizations. The others in there
that wou.d be eligible have chosen, for whatever reason,
usually their very small, not to be accredited.

But, like you said, we have some university
health-type, you know, dispensaries and so forth, that are
members of the AHA but they’re not -~ they don’t come close
to being eligible for a survey.

DR. JESSEE: The numbers depend entirely on what
you define to the hospital. Some organizations call
themselves a hospital; but if they hav- an average length of

stay greater than 30 days, we don’t consider them a
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hospital, we consider them a long-term care facility.

MR. CAMPER: 1In those institutions, hospitals
shall we say, that either fail your accreditation process or
choose to withdraw, are they then penalized with regards to
reimbursement for Medicare and Medicaid? Can they still
obtain funding, if they’re not accredited?

DR. JESSEE: Yes. And many do. If they lose
their accreditation or withdraw from accreditation ~- take a
typical hospital, they will then call the State Health
Department and ask to be surveyed for Medicare participation
purposes as soon as possible, in order to maintain their
flow of Medicare funds.

MR. CAMPER: Are the Medicare/Medicaid standards,
in that case, the same as yours, stronger than ==

DR. JESSEE: They were in 1965. But, as you know,
the Federal rulemaking process is complex and time consuming
and there really has been one major rewrite of the Medicare
condition to participation for hospitals since 1965 and that
was done in the late ’70s.

As our manuals are revised annually, obvicusly not
completely rewritten, but we, each year, publish a new
manual which contains changes from the prior years. So our
standards have evolved on an annual basis, whereas, Medicare
conditions have remained relatively static.

Medicare has managed to keep their survey process
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2 bit more current by re) ‘ng upon administrative
instructions through wha! y call a State Operations
Manual, which is their instructions to the state agency.
But their =-- their constrained by what is in the
regulations. Obviously, they can’t do something that’s not
in the regulations; but there’s a fair amount of latitude in
the interpretation that’s put on most regulations.

MR. CAMPER: Does the Medicare/Medicaid
evaluation, is it conducted in a fashion similar to yours,
in that there’s on-site inspections ==

DR. JESSEE: Yes.

MR. CAMPER: == and ) in-depth review cof the
process?

DR. JESSEE: Yes, but the processes are similar
and yet different. Medicare -- the total number of pecple
involved in the survey and certification process =-- the
Health Care Financing Administration in Baltimore is five.
So it’s a small program, centrally. In fact, I don’t think
they have any people designated in the regional offices that
is responsible for 7= rvey and certification.

But they do rely upon the states. They contract,
and that’s in accordance with the statute. They contract
with the states, with the State Health Department, to
conduct certification surveys for them. In fact, those are

federally reimbursed to the states for conducting that



&

-

=

-~
o O

mart state, ails

<

a

)
)

™

r ar

|

a4

Bl

gett
ypes

v

t

Y

A

"rn
HINC

hey’re
urve

+
C
8

a

S

M 2
hat

t










LS

w

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

49

DR. JESSEE: VMy recollection is about 6,300
Medicare~certified hospitals, Medicare participating
hospitals.

MR, CAMPER: And there are approximately 5,200 of
those that are certified by AHA?

DR. JESSEE: That we accredit.

MR, MILTON: Accredit.

DR. JESSEE: Accredited, right.

MR. CMMPER: So that the other 2,000 or so are
covered by the Medicare/Medicaid process that you have
described?

DR, JESSEE: Well there'’s only about 1,000. Tre
discrepancy between the number we accredited and the number
that are Medicare~surveyed is only a little bit over a
thousand. There may be some other organizations which call
themselves hospitals that are nut certified as a hospital
for -- by Medicare and therefore not eligible for Medicare
Part A reimbursement.

MS. CARROLL: There are facilities in certain
states that will define themselves as hospitals, for
licensing reimbursement purposes; but they actually do not
meet our conditions of eligibility in terms of functions.

DR. JESSEE: Amongst the Medicare-certified
hospitals, we accredit about 83 percent, but we cover about

97 percent of the beds. So, the number =-- the organizations
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that are not accredited that do participate in Medicare are
predominantly small and my guess is .hey would ba amongst
the least [ikely group to hold a license from NRC.

MR. TELFORD: We have a fair number of licensees
that are private clinics that do both diagnostic and therapy
procedures, that would probably would not be a hospital in
your eyes.

DR. JESSEE: Well, there could be some of those
that we would accredited under the ambulatory care
standards. But I have no way of -~ the only way we could
possibly determine how many they might be is simply to do a
cross~check with the listings.

We do publish a -- a directory of accredited
facilities. 1If someone has a long weekend and nothing to
do, they can go through manually and look at that whole list
and see how it conforms to your list of licensees. A GS3
could do that.

Let me briefly describe our survey process. Tri-
annually, we visit each institution. I’m going to focus
primarily on hospitals now; that’s == that’s the lion share
of what we’re talking about. Tri-annual survey is done on
an announced basis. The facility gets 4 to 6 weeks of
notice regarding the exasct dates.

The reason for that is very practical. We're

surveying the entire inscitution and it is going to be a
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radiology, 1 hour in nuclear medicine and, if there’'s a
radiation oncology, about 1 hour; so about, in the average
2~day survey, I would say about 3 hours are devoted to those
3 chapters.

In the longer surveys, 3 days, 4 days and $ days,
they're increased by the number of days in the survey. So,
you might spend a couple of hours surveying each of those 3
services in a 3-day, 4-day, S5-day service.

In the physician’s schedule, he actually goes to
the diagnostic radiology department, nuclear medicine
department and radiation oncology department, it’s not a
sitting in the CEO’s office and surveying it. It’s an on=-
site survey, going through compliance with the standards as
they are.

We have scoring guidelines that help the surveyor
and the organization comply with these standards. I don’t
know whether you have a copy of the scoring guidelines?

MR. CAMPER: Yes, we do.

DR. McMANUS: Okay.

MR. TELFORD: May I interject a question?

DR. MCMANUS: Sure.

MR. TELFORD: 1Is this the -~ the person that'’s
going to go survey in the nuclear medicine diagnostic
department, or in the therapy department? I understand that

you have standards and the hospital has developed a program
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== how do you do that? Then they would bring out and have
in hand reports to that effect.

There would be a notice of receipt, storage,
preparation and use areas for radionuclide. Can I see that?
And you would look to see back, again, on 22101 on page 121,
you would look to see information in records that includes
at least those items that are listed there: the date, the
method of receipt, the supplier, the lot number.

You'’d look to see the safet; policies and you
would ask, do you have a gquality control program, 228, 1I’'m
going backwards, designed tc minimize patient, personnel and
public risk and maximize? You’d look to see a written
guality contrel program that addresses those areas.

In the standard experience ==~

MR, TSE: Again, in the standard experience, when
you look to see if they have those procedures, but you
probably don’t have time to look into the details. The
procedures need certain.

DR. MCMANUS: No, you don’t look tc see if they’ve
applied to those procedures; you’re right, although you will
ask in your quality control program, have there been any
problems related to that quality control program. If
there’'s been a misadministration, for instance, when was the
last misadministration that you had? How did you deal with

it? Did you change your policies and procedures related to



10

11

12

13

14

1%

16

17

18

19

20

22

23

24

25

59

o, you'd follow up on any problems that they've
recognized. Also, as you survey, you get to see, onsite,
how well it’s run, even though you‘re only there for that
one short spot in time. You get an idea of how well it's
run, so it’s kind of an overall assessment.

MR, KLINE: If you had a checklist format like
this with respect .o process, and during that one hour in
nuclear medicine, you had to go through that checklist, do
you have a feel for -~ i know certain areas overlap from one
characteristic to another, but do you have a feel for the
total number of these characteristics you’d be able to cover
in a typical, average hospital?

DR. McMANUS: I didn’t bring the survey report
form with me, but not all of these reguired characteristics
are surveyed. If you lock at the standards, you 1. see that
some are asterisked and those are the key items. The
surveyor will pay attention to those key items. Those are
the ones that have the most impact on the survey result.

DR. JESSEE: That are routinely scored.

DR. McMANUS: Those are the ones we routinely
scored and scaled on the survey report form which resembles
this.

DR. CARROLL: You can see an example of it. The

report form follows this format.
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DR. McMANUS: Yes.

DR, JESSEE: 1t basically says that three of these
has about the same weight as one of these and the more
important items can go directly through to your grid square
on that element. Lese important items, you have to be
deficient in several areas before that will go through.

MR. KLINE: During your inspection process, do you
ever reguest to see an NRC inspecticn report?

DR, McCMANUS: Yes.,

MR. KLINE: 1s that part of your grid?

DR. MCMANUS: No, it isn’t., 1It’s part of the
scoring of reports. When was the last one that you had?
can I see a license, evidence of license? Can 1 see the
last medical radiation physicist’s report? That’s another
one we would ask for.

In nuclear medicine, this would be part of it.

Are there any other areas?

MR. TELFORD: You mentioned that sometimes in the
survey that it might last ° days or 5 days.

DR. McCMANUS: The survey might last 3 days to 5
days. 1lncrementally, your survey of nuclear medicine and
diagnostic radiology and radiation oncology would be
increased more than the hour that you’ve spent. It would
be perhaps a separate departhant, not only a separate

department but it would cover other areas than the hospital
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itself.

There may be a radiation oncology center. There
may be an MRI. There may be other areas that the surveyor
would survey in tnose large organizations,

MR, TELFORD: In the maximum case, 5 days, wha'
would be the maximum time that a surveyor might spend i: :(he
nuclear medicine department?

DR. McMANUS: Two hours, I would think.

MR. TSE: 1In the core members of your team, you
mentioned MD.

DR, McMANUS: Right.

MR. TSE: That'’s for the entire survey fo the
entire hospital. 1Is this anything specific like a nuclear
medicine physician or oncologist when you survey the nuclear
medicine or oncology department?

DR. MCMANUS: A member of the Joint Commission
surveyor?

MR. TSE: That’s right.

DR. MCMANUS: No, they are not arranged by
specialty.

MR. TSE: Only in special cases. You mentioned ~-

DR, McCMANUS: ©Oh, in rehadb. Yes, pysiatrists will
go to a comprehensive rehab department attached to an
organization or a free-standing rehab hospital. Then we

have psychiatrists -- are there eligibility criteria for

U e D AR T
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when a psychiatrist consultant will be assigned, but that'’s
as far as it goes.

DR. JESSEE: There really have been no instances
in which we’ve tried to add someone who is trained ac a
nuclear medicine specialist to suirvey the nuclear medicine
department. It is simply not that large a department in the
vast majority of organizations that we survey. There are
not enough of them around to survey all of these places.

Keep in mind that while the physician has primary
responsibility to review those standards, there are a
variety of other standards that cut across and cover aspects
of the operation of the department, such as safety
management, eguipment management.

They will be =- aspects of the nuclear medicine
service will be covered in standards other than the nuclear
medicine chapter, per se.

MR. KEIL: They’re looked at as an integrated
piece of an organization-wide program. They’re not looked
as an excised organizational component or box in the
organizational chart. In safety management, it’s a step-
down process that starts with the worker’s right not to be
injured, as well as visitors and patients.

That’s explained in general terms by the
organization and then it’s cut into specific needs by

departments so nuclear medicine hazards that exist there
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too many too~horrible~to-mention situations out there. Most
of the time, when it’s discovered by a surveyor and they
bring it to the organization’s attention, there’s immediate
remediation.

For those rare cases where there 1s an immediate
threat to life, where there are identifiable violations,
clearly identifiable violations of other agencies’
standards, w2 have let them know that there were problems
that should be addressed.

DR. JESSEE: There’s a provision in the general
administrative policies and procedures that states that when
a survey identifies any condition that poses a threat to
patient or public safety, he promptly notifies the president
of the Joint Commission and the president or his designee
promptly recommends to the Accreditation Committee, that the
hospital be denied accreditation. This acticn by the
president is reported by telephone and in writing to the
hospital’s chief executive officer and in writing to the
authorities having jurisdiction.

I would not, however, guess that we have been
exhaustive in trying to cover the authorities that might
have jurisdiction. What we generally think of when we do
that is the state licensing agency and the Healthcare

Financing Adninistration.

I’'m not sure how good we are about trying to hit
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some of the other regulatory agencies that might have that
jurisdiction in that particular case.

MR. TELFORD: On the topic of patient safety, I
understand you look at an indicator like retakes. When
you’re looking at nuclear medicine diagnostic tests, do you
look at any other indicators that your surveyor is going to
be looking for that’s not been nominated as an indicator by
the hospital itself?

DR. McMANUS: The gquality control =--

MR. TELFORD: Well, we have a very narrow focus.
You have the overall umbrella of quality of care. I don't
know what the key phrase is to appropriately characterize
what you’re really looking for, but you’re more or less
looking for the fact that the patient got treated
appropriately? 1Is the hospital running a good quality
program?

Whereas, we’re looking very narrowly at; was the
patient administered the byproduct material that was
prescribed and directed. Where our two spheres intersect,
one area is retakes which you’re probably more concerned
with than we are. In terns of what we would think of as a
misadministration; somebody got an overdose of mat:rial or
not quite the proper dose, the wrong radiopharmaceatical,
wrong patient =--

DR, McMANUS: Let me try to respond to that. The
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indicators that we look at are identified by the hospital,
number cone, as being the ones that they feel that they
should look at to look at the care they are giving. These
are usually sentinel events.

We base our review on the number of sentinel
events that they’ve identified during a given period of
time, usually 12 months before the survey date, and rate-
based indicators which are, what’s your percentage of
retakes -- you mentioned one.

The sentinel event woula naturally include
anything as reportable to the NRC and it would be
misadministrations or any accident that occurred == wrong
patient, wrong dose -~ and in most hospitals, it’s mandated
that we loock at these. You don’t even have to ask thenm
about that indicator.

The indicator is, did anything happen to any
patient in nuclear medicine in the past year? We have to do
that because we'’re required to do that; is what the response
is by the hospital staff in nuclear medicine. 1It’s the same
way with radiation oncology.

We will say, now, you haven’t had any sentinel
events in the past year. are you looking at anything else?
We try to encourage them to develop rate-based indicators so
that they can improve over a little bit from the previous

year’s rate.
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MR. TELFORD: Okay, but the indicators, if I
u~4=.stand this correctly, are optional or are developed by
the hospital.

DR. McMANUS: Right.

MR. TELFORD: They'’re not a list that the surveyor
has in mind to look for.

DR. McMANUS. That'’s right.

MR. TELFORD: Rather, you’re follcwing the
hospital’s lead as to; these are the indicators. except for
the ones like misadministrations.

DR. MCMANUS: Right.

DR. JESSEE: The guidelines that we look for are;
has the hospital developed indicators to encompass high
volume, high risk, problem-prone aspects of the service that
it provides? There is an assessment of the adequacy of the
indicators that they’ve developed.

There’s also =-- in the medical staff chapter,
there’s a standard on risk management activities that
requires the medical staff to participate in identifying
areas of potential risk and the clinical aspects of patient
care and safety, developing criteria for identifying
specific cases with potential risk in clinical aspects of
patient care and safety and in evaluation of those cases.

Correction of problems in risk and the design of

programs to reduce risk, in that area, too, we will look at
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position with us that we shouldn’t survey the diagnostic
radiology department because it wasn’t part of the hospital,

As you might expect, we got our lawyer and they
got their lawyer and we had a long discussion about what is
a hospital and what are the services? But th=t’s the kind
of issue that we’re starting to see come up more often as
organizations, for lots of reasons, try to separate out
their pieces.

we've taken the position that there are certain
core services that are integral to the operation of the
hospital and that regardless of the contractual or
organizational arrangements, that we will survey those
services when they are located on the premises.

That’s a tough area for us.

MR. TSE: You said that you looked at the
misadministration in the nuclear medicine department.
That’s because the department must keep a record of
misadministrations -~

DR. McMANUS: Right.

MR. TSE: How about one patient in other
department; do you look at one patient in the other area
other than nuclear medicine?

DR. MCMANUS: Do you mean in the operating room
and the wrong kidney?

MR. TSE: Maybe somebody got wrong pharmaceutical.
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DR. McMANUS: Sentinel events, errors in
medication, always are parts of the survey. The nurse
surveyor would be looking at medication errors related to
the nursing part of the survey and we would be looking at
the operating room sentinel events, anesthesia sentinel
events, et cetera.

MR, TSE: So there are some standards or some =~
I do not want to say requirements -- or consensus or

something == the hospital is keeping record of those?

DR. MCMANUS: Yes. They are either state mandated

or Medicare mandated or there is some mandate relative to
the events, yes, sir.

MR. TSE: Thank you.

DR. JESSEE: Keep in mind that our principal focus

is looking to see what was the institutional response to the

event. Did they take steps to assure that this -- to

evaluate why this event occurred to reduce the likelihood of

the same event recur in the future? I mean, we take the
perspective that you’re never going to have in a human
system, zero defects, but that the characteristic you're
looking for is the reductior. of systematic error and the
analysis of defects when they occur to try to reduce the
likelihood of having the same defect occur in the future.
MR, TELFORD: In other words, you don’t really

have a standard that you compare a freguency of occurrence
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to, of a particular type of mistake:; rather, you’re looking
for ¢ way to fix that? You're looking for a cause and a
program ¢r procedures to fix that type of mistake.

In nuclear medicine diagnostic misadministrations,
about 60 percent of Chose are -- we see ~-- are the wrong
radiopharmaceutical.

DR. JESSEE: Wrong in terms of different than the
pharmaceutical that was ordered?

MR- TELFORD: Yes.

DR. McMANUS: We have that in blood transfusions
also that certainly is reportable and certainly reviewed
during the survey, so those kinds of things are part of the
survey.

MR. TELFORD: Another thing we see a lot of is the
wrong patient.

MR. KEIL: what do you mean about a lot of?

MR. TELFORD: As a per cent of, of what we have
reported for instance in diagnostics, it’s approximately, if
I recall the figures correctly, it’s approximately 60
percent of the ones reported are wrongly pharmaceutical. I
believe around 12 percent are the wrong patient but that’s
not our real interest.

MR. KEIL: What kind of absolute numbers are you
talking about?

MR. TELFORD: 400 in nuclear medicine diagnostic
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misadministrations per year.

DR. JESSEE: Do yoa have any idea what the
denominator is, how many administrations of nuclear medicine
diagnostics take place annually?

MS. CARROLL: 7 million, you stated here, an
estimated 7 million diagnostic procedures performed
annually.

MR. TELFORD: But that is not really =-- the rate
is not really our concern. I think or. Tse brought up the
term "standard" to find out if you utilize any absolute
standards that you may be perhaps willing to say that amount
is low enough. You see, the NRC has applied what is called
safety goals in the area of reactors.

For instance, if given Reactor A, that reacto:
must be safe enough such that probabhility of a person living
in the immediate neighborhood of getting cancer from that
reactor is a tenth of a percent of all other sources;
similarly for death, a tenth of a percent.

In other areas the Commission has adopted a safety
goal. Now it gets very complex as to how that is applied
but that’s not really our concern.

Oour concern is == you know, that was a question
that we wanted to find out because we’d been asked =-- are we
really talking about prevention or are we talking about

minimization?
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90, 1990, misadministrations,

There is a theme that keeps recurring, though, and
three things come to mind. One is the person just was not
paying attention to detail or not paying attention at all.

For instance, you might have a patient that is
supposed to get a therapy dose to the lung with an external
beam. Technician just assumes, oh, I‘m going to give it to
the patient’s brain today. They don’t look at tlre treatment
chart. 1It’s just fairly gross, you know, gross inattention
to detail.

Or worse yet, you find there are .o procedures for
quality steps at this institution. They either are totally
inadeguate or just don’t exist.

Thirdly, supervision == just really inadequate

supervision or not at all. I mean we had cases of an x-ray
tech that’s on weekend call. The supervisor is at home.
The tech calls and says, look, I‘ve got this patient to do
thie, what do I do? They get some coaching over the phone.
You know, in preparing the kit and using the generator it’s
all messed up.

You don’t have to have very much science to do an
analysis of the things that have occurred and come away with
those three very, very clear trends that are there.

We are trying to concentrate on those things in

this rule-making that are the large drivers of the kinds of
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mistakes we see s0 that we want tc be able to go back to our
commission and say, okay, we do have procedures to address
these sort-of clearly known causes,

The question about the absolute standard is an
interesting question.

Perhaps one day we will all arrive at something.

DR. JESSEE: One thing that we are doing is, and
this is a mid-'90’'s objective, is trying to begin to take
certain indicators and use them in all hospitals and ask
them to submit data to us on the frequency of those events
so0 that we can at least tell what is the distribution, what
is the normative behavior, how wide is the distribution o.
this event and feed that information back.

our expectation is if & hospital finds itself at
the 90th percentile on the distributions of an important
event that they will want to do an analysis of why there’s
such an outlier even though that particular performance may
be solely related to random variation in that reporting
cycle. Nonetheless, if you are that far out on the
distribution it’s worth analyzing.

The problem we have run into is that many of the
events that you would really like to be able to profile
occur se rarely as to make it not statistically meaningful
to profile it so we’re treating those as simple events.

MS. CARROLL: This is addressed in the quality
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fees.

DR. MCMANUS: How about abroad? Do you have
federal hospitals abroad?

MR. KLINE: They are not included in your
statement, abroad, unless it is a U.S. territory. Military
bases.

DR. MCMANUS: Do we survey those?

MR. KLINE: Yes and no. It gets more complex over
time as for example the Air Force, the Navy, the Army.

The Air Force has and the Navy currently just
started what they call a broad scope program of their own
which over the years we have I guess had a dialogue ongoing
with let’s say the Department of the Navy which was focusing
on their ability to conduct their own activities, to do
their own inspections, and follow NRC requirements in their
own statute.

Finally the Navy propcsed a program by which .ey
issued permits which are very similar to our licenses and
they started their own program, which minimally met our
standards but often would exceed them.

The Air Force also does this. The Army does this.

The NRC does do inspections at these programs but
we rely as the NRC would with an Agreement state, which we
also have inspections in Agreement state programs that that

data they feed us as it would be indicated from a hospital
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got here, you have said that you think a QA program is the
best way to remedy that.

Why do you believe that?

;

can

MR. TELFORD: Oh, because the errors, you

collect into three categories for almost all of them that

WS

you see, either inadequate or no supervision, inadequate or

N A

no procedures, or simple inattention to detail The
technologist made an assumption that could have been easily
refuted had they even locked at the chart at all. So that
the mistakes that are made are simple, I mean they’re gross,
they’re super-obvious, so that those kinds of n

ho (o) nistakes lend

themselves to a quality assurance or qual

quality management kind
of solution You just look at those and it jumps right out

at you.
The other thing 1s, you look at what'’s currently

happening around the 6,000 fac

\ = X gk & \ ~ -
l1litles across the country.
Whenever these misadministrations are reported, the

understand you had this event, what actions are you

going t

o)

take to prevent recurrence? And you can look at the actions
proposed by the licensees themselves for events that

happened in teletherapy, brachytherapy, and nuclear medicine

therapy and nuclear medicince diagnostics And it comes down

+ > ~ + - - " : . $ o 3 ~1 Ve
those same three things More training for the folks,
sltting them down and counseling them and telling thenm,
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again on nuclear medicine therapy; iterate again on
diagnostics, you could be there a long time. I don’t think
that’s anywhere near effective, anyway near the way you
ought to approach a problem.

You ought to just say, look, it’s clear that some
heospitals have QA programs, and they’re pretty good, you
know, very good. Others, it’s clear, they don’t have
programs at all.

So the second thing you should say =-

MR. KEIL: But are their outcomes any worse?

MR. TELFORD: 1It’s the false positives I’m worried
about. I mean, if, in a well-equipped, well-staffed
department, these mistakes still occur, what'’s happening at
the ones that are less so?

MS. CARROLL: False negatives.

MR. TELFORD: Well, the nonreporting of
misadministrations. I mean, a positive being a positive
indication they had a misadministration. I don’t have any
feel for =--

MR. KEIL: Le* me -- I’l]l tell you what the
general concern is. You’re working with such small numbers
that, at best, if you have an occurrence, and they report
it, and you come back, and you say look, you have to change

this because you didn’t have a policy that looked at that.

Let’s say it’s a medium sort of average, whatever that is,
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view. I think you’re trying to regulate against stupidity.
And everybody’s got a God-given right. And although those
events will fit into a broad category of misadministration,
policy or procedure, the individual bits and pieces of that
conclusion probably aren’t too repeatable from place to
place. And I don’t think you’ll see much of a decrease in
the rates, because you have an increase in QA programs.

I still think these are random; my personal
opinion, at this level is, you’re dealing with random error,
and it could come as a result of a new hire; it could come
as a result of we got 50 people lined up in the hallway and
I got eight doctors screaming at me, so hurry up and do all
of these people right now. 1It’s those kinds of pressures
that defeat most QA programs.

MR. CAMPER: Well, the problem we have, though =-
you’re correct that it may be random error =-=- but the
problem is, when you’re an agency and you’re charged with
protecting public health and safety, and you read some of
these incidents and some of the grave consequences that go
with some of these incidents, the question we have to ask
ourselves is which one of these random errors is acceptable,
which one would you want to be? And our concern is that we
take steps to protect public health and safety.

And at this point in time at least, the Commission

has looked at this problem and said, we fe2l that there’s a
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very well.

And secondly, you see, no procedures at all for
doing this. I mean, for things like when you stop a
teletherapy treatment, somebody writes a note in il.e chart,
you know. There are no procedures for telling the
technologist to always look at the chart, at this point or
that point. There are no procedures. That’s not stupidity.
That’s not a simple, stupid mistake. That’s just completely
inadequate procedure on the part of the licensee. They'’re
simply not trying to prevent that mistake. They’re trying
to do their job as rapidly as they can.

S0, only in part do I agree with you. But in
large measure, if you look at these, you just can’t possibly
come away with that conclusion.

And you see things like, you’re supposed to get
100 or so of 123 and you get a large dose of I=-lusl.

MR. CAMPER: 8o the question that’s asked there
is, when you go from 100 microcuries of I-123 as prescribed
and a technologist orders 100 millicuries of I-131, the
gquestion there is, to what extent has the institution in
question thoroughly acquainted that technologist with the
difference between millicurie and microcurie gquantities of
I-123 or I-131. 1It’s not only stupidity; it’s a question of
adequacy of provision.

MR, KEIL: It becomes an issue of education.
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material? What is the training and experience of those
individuals? And what bearing does that have on the number
of misadministrations that occur or the number of violations
that occur?

At this point in time, we don’t know the answer to
that. But we are going to do what the advisory committee
has asked us to do, and that is, over the next couple of
years, continue to gather information, not only as it
relates to misadministration, but also to violations, and
see if there is some relationship in that regard. There
could well be. It could be that training and experience is
a significant factor. But it is certainly a very
interesting question if you stop to think about it.

MS. CARROLL: Are we ready to move on to the
crosswalk, or do you want to break and have lunch and then
do that?

MR. KEIL: 1It’s 12:00 O‘clock.

MS. JEWETT: Can we talk about the schedule a
minute, how we’re going to catch up? Some of us wvere
questioning the 5:00 O’clock ==

MR. TELFORD: 5:00 O’clock: we’re here untii you
want to stop talking.

MS. CARROLL: Well, I realize you hav2 other
commitments. And the crosswalk, I’ll be glad to give you my

summary of it.
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MS., JEWETT: That'’s fine. No, I just wanted to
know if we should talk about if there’s going to be any
adjustment., I would like to know now if we are going to
adjust it, just so I understand.

MR. TELFORD: 1Is it safe to say that we would
proceed through the agenda?

MS. CARROLL: I’'m playing this by ear. You know,
as I told you on the phone, I don’t know how long. But
we’re available.

MR. CAMPER: I would suspect that we’ll be able to
adjourn at 5:00, as per the schedule.

MS. JEWETT: Okay.

MR. CAMPER: I would suggest that we go for half
an hour to 12:30 or so, and then break for lunch.

MS. CARROLL: But lunch is being served, even as
we speak, in another room.

MR. CAMPER: I see. Yes, we’re flexible.

MR. TELFORD: VYou’re saying it’s highly advisable
to break for lunch now?

MS. CARROLL: It sure is.

MR. TELFORD: Well, let’s do so, then.

MS. JEWETT: Can we work through lunch?

MS. CARRCLL: Yes.

MR. KEIL: We’re used to talking with our mouths

1% W g W
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MR. TELFORD: We do have a recording problem,
though,

MS. CARROLL: Yes. The transcriptionist would
have to set up.

MR. TELFORD: Yes. Let’s go off the record for a
minute.

(Discussion off the record.)

(Whereupon, at 11:55 a.m., the meeting was
recessed for lunch, to reconvene the same day, Monday,

December 17, 19%0, at 12:57 p.m.]
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AFTERNOON SESSION
(12:57 p.m, ]
MR. TELFORD: Let’s go back over the record.
Let’s pick up with the item of discussion of elements common
to the -- the post QA rule and the JCHO regquirements.
MS. CARROLL: Right,
MR. TELFORD: You’ve referred to that as the
crosswalk?
MS., CARROLL: Yes, a sort of crosswalk.
MR, TELFORD: We have a =~
MS. CARROLL: You have a document.
MR. TELFORD: We have an outline of that crosswalk
that we handed out to everybody, where we have, on the left
MS. CARROLL: 1I’d like to point out though, too,
that it’s a partial crosswalk because you didn’t include our
gquality assurance or quality assessment and improvement
check.
MR. TELFORD: VYes, we meant this to be a beginning
of the point of discussion where ==
MS. CARROLL: Okay.
MR. TELFORD: ==~ on the left we have the section
35.35 objective, and in the right column we have the -~ the
JCHO standards. So, we suggest these as places to start,

That way we can look at what the objective says and yosu can
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MR. TELFORD: This objective just speaks to =~ to
whether it’'s ~- it’s necessary.

DR. McCMANUS: Yes, that's what we say, for
appropriateness. The appropriate use is over-utilization or
under~-utilizatici or just right on the money. Therefore, if
a department is looking at its indications for the use of
various things, we would score under NM4. That would be
that -~ as part of the hospital’s gquality assurance program
-~ the guality and appropriateness, so that would be
underlined there.

MR. TELFORD: Have you changed the statement of
NM4?

DR. McMANUS: 1In ‘917

MR, TELFORD: Whuat I rave is ~- as part of the
hospital’s quality assurance program?

DR. McMANUS: Right.

MR, TELFORD: The gqguality an appropriateness =--

DR. McMANUS: Right,

MR. TFLIORD: =~ of diagnostic or therapeutic
nuclear medicine services are monitored and evaluated =--

DR. MCMANUS: Exactly.

MR. TELFORD: == in accordance with standard QA3 =~

DR. McMANUS: Right.

MR. TELFORD: =-=- etcetera?
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the clinical history, we would take a look at that, ves.

You mean the weight of the patient, the size of
the patient?

MR. TELFORC: N2, I mean, as an indicator =-- as an
indicator that something like this -~ this necessary step is
happening?

MS. CARROLL: Look at the diagncsis, you mean?

DR. McMANUS: Why do you say lock at the patient?
Isn’t that the -~ the list of indications would be that the
patient has to have these indications before you would ==

MR, TELFORD: As indicators, that you might
survey?

DR. MCMANUS: What would be the indicator in that?
That all patients -~ let’s see, that all patients who are
receiving this therapy meet these criteria.

MR. TELFORD: That all patients, either you look
at their chart, their clinical history or you examine the
patient. That might ve the indicator.

DR. M2MANUS: The indicator would be that no
patient receiving this therapy doesn’t have some physical
evaluation and review of the history.

MR, TELFORD: Or review of the history, yes.

MS. CARROLL: Oh. I didn’t understand that thax
was what you meant when you used the word "indicator." I

thought you were talking about our type of indicator, you
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know, the -~ the percentage of occurrence of a given, let’s
say ==

DR. McMANUS: This could be an indicator. 1If you
caid that 100 percent of patients would have to have their
history and physical examination reviewed and documented.

MR, TELFORD: That’s what we mean -~

MS. CARROLL: Okay.

MR. TELFORD: == that the use of the by-product
material was necessary for this patient.

DR. McMANUS: You see, the indicator requires some
guantification,

MR. TELFORD: Yes.

DR. McMANUS: So, you weuld have to add something
to that history and that physical, when vou say look at the
patient. Because looking at the patient is part of the, you
know, as part of the things that you do everyday. But you
wart to -- what you want to link is what, in that patient,
do you want to see documented before the therapy is given.

MR. TELFORD: The key c¢uestion we’re asking here
is when we wrote this proposed rule, we thought it was a
good idea to ask has someone decided that this product, that
this patient should ge* by-proc.ict material. So, our
question to you is do you agree? Secondly, what standards
do you have which addresses the same issue? S0, now do you

still say it’s 47
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DR. MCMANUS: Yes.

M8, CARROLL: Yes.

MR. TELFORD: Okay, it’s still 47

MS. CARROLL: And also QA3 and 3.1, which address
the same issue.

MR, TSE: Your 4 is the evaluation after the fact
-= after, meaning after the treatment or diagnosis is
coenmpleted, or it’s before?

DR. McMANUS: All right. Let me address it.
Suppose the indicator indicates to the hospital that there’s
something wrong, okay, with this evaluation that they’re
doing, then the policy or procedure would be adjusted and
changed so it would work proactively for the future. But
until you do the study, until you do tne ongoing review, the
results cannot be used to change pelicy and procedures.

1 mentioned, at a misadministration, having 1
person give a dose to the wrong patient, why not have a
second person say, oh no, that’s not the right patient. 1In
other words, we’ve changed our policies and procedurss,
because now we want to double check it triple check it
before we give it to the patient.

So if we found that, in studying these
misadministrations, that only 1 person was making the
deternination as to who the patient was, we’ll change our

policies and procedures for the future. That’s what you
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availability of consultative, diagnostic and therapeutic
nuclear medicine services regarding appropriateness and
sequencing of diagnostic and therapeutic procedures.

Appropriateness of -~ someone is deciding here
that, based on information available, this is appropriate.

MS. CARROLL: The medical conclusion warrants this
use.

MR. TELFORD: Yes. 8o that -~ we're trying to
say, okay, there’s an element, cxcuse me, there’s a standard
that you have that’s common to what we’re addressing in this
objective.

DR. McMANUS: All right. Now, we’re going to have
to asterisk it. In other words, we’'re going to have to
increase its weight.

MS. CARROLL: 1Incidentally =--

MR. TELFORD: Well, let’s not reach tnat
conclusion yet because, for this first crosswalk, let’s =--
let me suggest ~--

DR. MCMANUS: Let’s just look and see what we
have.

MR. TELFORD: Let’s look and see what we have. We
don’t want to imply to you that =-

DR. McMANUS: 1 was just saying, that if we’'re
¢ 2ing to say that the surveyor is going to look at this,

we're going to have to then emphauize it.
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MR. TELFORD: Yes, if ==~ if this one says in -~ if
objective 1 stays in =--

DR. McMANUS: All right.

MR. TELFORD: == then we wculd need to.

DR. McMANUS: All right.

MR. TELFORD: Let’s come back to that because, é&s
Mr. Camper alluded to this morning, I could describe for you
the normal rule-making process, following administrative
procedures act and then I can describe for you the process
that we’ve been following for this rulemaking. To make a
very long story short, you would see that we’re going to 10
times as much effort, at least 10 times as much effort as we
normally do. Perhaps double or triple that. I mean, it is
an unbelievable amount of work that we’re going through.

So, this particular one, or any particular one,
we're already working on what the draft final rule shall
look like, and so, let’s dorn’t say that this one will stay
or go yet. Let’s just see what we’ve got and see how we can
relate the 2 sets of standards.

MS. CARROLL: Oh, I agree.

MR. TELFORD: Okay, sc you’ve said to add 3 -~ 3.1
and 4.0 as being applicable to objective 17

MS. CARROLL: Yes.

MR. TELFORD: Pardon me?

MS. SCHUMACHER: Which ones, Jean, are we adding?
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MS. CARROLL: NM3 and you now, the others that we
sub~-10 and under it, and NM4; isn’t that right, Jim?

DR. MCMANUS: Yes.

MS. SCHUMACHER: All under number 17

DR. MCMANUS: Yes.

MS. CARROLL: Yes. Under insuring the
appropriateness of medical use.

MR. KLINE: Did you say also NM3.1 or just 3.

DR. McMANUS: 3.1 through 3.3,

MR. KLINE: Okay.

MR. CAMPER: The term "medical uze." If we
replaced that term with the words "administration of by~
preduct material,” rather than using the term, "medica)
use," would that have anv impact on the comparability of our
requirement or that objective with your standards? 1In the
sense that, using the term "administration of by-product
material," as compared to medical use, makes it far more
specific., Do you see that as posing a problem?

MR. TELFORD: Maybe the other way to ask the
question is, would it help your understanding of what we're
trying to do if we ask you to make a translation there, when
you see the phrase medical use, if you can interpret that as
"administration of by-product material or radiation from the
by-product material. That’s what we’re really after.

Okay, shall we move to ~-
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DR. MCMANUS: I guess I have a little problem with
the -~ with the by~-product material. The definition of by~
product material is always going to be constant?

MR. CAMPER: Yes.

DR. MCMANUS: Okay. 1It’s not going to vary?

MR. CAMPER: No.

DR. McMANUS: All right. Then I would agree.

MR. TELFORD: Are we ready to move to Objective
Number 2?

Now, what we’re trying to say in Objective Number
2, is that we have what commonly is referred to as the
p- scription for either teletherapy or brachytherapy or
nuclear medicine, radiopharmaceutical therapy, let me say,
or the use of greater than 30 microcuries of I-131 or I-
125.

MS. CARROLL: Excuse me, but isn’t a prescription
always written for any of these administrations, regardless
of the number of -- you know, the size of the stiength cf
the dose?

MR. TELFORD: Not necessarily for smaller amounts
of =-- relatively small amounts of I-131 or I-125.

MS. CARROLL: Okay, you’'re differentiating between
an order and a prescription, right?

MR. TELFORD: Yes.

MS. CARROLL: It would have to be ordered. It









10

11

12

13

14

15

lo

17

18

19

20

21

22

23

24

25

117
prescription, but he writes the order on the chart.

DR. McMANUS: So, let me sece if 1’ve gotten it
straight, Peter. What you’re saying is that the
prescription need not include the dose?

MR. van SCHOONHOVEN: That the average physiclan
today is requesting for an imaging study of an organ, such
as your liver, he does not prescribe the dose.

DR, McMANUS: He doesn’t prescribe the dose.

MR. van SCHOONHOVEN: He doesn’t know it.

DR. MCMANUS: But it still - - it still represents
a written directive?

MR. van SCHOONHOVEN: To me, it’s a directive.

DR. MCMANUS: Okay.

MR, van SCHOONHOVEN: That covers it.

DR. McMANUS: Okay, I’m satisfied too. The thing
is, this is more stringent than our standards.

MR. van SCHOONHOVEN: Yes. If they want to put a
blocker in or a benchmark, as I call it, that’s perfectly
all right, because they’ve got enough evidence to realize
that when you hit 30 or more millicuries, they better know
what the heck they’re doing. So, they definitely want,
instead of a protocol that the medical staff have agreed

upon for so many microcuries of iodine for a thyroid update,

they’re going to start using this kind of dosage, then there

has to be a physician’s ==
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MR. TELFORD: We're going to take prescription cut

of No, 3. We're going to talk about a written directive
which is a written order signed by an authorized user as
being required for No. 2.

DR. MCMANUS: Okay. Then a referral for =-- it
would be for a diagnostic?

MR. CAMPER: A diagnostic referral; that’s
correct.

DR. MCMANUE: You would take prescription out?

MR. CAMPER: Yes, that’s correct,

DR. McMANUS: 8o, in short, prior to any medic
use, that a diagnostic referral is made?

MR. CAMPER: Yes.

DR. MCMANUS: Now, how would that be evidenced

MR. CAMPER: There are primarily three ways th
emerge: telephone, a written request or and electronic
transmission,

MR. TELFORD: 8o certain information would be
documented on the receiving end like the physician’s nam

the patient’s name, some other means of identifying the

patient, like date of birth, social security number, so that

the patient can be redundantly identified, the clinical

history, the requested study -~ those are the minimum things

that you would need.

MR. van SCHOONHOVEN: This is invariably done in a
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would impose a significant hardship on the normal operations

and the conduct of the nuclear medicine imagining
procedures.

They have told us repeatedly that many of their
studies are ordered by telephone requests and that if we
required a written directive, it would have a significant
financial impact and the referring physicians would have a
tendency to go to other departments of nuclear medicine.

MR. van SCHOONHOVEN: They can use a fax machine.
They'’re starting to practice medicine over the telephone
line too much. I’m on a soapbox on this now. 1It’s a rar.:
physician that doesn’t have a prescription blank of his own
or something available that he can fill out and hand to the
patient.

DR. McMANUS: Are you recommending a written

directive for both 2 and 13?7

MR. van SCHOONHOVEN: Well, this is one way to get

it covered that it must be documented, the request.

MR. TELFORD: Are you saying, in 3, use a written
referral? What if the telephone was used for the referral,
but you have a form that the person receiving the request
has to fill in all of the blani:s and check all of the boxes
to get the winimum sufficient information on this o.nd?

MR. van SCIiOONHOVEN: I don’t care; that’s all

right.
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MR, TELFORD: Each department has a clinical
proredure manual. 8o, for things like liver scans, thyroid
scans, et cetera, the procedure is described there as to
what procedure the technologist will follow to perform those
diagnostic studies.

The technoloyi % receives == the receptionist or
secretary schedules the patient. The patient arrives. As
long as you get the right patient associated witn the right
requerted study and the study makes sense and it’s supported
by the clinical history or the diagnosis or something and it
matches something in the clinical procedures manuals so the
technologist knows what to do and therefore is operating
under the directive of the authorized user, then that'’s the
way that we’re trying to structure this so that we're
allowing people to do business about they way they do it
now, but put some hard facts down so that they know exactly
what to do to document it on the receiving end.

Is that anywhere near sufficient?

MR. van SCHOONHOVEN: 1It’s all in the mind of the
beholder out there now. It’s just like, I can talk
personally and I can talk indirectly about family members
and such. It never went on in some of the ways it’‘s going
on today in the past.

DR. McMANUS: Let’s regquire that a written

referral order is made, number one, on the donor side, and



-

-

e

"~

.t

-

e

*

eXAac

v

e

damant

a

lent

)

b

\

|
@
>

s

oo
"

t




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

127
the patient.

MR. van SCHOONHOVEN: Then one of them at the
location has signed something to go ahead with the study.

MR. WIEDEMON: Not always. Many times, the
technologist takes the order. If the referring physician is
very specific on what he wants -~ it’s so routine for the
cardiology type scanning that, you know, if they order a
MUGGA or a thallium stress test, they know exactly what to
de and what dose to give. Many times, when it comes to
cardiac problems, the authorized user, who is also a
cardiologist in many cases, will make the ultimate decisicn
on what type of study and how it will be performed, then
it’s documented.

MR. WIEDEMON: Or there will be a clinical
procedures manual in the department by which the appropriate
dose range and the clinical indications will be referenced
by which the technologist ==

MR. van SCHOONHAVEN: But there’s a break in this
1ink somewhere. You s*.:.1 :zan’t give blood to anybody
without a physician’s reguest or a prescription for it.

MR. WIEDEMON: We’ve had some hospitals infer that
if they were to incorporate a mechanism by which the
referring physician issued a written directive and giv2s it
to the patient and the patient has to bring it to the

hospital, that that hospital would start to lose business
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allow a hospital to provide this service for non=-
hospitalized patients of physicians who weren’t even on
their medical staff, if they wanted to.

It was put in to clarify that to avoid nurses
making the regquest, lay people being able to make the
requests and that type of thing. That’s why the individual
is licensed to practice independently.

MR. KLINE: VYou don’t mind if we go farther than
you?

MR. van SCHOONHOVEN: VNo.

MR. TELFORD: We sort of have a choice now. We
can either recommend that the final eules say all referrals
will be written, in which case the == nobedy will be able to
say that they’ll go to another hospital because every
hospital will be subject to the same requirements, or we
can, as we've been trying to 40, develop something that we
hope will be and believe to be sufficient, but somewhat less
burdensome.

DR. McMANUS: All right, the score of 3 here:
there’s evidence of two or more incidents in which nuclear
medicine services were performed without verbal or written
requests of an individual licensed to practice
independently. That could be changed very easily.

MR, van SCHOONHOVEN: While I think of it, look at

NM 2.2.3. Now, this was put in to make sure that any
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therapy was only performed by qualified physicians. If this
turns out to be only the director of a given nuclear
medicine services, then this is hitting right at him and
he’s the one that‘s accountable.

MR. TELFORD: What do you mean here by "qualified
physician?"

MR. van SCHOONHOVEN: Qualified -- we talk of a
qualified physician, in the glcssary, as a --

DR. McMANUS: He'’s a doctor of medicine or
osteopathy who, by virtue of clinical privileges granted by
the hospital is permitted to perform a special, specific
diagnostic or therapeutic procedure. He would have to be
privileged to do this.

MR. van SCHOONHOVEN: That is a qualifier, because
everybody isn’t privileged to do the same things. He'’s
qualified for these particular =--

MR. TELFORD: This would be a radiation oncologist
that’s done teletherapy or brachytherapy.

MR. van SCHOONHOVEN: Right. The same wording is
there for the radiation oncology.

MR. WIEDEMON: If a physician were named on an NRC
license, would that be considered =-- just that alone =-- as
being a qualified physician?

MR, van SCHOONHOVEN: Well, that’s towards being a

qualified physician. Again, are there any limitations or
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1 DR. US: 1 don’t understand. Twenty=-nine
2 microcuries with a verbal order is not a good idea either.

3 MR. van SCHOONHOVEN: The guy doing

Y olng 1t, he 1sn't
4 to be prescribing it, the average practitioner.

g DR, MCMANUS: But it might be t
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6 MR. van SCHOONHOVEN: Okay.

DR. MCMANUS: 1 don’t think 30 1s important. 1
¢ think that the test 1s important. If it’s injecting a
radiocactive material, a radiopharmaceutical matesrial into a
1( patient, why do we need to differentiate between diagnosis
11 and therapy?
1% MR. TELFORI The way that we would word No., 2 ==
13 MR. van SCHOONHOVEN: I u1r point.
14 MR. TELFORD: Maybe I missed it. I'ry t again,
15 DR. McMANUS: I don’‘t think there’s any
1€ ilfference.
1 MR, van SCHOONHOVEN: If 30 18 the It polnt,; why
1 8 worry about the difference between diagnosti or therapeutic
19 and just say 30, diagnostic or therapeutic.
< DR. McCMANUS: Jou wouldn’t use more than 29 for a
21 diagnostic procedure?
22 MR. TELFORD: The way that we would word Objective
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MR. van SCHOONHOVEN: I see, diagnostic or
therapeutic.

MR. TELFORD: Any procedure involving greater than

MR. van SCHOCNHOVEN: That'’s better.

MR. TELFORD: 1In No. 3, we would just say ==

MS. CARROLL: Wwhy not delete No. 37

MR. TELFORD: =~ that a referral is made for any
diagnostic procedure.

MR. CAMPER: That gets you back to the point that
Dr. McMannis was making a moment ago about having a wr tten
directive versus only a diagnost. referral for even a
diagnostic procedure.

MR. TELFORD: Now if you wanted to say that you
wanted a written referral, we could say that in No. 3. I
think that’s what you’re really telling us.

DR. McMANUS: That’s what we have to mull over.

MR. TELFORD: But we can fix the words, if you
just settle on the idea.

DR. MCMANUS: Well, we won’t be able to settle it.
we’ll have to bash it around a little.

MR. van SCHOONHOVEN: We can go with what you came
up with; it’s good.

MR. TELFORD: All right.

MR, TSE: There'’s a question raised in some of our
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meetings. How come a physician can call up a pharmacist and
use telephone order to order a pharmaceutical for a patient;
how come they cannot do it with radiopharmaceuticals?

MR. van SCHOONHOVEN: He still has to get a
prescription blank.

MR. TSE: Right, but later, not at the time when
they ==

DR, McCMANUS: 1I don’t think they ever have to send
in a prescription for a diagnostic scan, later. They can do
it by telephone and that’s it.

MR. TELFORD: Currently.

DR. McM2NUS: Whereas a prescription, you need to
follow up, or you’re supposed to, by law, follow with a
written prescription.

MR. van SCHOONHOVEN: The patient apparently goes
in with the prescription to pick up what has been already
crdered.

DR. McMANUS: Or the pharmacist will call you up
and say, I haven’t gotten the prescription yet on that
patient.

MR. TELFORD: Can’t a physician call? Can’t a
licensed physician call a registered pharmacist and say, I'm
going to send Mr. Jones over and he needs this
pharmaceutical. ot a regular pharmaceutical, but this

pharmaceutical. He’s coming from his house, you know. I
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haven’t seen him, but I’ve seen this patient before. Please
give this patient that pharmaceutical.

DR. MCMANUS: Right.

MS. CARROLL: Then he also says to =~

DR. HENKIN: Then he has to follow it up with a
prescription.

MS. CARROLL: He always says I’ll get the
prescription in the mail tomorrow morning at the office.

DR. HENKIN: That can change. It’s not required.

MS. CAFROLL: Well, it may not be required, but
all the doctors I know do it.

MR. TELFORD: 1It'’s probably true for a lot of
states, but --

DR, HENKIN: Well, all right. I’m sorry.

MR. TELFORD: But it may not be true in all
states.

DR. HENKIN: Okay.

MR. TELFORD: But what you’re really saying is
your understanding of an exceptional procedure for that
would be that the patient be given the pharmaceutical, but
that the prescription arrive in tomorrow’s mail?

MR. van SCHOONHOVEN: The prescription is, yeah,
as I'm dictating this (ver the telephone, I’'m writing out a
prescription that .’.1 put in the mail or I’ll give to you

tomorrow wher . uee vou, or something to that effect. Or
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MR. van SCHOONHOVEN: When you start that you get
down to ==~

MR. KLINE: Such as a physician’s assistant?

MR. van SCHOONHOVEN: The next thing you know
you‘re going to have the receptionist doing it and if she
makes it out wrong, or if she makes that phone call over
there which is ==

MR. KLINE: The physician’s assistant?

MR. van ST"HOONHOVEN: There is real case or good
cases where guys have gotten into a lot of trouble with
their receptionist making the phone call and getting the
@ - mal points wreng.

In fact, I saw a guy go into acute renal failure
over sulfur diazide. When he was to get 5 grams he got 50
gr...y, because of the wrong number.

MR. TSE: 1In our idea of this diagnostic referral,
the numbers are not there.

MR. van SCHOONHOVEN: Right.

MR, TSE: No, but =--

MR. van SCHOONHOVEN: On the diagnostic order.
Right, there’s nothing there, even probably on the
therapeutics most of the time theve isn’t.

MR. TSE: No, but therapeutic, the way we envision
here is that you have to have the prescription from the

nuclear physician.
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MR. van SCHOONHOVEN: That quaiified physician,
he’s seen the patient, now he decides and he writes.

DR. MCMANUS: The written =-- there’s a written
request. Is there not a written request from the referring
physician, followed by a written prescription by the ==

MR, TELFORD: Well, the therapy -~ the authorized
user physician, in cur language, gets involved. They
examine the patient., I mean, they’re ==

DR. MCMANUS: That’s relative first from the
diagnostic.

MR. TELFORD:. Yes.

MR. van SCHOONHOVEN: They’ve got to get involved.

ME. TELFORD: Yes. In the strict sense of the
worc. Then, the authorized user physician prescribes the
therapy. And probably has help from dosimetrists and
physicists ==

MR. WIEDEMAN: Medical physicists

MR. TELFORD: <= And to find the treatment plan
and to carry it out,.

MR. TSE: But John, even in diagnostics, the way
we envision, the qui:lified physician still controls through
the usa =~

MR. TELFORD: Policies.

MR. TSE: 1In terms of the use of a clinical

procedure.,
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MR. TELFORD: Yes. Well, I think what they’re
telling us is that, for things like gallbladder scan or
thyroid scan, or liver scan, we’‘re better off if we start
with a written referral that says one of those And with
the other pertinent information.

1 think they’re really telling us that it’s
riskier if we design a system that takes all of that over
the phone. So, ] mean, that’s their opinion. It’s more
risky. I understand that,

DR. MCMANUS: 1If you’re reducing risk == let’s
assume --

MR. van SCHOONHOVEN: I can’t call a bank and tell
them, hey, you’re coming over and give him $50.00 and order
on my account,

CR. MCMANUS: Listen, Peter, let’s say that you
ask the hospital how do you get your orders for diagnostic
nuclear medicine procedures? They say we take them over the
telephone, we’ll take them any way, from a computer print
out and we’ll take them by written referral.

Have you had any problems? VYes, we've had some
problems related to that, and we’ve gone now to 100 percent
written orusr.

In other words, should that be the result of
problems rather than a Joint Commission saying that this

should be a written order in every single case? 1 guess



10

33

12

13

14

16

17

18

19

20

21

22

23

24

25

142
that’s what we’re trying to figure out.

MR. TELFORD: Yes. If I’m hearing what you're
saying correctly, you’re saying, well, we could start out
saying, all right, for diagnostic referrals we could give
you three choices. We could give you written referrals, we
could give you electronically transmitted referrals from
computer printouts, we could say telephone referrals
provided you use a form and you contain certain infermation
and you check it from both ends.

Then let them try it and than let them analyze how
they’re doing each year. Then if it is a problem for that
hospital, then okay, restrict them or have them beef up
their procedures. If not, then let them go.

That’s an idea.

MR. van SCHOONHOVEN: What, J<an? Any reaction to
that?

MS. CARROLL: N2.

DR. MCMANUS: All right. The consumer speaks.

MS, CARROLL: Yes. The consumer.

MR. TELFORD: How does the consumer look at that?

MS, CARROLL: Probably okay.

MR. TELFORD: Probably okay? Okay.

MS. CARROLL: T just want to be protected.

MR. TELFORD: There ought to be some procedures in

place that ==
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and clearly explained it to their chiefs, or something like
that,

MR, TELFORD: 1In 1.3.1, it speaks of the working
relationship. Does that idea contain anything to do with
understanding your job and how to do it?

MR. van SCHOONHOVEN: No.

MR. TELFORD: Okay.

MR. van SCHOONHOVEN: That wasn’t the intent of
it. The intent of it was to create a working relationship
ana communications, and urderstanding, and primarily related
to management issuaé.

MS. CARROLL: And utilization of the services?

MR. van SCHOONHOVEN: Yes.

MR. TELFORD: 8o, that one 3 rot too appropriate?

i'A., van SCHOONHOVEN: No.

MR, TELFORD: How about 1.3.3, where it talks
about determining the qualifications and competence of the
department of personnel.

DR. MCMANUS: Yes. That's good.

MR. van SCHOONHOVEN: That is =-- because that is
related to what services they’re going to provide. Now, for
instance == I don’t know. Jim, tell me if you did it this
way.

I used to go in an. say, okay, start me off right

at your t.ont desk here, or reception area, where they
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DR. MCMANUS: That'’s related to Objective number
4, yes sir.
MR. TELFORD: Okay. Any others on that one?

(No response

-
—

MR. TELFORD: Are we ready to move to Objective
number 5?

DR, MCMANUS: Well, you’re going to leave the
others that you’ve got there, aren’t you?

MS. CARROLL: Yes.

(Pause. )

MR. TELFORD: We’re just trying to determine if,
once you understand what we’re after in the Objective, if
you sihare that same sentiment and you'’ve covered it
someplace, and you explain to us where you’ve covered it so
that we’re interpreting your standards correctly, is all.

Okay, Objective number 5, are you ready Ior that
one?

DR. MCMANUS: Yes.

MR. TELFORD: Yes?

MS. CARROLL: Would you please explain the
difference between numbers 2 and 1?7

MR. TELFORD: Two and three?

MS. CARROLL: And five.

MR. TELFORD: Okay. Two says you should have a

written directive. Three says you should have a referral.
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delivered to tne hospital.

MR. TELFORD: Radiopharmaceutical therapy?

DR. MCMANUS: The -~ well, therapy is a little
different.

MR. TELFORD: More or less. I mean, you would
order a certain activity and you’ll get close to that from
the regular pharmacist,

DR. MCMANUS: From the source.

MR. TELFORD: Yeah.

DR. MCMANUS: And then it’s allowed to decay until
point which =-

MR. TELFORD: Well, there’s a window that you can
be within and still deliver tnat.

DR. MCMANUS: Right.

MR. TELFORD: Or, if it’s markedly different, then
the authorized user says yeah that’s what I want and signs

£f on it, and it’s delivered.

DR. MCMANUS: That would be part of it, certainly,
2.2:.10,

MR. TELFORD: But we also envision the use of dose
calibrators so that you would know, the technologist would
know what dose they have in hand before they administer.

So, that’s how you would know.
MR. van SCHOONHOVEN: Do you require that on

organization -- material you get from organizations
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thread point. If I was the director, too, I’d want to check
on a dose calibrator. But on some of these diagnostic
studies I don’t know whether we’re spinaing wheels cn
reputable organizations under your control who are providing
these radicpharmaceuticals. And not do just occasional spot
checks, maybe. But not every one.

But, you say every one has to go through this?

MR. KLINE: Some of these reputable
radioprarmacies have had problems with the proper
radiopharmaceutical also at the proper dorage. S0, they
have been in violation of NRC requirements in these areas.

So we feel that you can complicate by assuming
that they’re correct, one error, into a number of errors.
Unless there is a mechanism to catch that error. That would
be the dose calibr-tor, your double check.

MR. WIEDEMAN: We also had a case in Wisconsin a
couple years back where the physician ordered a thyroid
uptake, a very simple diagnostic study. And normally you’d
only use around 10 microccuries of Iodine 1J31.

And the nuclear pharmacy claimed they ordered the
10 microcuries. ©Oh, I’'m sorry, they ordered 10 millicuries.
The technologist said I ordered 10 microcuries. The
pharmacist filled 10 millicuries. It was sent back. It was
not checked in the dose calibrator. The technologist

adminie*ered the dose, ind I think they had the patient come
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DR. MCMANUS: Yes. You connect the two right

there. At 2.2.14.2. What they got was what was prescribed.

MR. TELFORD: 8o that monitoring, in 2.2.14.2.

DR. MCMANUS: Right.

MR. TELFORD: It says, monitor dosage administered
to patients for acceptable agreement with prescribed doses.

DR. MCMANUS: Right.

MR. TELFORD: That’s where ycu get the check?

DR. MCMANUS: Right. Now, that'’s not every
patient,

van SCHOONHOVEN:

MR. TELFORD: It’s not every patient?

PR. MCMANUS: No.

MR. van SCHOONHOVEN: No. It wasn’t meant to be
every single patient,

MR. TELFORD: Okay.

DR. MCMANUS: But it doesn’t mean that you don’t

calibrate the dose of radionuclide before you give the

(SR8

patient the prescribed dose, though. That you do.

But this is the dose administered to patients I«
acceptable agreement with prescribed doses are reviews,
periodic reviews, carried out by an outsider.

MR. KLINE: 1Is that for the clinical

appropriate doses agreement?
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DR. MCMANUS: The outsider, qualified physician,
qualified medical radiation physicist, or other qualified
physician, individual comes in and does reviews.

MR. KLINE: Okay. So, the appropriateness of the
study and the appropriate dose to be administered for =--

DR. MCMANUS®* And, does the dose match the
prescribed dose. But in a day by day, patient by patient,
you are calibrating the dosze that you’re giving.

MR. TELFORD: In a dose calibrator?

DR. MCMANUS: 1In a dose calibrator.

MR. TELFORD: How many patients do you look for
this agreement on? You said it wasn’t every patient?

DR. McCMANUS: No, it’s reviewed and it says -=-

MR. Van SCHOONHOVEN: This is sort of like having
a column, if you can picture it., Maybe it’s a raft of
requests with #11 the data on it; maybe it’s a logboock they
have, or something iike that. But coming down and seeing
that what was transcribed there to the record of what was to
be admiriistered was administered. And that’s why I asked
about that girl, because why wasn’t she writing it down and
realizing i{ was two different things, in Wisconsin? A lot
of them do it right on the forms. And of course, the
nuclear medicine fellow will often incorporate the dosage
given into his report.

DR. McMANUS: The reports that the surveyor looks
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at are guarterly reports of the radiation physicists
relative to these reguired characteristics, that the
patient-by-patient review is done right there.

MR. TELFORD: So what you’re saying is, when you
go out and survey this department, you’re looking at a
logbook of administered oral doses versus =--

MR. Van SCHOONHOVEN: A bunch of file copies of,
it’s got all the data on it.

MR. TELFORD: So then you sort of on the spot
decide what'’s a representative sample to look at, look at
the sample and =~

MR. Van SCHOONHOVEN: Look at everything.

MR. TELFORD: == and decide in your own mind =~

DR. McMANUS: That'’s how we do, but we would also
lock for the radiation physicist’s report.

MR. TELFORD: But does the radiation physicist
look at every patient?

DR. McCMANUS: No. Quarterly.

MR. TELFORD: Quarterly.

DR. McMANUS: A quarterly visit, quarterly
evaluation of these required characteristics. So we would
have that in hand, plus the daily log.

MR. TELFORD: So the radiation physicist Juarterly
takes a representative sample.

DR. MCMANUS: Right.
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MR. TELFORD: And makes a determination of whether
there’s acceptable agreement or r.ot.

DR. McMANUS: Right.

MR. KLINE: Now, is this radiation physicist, is
this the in-house physicist or is this a ==

DR. McMANUS: Could be.

MR. KLINE: 1Is it all hospitals guarterly that are
reviewed by nuclear medicine ~=-

DR. McMANUS: Or qualified individual.

MP. KLINE: == annually for radiology, monthly for
radiation oncology. So four times a year then we will want
to see physicist’s reports. Most oi them have a physicist.

MR, Van SCHOONHOVEN: We want to see these
functions carried out, as Jim is saying. But we don’t give
them the criteria as tc who is qualified, This we leave to
the organization.

DR. MCMANUS: We have a definition of a qualified
individual.

MR. KLINE: Okay. 8o in other words, the hospital
has to provide to you infcrmation that shows that if you
don’t have a physicist on-site, if you have contracted, one
came, you review your radiation program, nuclear medicine
program, and looked at a number of things, which included -=-

DR, McMANUS: Which are listed here.

MR. Van SCHOONHOVEN: Comparison of what was
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upon equipment, depending upon what they’re doing. All
kinds of things. And we can’t get any more specific.

MR. TELFORD: Does this physicist get some
guidance someplace else?

MR, Van SCHOONHOVEN: You know, it was the
phyvsicists on this committe cnat put 2.2.14.1, with the
frequency of jacking it up like they did, and then two,
three, and four.

MR. KLINE: Two, three, and four are quarterly,
also? Is that the revised?

MR. Van SCHOONHOVEN: Well, I'm talking 2.2.14.2,
2.2.14.3, 2.2.14.4.

DR. McMANUS: The score of one for that 2.2.14
says that reports clearly show that a qualified individual
performs quarterly evaluations and that identified problems
are promptly addressedl and resolved.

DR. HENKIN: <c¢an I make an editorial comment just
to reduce some of the cecnfusion?

As currently employed, many nuclear medicine
departments are ugiig computers to monitor dose delivery.
Those computers no longer permit you to dispense a dose
outside set limits withir the computer.

MR. Van SCHOOWHOVEN: You have to put the tube
under the ==

DR. HENKIN: You’ve got to put in what the dose
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calibrator says into the computer. The computer will not
issue a label for dispensing if it doesn’t fall within
certain guidelines. So that a quarterly reporting system
may or may not work because it’s do' ¢ on every dose now by
the computer.

MR. TELFORD: Okay. So what I’'m hearing on number
5 is that you’ve got it covered, by combining a couple of
your standards, and you even have it determined by an
outside individual on a quarterly basis.

DR. McMANUS: Right.

MR. TELFORD: A sampling basis., But it’s not
determined for every dose, necessarily. Your standards
don’t require it to be determined for every dose. We have
the same idea in mind. But you pursue it in a different
fashion. You pursue it guarterly; we would pursue it on an
every-dose basis, if I’m understanding this correctly.

DR. McMANUS: Well, 2.2.10.1.3, the identity of
the recipient, the identity of the radiopharmaceutical, the
activity of the radionuclide administered. Doesn’t that say
that you’re getting the dose that we prescribed?

MR. TELFORD: It doesn’t tie it to what was
prescribed.

DR. McMANUS: It doesn’t?

MR. TELFORD: No.

DR. McMANUS: It just says how much they got.
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MR. TELFORD: Just, 14, 2.2.14.2 ties it to, looks
for acceptable agreement --

DR. MCMANUS: Okay.

MR. TELFORD: == prescribed doses.

DR. McMANUS: All right.

MR, Van SCHOONHOVEN: Just think of that more as a
snapshot-type of thing that’s going on.

MR. CAMPER: Well, I think that’s the essence of
what I was concerned about. The standards you’re referring
to, though, are designed to be a random process. It is a
snapshot. It’s not designed to ensure that for every
patient administration.

MR. CAMPER: No, it’s not.

MR, TSE: 1Is the word monitor means ==

MR. Van SCHOONHOVEN: To look at.

MR. TSE: == to check the paper trail, instead of
actually physically ==

DR. McMANUS: Not necessarily paper. A gualified
individual may actually monitor.

MR. TSE: Agree, Agree. But if the qualified
individual says I checked with the label come in, and the
prescription, I did my monitor; is that true?

MS. CARROLL: I don’t know. You’ll have to ask
the qualified individual how it does that. But =-=-

MR, TSE: Well, if a qualified individual say that
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to you.

DR. McMANUS: Suppose that person is there when I
survey the hospital?

MR. TSE: Right. And says, you ask me how do I
monitor, I said I check the incoming label, I check with
physician prescription, it matches, therefore I did the
monitor.

MR. TELFORD: Well, I think in 2.2.10.1.3, here
they are writing down the identify of the recipient, the
radionuclide and the activity. If that also recorded the
prescribed dose, then we would have it. But you don’t do
that on an every-dose basis. You come back later and ==

MR. Van SCHOONHOVEN: Now, wait a minute. 2.2.10
-- is done on an every-dose basis.

DR. MCMANUS: You don’t have the prescription
there.

MR. Van SCHOONHOVEN: The prescription is another
issue,

DR. McMANUS: Well, it says identify, you identify
it, and then you tell how much you administered, but you
don’t tell how much was ordered.

MR. Van SCHOONHOVEN: No, that’s true; not on this
one here.

DR. McMANUS: And what we would have to add then

for every patient =-
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MR, Van SCHOONHOVEN: What we were relying upon,
though, Jim, was the 2.2.14.

DR. McCMANUS: That is done randomly.

MR. Van SCHOONHOVEN: Yes.

MS. CARROLL: Do you want to add that to the
standard?

DR. MCMANUS: Yes.

MS. CARROLL: Okay.

DR. McMANUS: For every patient, the identify of
the vecipient, the identity of the drug, the amount
prescribed, and the amount administered.

I think that would probably cover that area. And
then we wovld have it reinforced by 2.2.14.2.

MR. TELFORD: Okay. Are you ready for Objective
Number 6, under 35.357

MR. Van SCHOONHOVEN: That’s 2.2.10.1.3 again.

MR. TELFORD: This is patient identity. I think
you’re right. 1Identity of recipient.

Now, when we rewrite Objective Number 6, we will
say that the patient’s identity is redundantly verified.

DR. McMANUS: What is verification?

MR. TELFORD: You check it,.

DR. McMANUS: Confirmed.

MR. TELFORD: Okay. Confirmed, verified, whatever

word you want,
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MR, TELFORD: Yes., Just sort of
then confirm by other, by another piece of information.
Are you ready to move to Number 77
DR. MCMANUS: Now, ensure that any unintended,
unintended is intended there, right?
MR. TELFORD: Unintended meaning it was not
f you intended to give something different,

uthorized user just signed off on it and said okay,

know the dose is different, but give it; it’s okay

intended deviation. This is an unintended
ou intended to give » millicuries,
three, or two and a half,
DR. McCMANUS: So that any unintended
or diagnostic

ldentified and

envircnmen .lents, personnel
includes misadmini
or something like that.
not specific.
TELFORD: Seeing Number 7, doO
approach of looking at various indicators?
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dosages that were administered versus what's prescribed.

MR. Van SCHOONHOVEN: Well, again, 1.3.6, maintain
the guality control program, you know, can be built-in on
this one.

MR. TELFORD: How about 1.3.97

MR. Van SCHOONHOVEN: That’s a responsibility to
lead to quality improvement.

DR. McMANUS: The director’s responsibility. But
it goes to 4. You'’re right. Unintended deviation from a
prescription.

MR. Van SCHOONHOVEN: The only other thing you can
climb into with ours on tﬁis issue is when we get to 2.2.15
or 2.2. == well, it’s 2.2.18, Because it’s all through
implied on misadministrations, that they’ll look into this.

MR. TELFORD: So you think it’s NM~-4, that
captures this idea?

MR. Van SCHOONHOVEN: No.

DR. McMANUS: Well, it is. 1It’s monitoring,
evaluation of the dose prescribed.

MR. Van SCHOONHOVEN: You can build it into that
one.

MS. CARROLL: This is specified.

DR. McMANUS: No, but it could be.

MS. CARROLL: It should be, yes. It could become

an indicator.
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MR. Van SCHOONHOVEN: 2.2.14.,2 =~

DR, McCMANUS: And play with it.

MR. Van SCHOONHOVEN: See, I’d like to keep it out
of that quality improvement, as we talk of it, and assure it
stays in the guality control mode.

MR. TELFORD: Objective 7?

MR. Van SCHOONHOVEN: Stays in the true quality
control mode.

MR. TELFORD: That seems like =~

MR. Van SCHOONHOVEN: 1I'’m subject to change, if
you guys want to. But I just think we’re better off if we
can do it that way, looking at the overall picture of
quality improvement, because that’s just one facet. There
may be others that they ought to deal with,

DR. McMANUS: Can I go back to Numker 4? You had
2.2.20. That’s the education piece there. You’re going to
keep that, right?

MR. TELFORD: Yes.

DR. MCMANUS: Good.

MR. TELFORD: On Number 4, we focused on 1.3.3.

DR. McMANUS: 3.3, QA 2.5.3, and then the
education.

MR. TELFORD: Which is 2.2.20.

DR. McCMANUS: Right.

MR. TELFORD: So if I could summarize here on
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these seven objectives that are applicable to nuclear
medicine diagnostics, we have something close to
equivalence, or it would be fairly easy to achieve
equivalence on one level, which I would describe as the
regulation level.

Does everybody fairly well agree with that
statement?

DR, McMANUS: Right.

MR. Van SCHOONHOVEN: 1It’s a fair statenment.

MR. TELFORD: Okay.

MS. CARROLL: We have sodas and pop outside, if
anybody wants it.

MR. TELFORD: Let’s continue on for a little bit.

The next item on the agenda is what we’re calling
a discussion of practical comparison of the regulations with
the JCHO standards.

what we have in mind here is that we’re looking
for a comparison on three levels. We’ve just gone through a
comparison at what I would call the regulation level of 10
CFR requirements versus Joint Commission standards.

There are two other levels of interest to us. And
the second level down from that is what we call licensing.
It’s where we go through an application program review and
acceptance or modification and acceptance of the licensee’s

program.
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Maybe we should discuss that. And there’s a third
level, that’s inspection, that it’s fairly obvious that we
use unannounced and announced inspections as we described
this morning.

So I would like to suggest that the next item that
we discuss is sort of a comparison of our licensing versus
maybe what you call accreditation.

MR. Van SCHOONHOVEN: Has to be.

MR. TELFORD: Has to be?

MR. Van SCHOONHOVEN: We don’t license.

MR. TELFORD: Okay. Do you proceed in a way
that’s similar to ours wheie you get everybody’s program,
each hospital sends in an application, says here’s my
program, it meets your standards, examine my program; and
then you say all right, if you’ll change this and this and
this, and on these three areas, approve it and sign off on
it and say all right, if you follow this, then you’ll
maintain your accreditation?

MR. Van SCHOONHOVEN: We’re surveying to see
whethsr an organization is in substantial compliance with
the intent of the standards.

MR, TELFORD: Okay.

MR. Van SCHOONHOVEN: Nobody can write perfect
standards. These are contemporary, hopefully. Sc that all

aren’t going to always have a minimum to meet in the way of
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a number or something like that, because they can be in not
too good shape in some areas, but they’re excellent in 90
percent of the other. And they’ll probably get
accreditation without any problem.

So don’t lock at it that we’re going in and
telling them how they have to do it to be in compliance with
or in substantial compliance with the intent. There could
be other alternatives. And that’s a flexibility we want to
maintain for our own credibility.

MR. TELFORD: That’s not quite what I was after.

MS. CARROLL: I think you’re asking, do we
prescribe the details of the plan.

MR. TELFORD: No, no. That’s not it either.
We’re not prescribing the details of their plan. It’s just
that okay, here’s the regulation, here are the things to
address.

The licensee sends in an application, and our
license reviewer sits down and says okay, what do they have
to addross objective one; is it sufficient? Okay. 1It’s all
right. How about objective two? Well, I’'m not too happy
with what they’re proposing here. If they’ll just beef it
wpy @ little bit here, I’11 take it. How about objective
three? Well, okay, it’s all right. And continue all
through the regulation. So it’s a comparison for

acceptance, but it’s on paper and it’s before any inspection
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is done. 1It’s really in theor, “«. re they do business in
thie area. So it’s what we call licensing. And we're not
telling them how to do it. We're merely accepting their
plan, their application for how %o do it.

Now, they have to measure up to certain minimum
standards. But see, Peter, we don’t know if they’re going
to meet these things or not yet.

MR. Van SCHOONHOVEN: It’s our eligibility
criteria that we use.

MR. TELFORD: Okay.

MR. Van SCHOONHQVEN: And we don’t go into
anywhere near that depth of reviewing. When you consider
the total documentation and organization we have, or
policies and procedures, we cannot handle that stuff in the
central office on every issue. I mean, there’'s just key
things like maybe to expedite things, copy their bylaws,
some demographic information on them, data that helps them
getting some idea of what types of services they provide,
and that type of thing.

But no, we don’t, in the central office we don’t
go anywhere near what you’re talking about. We rely upon
the surveyors at the site, or the organization.

DR. McMANUS: We know in advance, pretty much in
advance, that if a 35-bed hospital has uny nuclear medicine

at all, it’s going to be very rudimentary. We know in
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advance that an 800-bed hospital that’s an academic medical
center is going to have a very complex nuclear medicine
setup. That’s about all.

MR, TELFORD: Therefore, you would categorize
those and you would know what to expect when you get to a
center that’s got =--

DR. McMANUS: And using the same set of standards,
you could serve the 30-bed vis-a-vis the 800-bed, using the
same standards, if you have robust standards, which we feel
they are, and you ask the right guestions - you don‘t even
have to be a nuclear medicine physician =~ you would come
out with a pretty good evaluation of their nuclear medicine
setup.

MR. TELFORD: Okay.

DR. McCMANUS: The basis for that would be the
scoring guidelines and the standards. You would score it.
The report comes back to the Joint Commission; it’s analyzed
to put into the form of a report. I mentioned a grid, and I
brought a grid down with me. So that you would see what
they get. And don’t look at =- oh, this is okay to look at,
because it’s not even in the United States. But that’s the
grid. And there’s nuclear medicine there, there’s
diagnostic radiology. And there may or may not be radiation
oncology, yes.

MR. TELFORD: 8o your basis for acceptance of
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their program is based onh your survey.
DR. McMANUS: Right.
MR. TELFORD: So if your survey is good, you've
got a good test.
DR. McMANUS: Right.
MR. TELFORD: 1If your survey is sketchy, you've

got a sketchy basis for acceptance.

DR. McMANUS: So as Bill Tessee said this morning,

there are four decisions that have to be made: does the
organization get a letter of commendation; do they get
accredited with a focus survey or written progress; do they
get conditional accreditation; do they get non~accredited?

And it’s based on the survey of the team. That's

a team survey. If you look at it, there are 56 elements for

the usual survey of the hospital.

MR. TELFORD: Okay. Then let me suggest we move
to inspection, then. Because that’s the --

DR. McMANUS: Now, inspection is the part we've
been trying to get away from for 20 years.

MR. TELFORD: Your survey, our inspection.

our inspector might go to a nuclear medicine
department and spend three-quarters of the day or all day
there, probably at the very least, a half day, and go
through the whole program. And if we add this QA rule to

their requirements, it might be another two hours that the
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guy is going to spend there.

DR. McMANUS: Right. And our focus survey, a
survey that’s done in between the three-year, is much like
his. It focuses on the three problem areas.

We would spend a half a day or maybe three-
quarters of a day there, and not only resurvey it for
correction, but give consultation and education in those
areas, just those problem areas --

MR. TELFORD: That you identilied last time.

DR. MCMANUS: =~ that we identified during the
full survey.

MR, TELFORD: Okay. 8o every three years, =-

MR, Van SCHOONHOVEN: There’s a full survey.

MR. TELFORD: == you do a full survey. But then
you follow up after that, if you identify problem areas.

DR. McMANUS: Right.

MR. TELFORD: And the followup could be an all-day
session?

DR. McMANUS: The follow=-up could be an all-day
session, depending again on the elements.

If you see on the 3rid there, there are 4s and S5s
and 3s. That hospital is going to get a focus survey, and
we’'d follow up on those.

MS. CARROLL: Question, please. 1 forgot to ask.

In your inspection trips, do you provide
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consultation and suggestions for corrective action, that
kind of thing?

MR. WIEDEMAN: Yes, we do.

MR. KLINE: 1It’s somewhat a mixed bag in the sense
that you can provide what should be done, but we don’t
provide consultation services, because we’re more of a
compliance regulatory organization.

MS. CARROLL: I just meant, you know, in the
course of your work at the facility.

MR. KLINE: That’s a very good guestion.

MS. CARROLL: I did not mean as a personal
enterprise,

MR. K"TNE: I know you didn’t.

MR. WIF TMAN: There is that thin line between
being a regulator and a consultant.

MS. CARROLL: Right.

MR. WIEDEMAN: Now, if a licensee should ask us,
you know, how can I best comply with this regulation, you
can make suggestions on how other facilities have complied.

MS. CARROLL: That’s what I was talking about,
that kind of ching.

MR. CAMPER: There's a question that I wanted to
ask that I think is a crucial question as we look at this
and how JCH might fit in. )

A couple of things have come up in discussions
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the physicians and a lot of the medical community are
concerned about, where inspectors are going to go out there
and make judgement calls about: Did we do this adegquately?
Or we didn’t do this in one instance. Ours is going to be
guidance, on the other hand, to try to look at a
performance~based program.

But I guess what I’m really looking at, having
said all that, just to give you some backdrop,
philosophically, is I am wondering how comfortable the JCAHO
would be with inspecting against an NRC regulation during
your JCAHO accreditation process.

Is that feasible? Is that workable?

MR. TELFORD: Mr. Camper, this is a very important
question. 1I’d like to suggest that we take a break and we
find out if the people that were here this morning, like
Bill Jessee -~ what I think we’re doing, I thinx we’ve moved
through ==~ we’re now down to the 2 p.m. item.

MR. CAMPER: Not really. Perhaps you can draw
that conclusion, but I’m asking in the context, primarily,
in terms of inspecticn == NRC regulation and inspection
steps, and I'm trying to draw the relationship between the
inspection steps as it ties back to NRC regulaticns and what
some of the implications are. But if you want to do it
under the 2 p.m. context, that’s fine.

MR. TELFORD: Let’s take about a five-minute
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break.

Brief recess.)

MR. TELFORD: Let’s go back on the record.

MS. CARROLL: I thought it would be a good ides,
even in the absence of Dr. Jessee, if we talked about
feasibility.

MR. CAMPER: If I may, let me set the stage for
discussing .easibility by bringing to bear certain concerns
or issues that are important and germane to that discussion.

We have spent a great deal of time talking about
JCAHO accreditation process might work to address NRC'’s
concerns about the quality-assurance area, and the
discussion we’‘re about to go into now would focus upon the
diagnostic aspect, not therapeutic, but I think it’s
important to put a few th! :s on the table that you need to
be aware of as you ponder the feasibility, and tnat is
recognize that we’r. presently on course for a rulemaking to
regquire a gquality=-assurance program or something of that
nature that’s designed to prevent misadministrations.

NRC regulations are inspected against, and they
are enforced. In some cases, these enforcement actions
involve escalated enforcement actions, including civil
penalties; orders being issued, licenses being removed, and
those types of things.

Now, I think that it’s unlikely that those severe
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steps would be taken as it relates to this quality-assurance
program, and I certainly wouldn’t rule that out.

Now, as I said a few moments ago, also, we have
had some individuals in our pilot program, and what have
you, bring up the fact that JCAHO accreditation issues could
probably be modified and submitted to our agency for review,
and we could take a look at that, the NRC could take a look
at that, and see if, indeed, this is going tec satisfy our
review process, our licensing review process.

I don’t think we are too troubled with that aspect
of it.

My concerns, though, real.:' deal with the
inspection and enforcement process.

For example, JCAHO, if it were inspecting against
this rule, would find itself in the position, during its
accreditation inspection process, in the role of identifying
the bad players and referring them to the Nuclear Regulatory
Commission, at which point we would take steps, as we would
normally in the inspection and enforcement process.

The question of up to what degree JCAHO would be
comfortable with that role should be explored.

I know that you indicated, now, when you see
problems, you refer tham to OSHA, for example, but this is
distinctly different in the sense that a specific regulation

would be on the books that you would be inspecting against,
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for lack of a better term.

So, I am interested in knowing how something like
that might work, if it would work, and to what degree the
organization would be comfortable with that.

MR. TELFORD: If I could add a couple of thoughts
here, we’'ve been talking about a comparison on three levels.

On tne regulation level, our regulations versus
your standards, I think the ~onclusion we have come to
collectively here is that, with « little bit of
modification, we could certainly achieve equivalence there.

The second level being what e call inspection ==
I'm sorry == what we call licensing, that you call
accreditation, it seems clear that you delay the decision of
acceptance until you get to what we call inspection, which
you call survey, so that the equivalence at the licensing
level doesn’t exist, but it’s open to discussion as to
whether or not there should be equivalence or whether or not
you could rely on your surveys.

The third level of what we call .nspections and
what you call surveys, we see a difference in how much
attention is devoted to the nuclear medicine department, but
to me, it’s certainly theoretically pecssible that we could
achieve equivalence there. It’s just a question of how much
effort do you devote to the nuclear medicine department upon

your survey?
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There’s sort of = larger guestion here that Mr,
Camper is asking.

Let’s assume for a moment that we could achieve
equivalence on all three levels and assume that we said to
all licensees: You have your choice. You can send in your
application to the NRC and get licensed and inspected by the
NRC for nuclear medicine departments. Or you can get
accredited through the Joint Commission, and your surveys,
then, would ~= assuming we had achieved egquivalence on the
three levels, your surveys would go in place of our
inspections, but as was indicated earlier today, something
less than five percent get to these sort of six-month
probationary periods and something around one percent get
rejected. Those guys are going to occur.

It would be almost as if the NRC has had a report
of a misadministration, and also, keep in mind tha% the
reporting and recordkeeping requirements that would be
contained in this rulemaking would still apply to all
licensees, so that they would have to report
misadministrations to us, but if they’re nuclear medicine
diagnostics, then it could be that you’re the identifier of
tlie poor players.

S0, the guestion is: Does that bother you?

MS. CARROLL: No. I don’t think it would.

DR. McMANUS: No. I think, the way I envisage it,
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if this is a choice situation for hospitals to undergo Joint
Commission survey for continuation of NRC licensure or NRC
inspection for continuation of licencee, and we went into a
hospital that elected the Joint Commission way that we would
then review those areas that we had eguivalence with the
NRC, in our standards, and that if we found =-- and we would
have to agree on what that consisted of in terms of what
should be reported to the NRC in terms cf poor perf. :..ance,
we would have to agree on a certain threshold.

If we found that to be, I would have no qualms
about identifying that at the exist conference, at the time
of the survey, or subseguently, to NRC for further action.

In other words, I would presume that there would
be identified some poor players and that NRC would take,
then, their people, as a secondary situation, and say, now,
look, the Joint Commission identified these things; I am
here to find out how bad it is and whether certain penalties
have to bz levied.

I don’t think we would be linked to the penalty
iteelf. We’d be identifying it to the NRC.

Is that how you envisage it?

MR. TELFORD: Well, Darrel, remember this case
over in Indiana, the authorized user that was doing the
brachytherapy procedures? Llet’s use that as an example, as

to what could happen to these folks; you know, the real poor
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players.

MR. WIEDEMAN: Which case are we talking about?

MR. TELFORD: §8St. Mary.

MR. WIEDEMAN: St. Mary’s Medical Center?

MR. TELFORD: Yes. 1Is that a good example? Or
could you pick an example?

MR. WIEDEMAN: I know a case of a
nisadministration in two months.

MR, TELFORD: This is worse.

MR. WIEDEMAN: This is worse?

MR, TELFORD: This guy is worse, 1 think.

MR. WIEDEMAN: That one is still under review.

MR. TELFORD: Okay. Let’s not talk about the
detail=s on it, then.

let’s pick one where you have -- just picture a
very poor department that has several misadministrations,
let’s say.

DR. MCMANUS: Okay.

MR. TELFORD: And the Joint Commission goes in,
and you do your survey, and it’s pretty obvious to you that
that department doesn’t deserve accreditation. 8o, you
withdraw accreditation immediately.

DR. MCMANUS: The department does not govern the
accreditation decision unless there is an immediate threat

to life or safety.
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MS. CARROLL: But those are tactical matters that
I think, you know, can be deferred, don’t you think?

DR. McCMANUS: Sure.

MR. van SCHOONHOVEN: The decision doesn’t have to
be made now.

MS. CARROLL: That'’s what I mean.

MR. TELFORD: Let’'s say that che hospital has the
choice going in, and they elect Joint Commission
accreditation, with the understanding that if that
Department is identified as a poor player, the report goes
to the NRC.

DR. McMANUS: Right.

MR. TELFORD: The NRC would then send an
inspector.

DR. McCMANUS: Right.

MR. TELFORD: Investigate as to what'’s really
happening, and if warranted, then we would say -~ we might
go to the enforcement step, enforcerment conference,
escalation to a civil penalty.

DR. McCMANUS: Okay. 1If loss of license occurs and
they are reguired to provide for nuclear medicine services,
then they would have to contract through some other
organization for that provision.

MR. TELFORD: Yes, as far as you’re concerned.

DR. McMANUS: As far as we are concerned. And
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they would still be eligible for survey.

MR. KLINE: Contract in the sense that they could
not provide that service if they had their license removed.

DR. McMANUS: They provide for it. They don’t
provide it.

MR. van SCHOONHOVEN: They may have to transport
the patients to another hospital.

MR. CAMPER: 8o, if all licensees were to choose
to indicate to us the use of the JCAHO accreditation process
in lieu of submitting to us the guality-assurance program,
am I hearing from ycu, then, that JCAHO would be prepared to
modify its accreditation process to look for and evaluate
those kinds of items that we have expressed an concern about
in our quality-assurance program?

We think that there is a close fit.

DR. MCMANUS: Yes. We do, too.

MR. CAMPER: But if we identify, after getting
back and looking at thie, a few areas where we say you ought
to put a little more amphasis here, fine-tune this or what
have you ==

DR. McMANUS: I think it would be a good idea fo.
you to identify one or two or both indicators that you want
ongoing and evidenced at the time of the survey. It would
not be up to the hospital to look at that or not. It would

be up to the NRC. They’d say these are indicators that will
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be shown to the Joint Commission surveyor when the Joint
Commission surveyor comes, just like you would now.

When you go there, how do you know they are doing
what’s going to be here? Are you going to tell them that
that’s what you want monitored?

MR. KLINE: Well, under current conception, they
would have their license, and they would have these
regulations.

DR. McMANUS: So, the QA program would be
obligatory if you were doing it. It would be the identical
program if we were doing it. I guess that’s what we would
like to see.

MR. KLINE: Well, there we get into this thing of
licensing. If they submit their license application
addressing this QA program to the NRC, we will have a
rapport back and forth with the licensee to make sure
they’re doing the deficient areas, that we understand that
they are going to meet our criteria, because along with this
set of rules, we have licensing.

DR. MCMANUS: Llet’s divorce the licensing for a
minute.

MR. KLINE: The other would be your standards that
they would address.

DR. MCMANUS: Let’s just stick to the QA program.

You envisage the QA program that you'’re going to
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look at pretty much the same as we’'re going to look at,
because there has to be coumonality there.

MR, KLINE: That’s a good question. That's
correct.

We have developed inspection guidance on it that
breaks down these categories and talks about what the
inspector should look at.

MS. CARROLL: Like our scoring guidelines.

MR, KLINE: That’s correct. And that is based,
also, on a prior breakdown by the license reviewer of that
program,

MS. CARROLL: Y;s.

MR. KLINE: But we do have criteria which we want
the inspectors to be trained and knowledgeable in prior to
going into a QA program and evaluating the progranm, and this
is the sort of guestion, at the inspector level, whether or
not your review process would be equivalent in quality and
time that we would involve our inspectors in during the
evaluation of that QA program.

MS. CIRROLL: We might have to incorporate some of
your provisions into the process.

MR. TELFORD: I think we could achieve eguivalence
fairly easily on the regulatory level. On these kind of
things, we would rewrite these. You would say, well, we’ll

make some of these mandatory indicators. Okay. You would
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MS. CARROLL: 1In a couple of years, ’'93.

MR. van SCHOONHOVEN: Are you sure it’s going to
be that long?

This is where specialists are brought together,
and you know, the state of the art is changing all the time,
but the intent would be to be hospital-wide on these, not
just nuclear medicine, diagnostic radioclogy, and that type
of thing.

That’s the whole intent of any of the performance
indicators we're trying to develop for organizations to use
themselves, to compare themselves with others, as well as
address possible times when they can improve on the quality

of care.

So, 1 can see some rather specific ones popping in

there, if they’re related to lower radiation, that type of
thing, which is more likely to occur in the imaging than in
some of the others, by a long shot.

MS. CARROLL: We live with that today. It’s the
same tune.

MR. TELFORD: What you’re saying, I think == if I
am hearing this correctly -- is that the optimal set of
indicators may change in future years. We can work with
that. The question is how to get started.

MR. van SCHOONHOVEN: The indicators that I'm

referring to -- these are all in developmental and some are
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in field testing and other subjects or other specialty
areas, but the intent is that all of these that they come up
with and agree upon, the Board of Commissioners, hospitals
will have to address those.

DR. McMANUS: To get back to one of your concerns
about licensing, where do you place that? I don’t place
that with us at all. The hospital has to be licensed to
provide nuclear medicine services before we would even
survey it.

For six to eight months, they would be doing
nuclear medicine procedures and they may not even have Joint
Commission accreditation.

MR. CAMPER: What would happen, I think, is that
during the licensing process, again, for diagnostic uses,
the licensee would submit to us -~ let’s assume this rule
becomes effective, they would submit to us a statement that
they are following == they will conduct their quality
assurance program under their existing JCHO accreditation
process. That'’s it.

For those who chose not to do that, they would
submit to us their quality assurance program. We would not
inspect against that aspect of their program when our
inspectors went out into the field; rather, the JCHO
accreditation process would do that.

MR. TELFORD: The JCHO survey, in our language,
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thenm would indicate the use of -~ for diagnostic, would
indicate the use of JCHO. That'’s my guess.

Consequently, we find our greatest emphasis being
placed on therapeutic area which is the area we have the
most concern about anyway, which is healthy.

DR. MCMANUS: Would you estimate that half of
nuclear medicine departments also treat, especially with
radioactive iodine?

MR. TELFORD: Radiopharmaceutical therapy?

DR. McMANUS: Yes. Do you have any idea about
that?

MR. KLINE: The guestions comes .p as to what is
defined as a therapy rrocedure and in the -~

DR. MclianUS: If it’s under 30,

MR. KLINE: Well, if we'’re looking at
pharmaceuticals greater than 30 microcurie, of Iodine-131
and Iodine~-125, then we get into a criteria by which they
establish level as an action level, then that would be, I
guess, the therapy.

MR. CAMPER: 1It’s certainly half.

MR. van SCHOONHOVEN: Remember we’'ve got MN 1.1.1:;
am I wrong? Appropriate institutional licenses and/or
applicable law and regulations. We cover ourselves, even
organizational-wide in that management and administrative

because that’s cne of the early standards there that the
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hospital must be in compliance with applicable laws,

MS. CARROLL: 1It’s in the general administrative,
toc,

MR. CAMPER: Well, that aryues for making the fit
easier.

MR. van SCHOONHOVEN: I thought I better bring it
up when I thought of it.

DR. MCMANUS: 1t tends to make the fit look more
easily achieved. I think I’m also hearing something
‘ncouraqinq in that the JCHO would be prepared to look at
its process and make some adjustments in this area to
accommodate what NRC is looking for and that'’s a very
crucial point.

MR. TELFORD: As long as it doesn’t reguire change
in the standards. What Dr. Tse and I were talking about
takes about two years.

DR. TSE: Yes,

DR. MCMANUS: To get something out is easier, but
to change it or to put something in is -~

MR. van SCHOONHOVEN: Well, we could maybe drop it
under editing, editorial change.

MS. CARR".L: We have a lot of levels of ==

DR. McMANUS: I‘m going to bring up the written
prescription ~=

MR. TELFORD: The written referral?
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prescriptic.: and see how that will balance.

MR. TELFORD: How easy is it to change the
indicators that you look at?

MR. van SCHOONHOVEN: Easy. That's why you don’t
see any specific ones here, you see.

MR. KLINE: The indicators appear to be the ones
where the greatest modification «~

DR. McMANUS: Well, it’s a sentinel event
indicator or a rate-based indicator and we look at these
under sentinel events -~ if the following sentinel events
will be monitored and evaluated.

MS. CARROLL: You don’t have to wcrry about
reliability?

MR. van SCHOONHOVEN: 1It’s a zero occurrence,

MR, TSE: The hospital has to make a choice either
they do the NRC inspection or they will say, we’re going to
follow the JCHO, so they voluntarily choose either NRC or
JCHO.

DR, McMANUS: Right. We’ll be going there anyway,
but whether we dc the NRC piece is up to them. You're
saying that for all diagnostics, we might be doing it?

MR. CAMPER: For diagnostics only, yes.

DR. McMANUS: Okay.

MR. CAMPER: I would point out though that with
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vhe diagnostics, the 30 microcurie issue is something we
have to take a look at.

MR. van SCHOONHOVEN: That's editorial.

MR. TELFORD: So it’s all diagnostices and any
lodine radiopharmaceutical less than 30 microcurie?

MR. TSE: Also, only applicable to -~ we are
thinking about it, but limiting it to the iodine which
therapy which is more than 30 microcurie.

DR. McMANUS: Right.

MR. TELFORD: That would be considered a
diagnostic procoduré. In other words, that would be exempt
from that less than 30 because it’s a routine procedure in a
lot of hospitals.

In other words, any procedure with Hipuran would
be included as if it were a diagnostic procedure and would
be under Joint Commission survey, rather than NRC
inspection.

MR. CAMPER: 1 have another guestion for you
regarding timing. We’re currently working against a March
‘91 publication date for the rule.

DR. McMANUS: To the Commission?

MR. CAMPER: To the Commission, right.

DR. McMANUS: To your .ommission?

MR. CAMPER: Right., Of course, the Commission

will then review it, make adjustments and what have you, and
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the theory will be published sometime next year.

DR. MCMANUS: We have Perspectives.

MS. CARROLL: Perspectives is a publication.

DR. MCMANUS: Perspectives comes out every two
months.

MR. van SCHOONHOVEN: 1t’s 2 companion to our
standards.

MR, TELFORD: Let me put it this way: we have a
schedule that we’re marching to, and we'’re marching next
year and we will present our draft final rule to our
Commission, which you can think of as our board of
directors,

Typically, they consider a rulemaking for about a
month. Between -~ let’s see, very recently, like in this
year, we’ve conducted our pilot program with 60 odd
volunteers that went all the way through. We’ve met with ==~
back in March, we met with representatives of four agreement
states. In the summer, we met with ACNP and SNM. We met
with five societies; recently, the AAPM, the ACMP, the ACR,
the AES and Astro. We met with that group for a total of
two davs,

Tomorrow and Wednesday, we‘re going to be meeting
with representatives of approximately 10 agreement states
and we’'ve met with JCHO, We'’re talking to everybody and

we’'re just zbout to complete the circuit since we have
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talked to virtually everybody that has any interest in this
area.

We’ll take the information that we'’ve gotten from
the workshops, from the pilot program, from the public
comments and we will draft the final rule and reporting
requirements. So, for planing purposes, you could assume
that, come March, we will have our final rule before the
Commission.

So, if we are trying to move along toguther here,
there may be some guestions that are still in your mind that
you want to ask internally and =-

MS. CARROLL: During the next few weeks, the next
four or five weeks, I’'m sure we’ll have to have ==

MR. CAMPER: That’s precisely what I was talking
about a moment ago. I’m sensing that there are some things
that we need to go back and begin to look at, now chat we
have established this general understanding today. I think
that it’s going to necessitate sometime after tho first of
the year, the organizations getting together to further =-

MS. CARROLL: Drafting a proposal.’

MR. CAMPER: -~ identify and solidify these
issues.

DR. McCMANUS: We will have to have our own
meeting.

MR. CAMPER: Of course. Also, I would like to
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point out that on the 14th and 15th of January, in
Washaington == actually in Alexandria, Virginia =~ there’'s
going to be a meeting of the Advisory Committee meeting on
the medical uses of isotopes.

At that time, our staff is going to present to
that advisory committee, our findings relative to the pilot
program, a summary of our findings with the various meetings
we’ve had with these different organizations that Mr,
Telford identified and to discuss with the ACUI, a staff
level version of the final rule. I would encourage a
represeritative of JCHO to attend so0 as to be able to stay
aware,

MR. TELFORD: That’s January 14 and 15 in
Rockville, Maryland.

MR. CAMPER: 1If you like, you may contact me
directly. My number is 301-492-3417. We’ll be lLappy to
provide you witih copies of the information.

MR. TELFORD: Following that, we will get some
advice from the ACMUI. I would suspect that sometime in
February would be a good time for a second meeting in which
we could discuss the guestions that are in your mind and to
see how close we can get to an agreement,

MS. CARROLL: We will be in touch before that,
probably with memoranda, some kind of a == thing, maybe.

MR. TELFORD: You may want to feollow up with a
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letter to me saying, we had the meeting and we came to this
sort of tentative conclusion. We’ll resolve certain
guestions and try to meet sometime in February.

DR. MCMANUS: If you get this through in March and
envigion finalizing it in April or May, will your
inspections start in July, mid-year? i{ave you ever done
mid-year?

MR. TELFORD: What you are really asking is what
we call the effective date of the rule.

DR. McMANUS: Right.

MR. TELFORD: Let me lock into my crystal ball.
If we take it to the Commission in April, typically == in
March =-- sometime in April, we’ll get a decision on the
rule. We’ll get what is called a Staff’s Reguirement
Memorandum. It will tell us how to fine-tune what we’ve
presented and the changes that the Commissioners want.

We’ll make those changes and then a few weeks
later, it will be published in the Federal Register as a
final rule. Now, that could be May: that could be June.

S§ix months later, it could be effective.

DR. MCMANUS: December or January?

MR. TELFORD: November of December.

DR. McCMANUS: At this time, the inspectors would
be ==

MR, CAMPER: In the meantime, we will be
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developing the inspection guidance. We will prepare that in

draft. We sent that out to our regional offices.

DR. McMANUS: All the surveyors come in each
January. This is an ideal time to =~

MR. TELFORD: The six mcath period is really to
allow the licensees to get ready. They can develop their
programs to get ready to submit a statement to us on the
effective date; that they have implemented their program.

The way we phrased it in the proposed rule was
that we would review their application at time of license
renewal. That’s once every five years, basically, so that
they would be required to have a program on the effective
date. We would review it on their license renewal date.

We only have to review 20 percent of them per
year.

DR. McMANUS: 1If we went into a hospital -~ let’s
say the effective date, the survey effective date was
December 1st, if we went in *here on December Sth, you would
expect to see how much?

MR. TELFORD: Their program should be in place,
effective and implemented.

MR. CAMPER: They'’re going to be required to send
to us a letter certifying that they have put in place,
quality assurance programs,

DR. McMANUS: That meets our timetable.
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MR. CAMPER: I would suspect that during that six
month period that we were just discussing, as we're
developing inspection guidance, there would be the need,
again, to interface with JCHO was we go through that
process.

Although, while we are clearly developing
inspection guidance for NRC inspectors, given the role that,
at least as we talk at this point, theoretically, that JCHO
would play, there would be a need for some communication and
interaction there to make sure that everything is in order.

MR. TELFORD: Mainly the indicators. The
indicators that you would use, definitely, and the kind of
resources that you would devote during your survey to the
nuclear medicine department, the minimum that you would
devote to each and every hospital’s nuclear medicine
department -~

MR. KLINE: The indicators would also be a
function of time and how much time is spent per indicator or
what indices we’re looking for in those particular areas.
Tuat could all be discussed.

MS. CARROLL: Vvou'd have to develop some possible
scenarios,

DR. McMANUS: You might have to say, in addition
to the NRC indicators, because we’re looking at the 98

percent of the care that’s already given that could be
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improved.

MR. CAMPER: Another point about the advisory
committee meeting in January 2nd another reason why I
mention it -~ and I think ths¢t someone being there is good =
- we are going to present tlhie staff’s version to the ACMUI.
We have some concerns about the degree of detail that we can
discuss with regards to specific language in the staff
version because it is a public meeting. We have a difficult
task.

On the one hand, we want to inform our advisory
committee and they will receive a copy of the document. O©On
the other hand, the degree to which we can discuss it in a
public forum has to be somewhat guarded because it is pre-
decisional.

I think that the important point, having given
that caveat, your being there =-- you will become well aware
of the fact that there are going to be significant changes,
we think, in the final version of the rule, as compared to
the proposed rule that was published several months ago.
Those changes result from interactions with the various
organizations that Mr. Telford identified.

MR. TELFORD: There will be a lot of polishing.

MR. CAMPER: A lot of polishing.

MR. TELFORD: We’ve indicated so far, like medical

use; we wouldn’t say that. Prescription; we wouldn’t say
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that. There’s going to be a lot of that.

DR. McMANUS: 1It‘s ongoing. Even after you get it
right, there’s something you should have changed.

MR. CAMPER: We have been very encouraged by the
interactions thus far with these groups. They have been
extremely helpful and we just feel that in the final
analysis, what will end up as a rule will be a lot better
product than it was.

MR. TELFORD: I think we’re at the point of
summary and conclusions. Can we summarize that we'’ve
examined the three different levels of comparisons or
equivalents: the regulation level, the licensing level and
the inspection level. Those are our terms.

It looks as if we could achieve eguivalence
theoretically, and with a little work, we could achieve
equivalence in a practical sense. We’ve explored the
feasibility of using JCHO accreditation in lieu of the
regulations in licensing.

We’ve determined that there were certain guestions
that the Joint Commission has to ask itself internally and
it seems fruitful to have a second meeting sometime in
February of next year. It seemed important that the Joint
Commission send at least one person to the ACMUI meeting in
January to =~ that will at least get yon an update of where

we are and what we’re thinking at that point and at our
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meeting in February, we can further update you as to what
we’'re doing.

For those areas that are of practical nature of
significant in that, if you are going to carry this out and
you would need certain details, I believe we can do that.
I’ve been very encouraged by this meeting. I’m leaving with
A lot more than 1 expected to.

I want to thank you for having had this meeting
with us and all these discussions. I look forward to our
next meeting.

MS. CARROLL: Thank you. I do, too. Speaking for
Dr. Jessee and those who are not here, we’'re very glad to
have had this opportunity to learn about the project, what'’s
going on and to discuss the areas of agreement. I think I
can ray for all of us that we look forward to continuing
this relationship. Thank you very much.

MR. TELFORD: Anything anyone else would like to
say?

DR. McMANUS: I enjoyed it very much. I’m sorry I
wasn’t here for the whole time, but we had a visitor from
England whe is starting up a Joint Commissicn over there.
Every week, somebody’s coming from another country,
practically.

So, as far as the surveyor is concerned, we'’ll

have to see how much additional time == I don’t think
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there’s any problem relative to the philosophy. I think
that clearly the field knows about it before we get there
and that will take care of your concerns, Ic¢’s just a
question of time and training and the training, it .ooks
like we’ll have time to do between now and January or
De.ember or the first of 1991.

We’ll try to get somebody there in January and we
look forward to meeting with you February.

MR, TELFORD: Okay.

MS. SCHUMACHER: I thought the meeting was very
good. Paul Mullen is the Director of Government Relations.
1’11 pass the issues on to him. He’ll be delighted that we
pretty much are in agreement. If he has questions, I’1ll
have him contact you.

MR. TELFORD: Okay. That bring us to an item on
the agenda which is questions and comments from members of
the public.

DR. HENKIN: I would like to take this opportunity
to make some comments. First of all, I think you need to
understand that this reeting arose from a meeting last
spring between Peter, Dr. O’Leary and myself at which we
urged that the Joint Commission take a role in this process,
because we feel that it is a process of medical quality
assurance and that it’s an important place for the Joint

Commission to be.
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However, in looking at the issues, I sat here
today feeling like a kid at a table while mom and dad
discuss what it is that he’s going to be when he grows up.
Participation of the nuclear medicine community has really
been minimal as to what we think is important, what, as
practitioners, we think is important and that has
unfortunately been the history of this process.

It’s one that'’s led to an adversarial relationship
between nuclear medicine and the NRC because they published
the material without consultation first and then only later
did consultation come. We hope, as the process goes
forward, that there .s much more consultation with the
nuclear medicine specialists based in hospitals as to what
Joint Commission thinks is important in develop.ny these
procedures as well, since we have had little luck with NRC
at the present time.

There are some things that bother me about what
went on today. One of them is the exclusion of I-131 from

quality assurance. 1ihere is no reason that I-131 should
not fall under Joint Commission in terms of therapeutics;
there really isn’t.

First of all, you’re talking about a relatively
low freguency procedure compared to the diagnostics. We do
not want to live in the setting of having two masters.

That’s one of the things that really is a potential problenm
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for us, That is, if we are to be inspected by Joint
Commission and then our pregran is to be reinspected by NRC
because we use Iodine-131, that is not a desirable
situation. There really should be, if at all possible, one
inupection that encompasses quaiity for both of them. It
doesn’t seem to be logical tc split that off.

MR. TELFORD: May 1 ask a Juestion at that point?

DR, HENKIN: Sure.

MR. TELFORD: Let’s take your suggestion for a
moment. Let’s say that you have a nuclear medicine
department that does both radiopharmaceutical diagnostics
and therapy.

We would define the things we would call
misadministrations or some other term, those are reportable
events that are bad enough that you still have to report to
us.

what if we relied on the joint commission for all
of the departments? That’s what you’re suggesting?

DR. HENKIN: What I am suggesting is that if we
are talking about some sort of quality program that
develops, a program within the department to handle
patients, that in fact that program should be a single
unified program with one group inspecting it rather than,
say, okay, the diagnostics we can opt to have JCHO examine

but the therapeutics are still going to have NRC examine.
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I say this because Iodine 131 is not likely to
continue to be the only therapeutic.

MR, TELFORD: If I understand your point
correctly, you are saying that it would be effective because
you would have the joint commission surveys and you would
iiave the reporting requirements, so therefore if somebody
were really messing up badly with Iodine-131 we could send
our inspector anyway.

DR. HENKIN: I have my reasons for broadening it
beyond I-131, By law you are restricted to byproduct
material. A number of the potential therapeutics are not
byproduct materia’ so that from the point of view of patient
guality and patient service it makes it logical that things
you cannot regulate might still be covered by joint
commission from poor patient guality point of view,

MR. TELFORD: Or if I could put it in NRC terms
and protection of the public, you are saying that if we let
joint commission oversee these other radiopharmaceuticals
that are not byproduct material then we are in effect
ensuring protection of the public through the joint
comnission.

DR. HENKIN: I guess if you want to lock at it
that way you could. I am looking at it as the fact that
joint commission would be the responsible agency to make

sure that there is an effective program ir place and that
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for those things that are legally reportable to NRC they
would still be reported to NRC and that I don’t see a
problem conceptually with that.

I do see a problem conceptually with the two
master scenario.

We used to have it before we were an Agreement
state in Illinois where half of our inspection was state and
half of our inspection was federal and it always caused
problems because what pleased one didn’t always please the
other, so that from a hospital point of view
administratively a single program with a single audit or
survey or whatever you want to call it is the most desirable
thing to have happen.

Now I think you clearly need to understand that
the therapeutic issue relates to something like six natients
a year for nuclear medicine nationwide, so that we are
indeed putting in a lot of effort for this and everybody has
put in a lot of effort to it.

It appears to be the desire of NRC to have it.
There appears to be no way to stop them from doing it,
Therefore, let’s do it in a way that works out the best for
everybody involved.

Let me deal with a couple of points that came up
today.

The issue that Larry raised of decreased staff and
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MR. TELFORD: May I add something here? It may be
of interest to you, Dr. Henkin, to know that in one of the
reports to Congress on abnormal occurrences, I believe it
was this year, I can call you and tell you which volume,
which page, it was an inspection which the NRC did so
jdentify that there was a shortage of qualified personnel at
this licensee facility.

We asked the licensee to address that so we share
your concern and we have so identified.

DR. HENKIN: I’m sure you do. I think what we
need is in addition to a program that looks at quality in
addition something to bring people into the field.

Now exactly how that should be structured is
unclear at the moment.

Let me go on to a couple of others.

One is that in looking and creating a program you
should be aware that ACNP has an active practice audit
program which in contrast to everybody else’s contains about
80 pages of standards, very much aloag the structure of JCHO
standards and that having done a number of inspections I can
tell you that there are a lot of things that are not covered
in anybody else’s program that are covered in this
particular program.

I think some of that ought to be looked at in

creating standards to find out what it is that the joint
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commission might like to adopt from that program for its own
standards and that material is freely available so that is
not a probiem.

MS. CARROLL: How can you get it?

DR. HENKIN: Oh, I can get it for you.

MS. CARROLL: Why don’t you do that?

DR. HEMKIN: Just give me your card before we
leave and 1’11l have it sent to you but NRC has copies of it,
has seen it and it is a peer-created manual that says what
it is it’s supposed to be to be a quality practice.

we just now I think we have finally gotten a
contract from the Army to inspect their hospitals, '.uclear
medicine facilities, for compliance with that and what we
also call accreditation in our system.

The issues that were discussed with written
referrals are particularly troublesome issues. They work
1ine, written referrals, when ""ou have a full-time
geographic staff located in your hospital or nearby.

They work fine at my hospital because 90 percent
of my patients come from people who are on campus.

However, when you deal in the setting of
particularly smaller hospitals the issue of the written
referral becomes a nightmare rather than an assistance
because what you have is you have a system where first of

all the referring physician and patient may travel quite a
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distance. The patient may travel guite a distance to get to
+he institution. That’s number one.

Number two, when these written referrals are
handed to the patient in the office to give to the physician
quite commonly they are misplaced, lost, or not understood
as to what they are.

Thirdly, the transmission by fax sounds wonderful.
Wwe found out recently not as many pecple have faxes as we
thought they did. All the big guys have got them. It’s the
little guys that don’t have them at the moment, so that this
whole issue needs to be examined I think quite carefully as
to what appropriate referral is.

There isn’t a knee jerk answer that I think will
work for all institutions.

I think it is a concern to us at our institution,
we use 100 percent written referral, but we can carry it
off. I am not sure everybody else can carry it off
successfully and it may actually at night and on the weekend
result in delayed and denied care in the emergency
situation, if that is an absolute requirement because it is
not uncommon for the physician not to have seen the patient
in the middle of the night but order a lung scan on him
based on clinical findings.

1 know =~= you are going to say there’s an

exception to that, that you create an exception to that, but
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if JCHO does it, it’s harder for them to create exceptions
al times so that the issue of what appropriate referral is I
think needs to be -~ we agree it needs to be dealt with., I
mean think that appropriate referral is a key process. 1It'’s
a mechanism that we worry =-- what is the mechanism that is
going to serve the patient best and not have him sitting
around four hours while you try and dig up his doc to get
the prescription faxed to you.

That’s a real key issue.

Another key issue we deal with is the issue of
patient identify. Now again patient identity is more or
less a problem between different hospitals.

In some hospitals where you have an affluent
population everybody knows who he is and everybody will tell
you who he is.

In county hospitals or poorer sections, first of
all, they may not use the same name every time they ccme to
the hospital. This is a particular problem in that
population. They may, you may have other people who are
trying to beat the system, change their names, so that the
billing office can’t catch up with them, things of that
sort,

This identity problem =~ in some populations they
don’t have two things to give you for identity.

MR. TELFORD: How about a photo?
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DR. HENKIN: Photograph of whom?

MR. TELFORD: Photograph of the patient.

MR. HENKIN: Who is going to have the photograph
and who is going to know that the photograph is that
patient?

MR. TELFORD: Of the initial visit you’re saying.

DR. HENKIN: He comes back the next time as a
different name. What are you going to do? What is your
photograph worth?

Your photograph is only as good as the name on it.

MR. KLINE: How many people are coming in using
false names?

DR. HENKIN: In L.A. County a significant number
of people, at Cook County a significant number of people.

MR. KLINE: How about nationwide?

DR. HENKIN: I can’t tell you because the only
people who are concerned about it, we know in our emergency
room, we are an affluent rospital if jyou want, that we have
somewhere, maybe 5 or 6 percent of the people who aren’t
using correct names because somebody remembers them from the
time they were there before with another name.

MR. KLINE: No doubt that’s another problem. We
try to work toward the objective of preventing individuals
who have the wrong name == but there can always be unique

situations that people can get around regulations and
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deliberately trying and we account for that.

DR. HENKIN: But when you put a regulation in
place which puts the onus on the hospital and physician,
that means that we are in violation =-

MR. KLINE: But I don’t think the NRC is going to
come in if a patient lies and tells you deliberately he’s a
different person and you have redundantly checked him and he
has a false ID but the NRC is going to levy a penalty =-

DR. HENKIN: There are many pecple you cannot
redundantly check either. There are many people who do not
have two forms of identification, et cetera.

MR. TELFORD: Dr. Henkin, I hear you saying that
you really agree with what we are trying to do. You are just
pointing out that ==

DR. HENKIN: 1I’m pointing out mechanistic problems
that are significant.

MR. TELFORD: Are they significant?

DR. HENKIN: I think there’s good data to show
they are significant.

MR. TELFORD: Do you have suggestions for how to
address this issue?

DR. HENKIN: Well, they exist within joint
commission standards already, and that patient identity is
an issue in all joint commission. We’re supposed to make

what amounts to a reasonable effort to identify this patient
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as far as if the patient is semi-conscious and can’t respond
to get somebody down from the floor who knows that patient
and ask that person to identify the patient.

I am not worried about the inpatient setting. I
have great worries about the outpatient setting.

MR. TELFORD: 1In other words, if we said "to the
greatest extent possible" redundantly identify ==

DR. HENKIN: I would want to see implementation
guidelines for how such a thing might be implemented before
I would comment on them

MR. TELFORD: Or am I going in the right
direction?

DR. HENKIN: Yes, you are going in the direction
that says if it’s possible, do it; if it’s not possible you
can’t do it but then how do you document it is impossible.

MR. TELFORD: We can write guidance on that,

DR. HENKIN: These issues are, even as I say, even
in our populaticn we have people answer to the wrong names.
We have -- I may have told you the story of the patient who
intentiocnally answered to the wrong name because they felt
they had been sitting out there too long and didn’t want
anybody to go ahead of them!

MS. CARROLL: Excuse me. You started to say that
you had great worries? About what?

DR. HENKIN: The identity issues.
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MS. CARROLL: No, when =~ you started on something
else. You had grave worries. I lost you. I am trying to
keep notes on this.

DR. HENKIN: I think it was the issues about the
issue of written referrals. 1I have real worries about the
mechanisms again associated with written referrals.

Do not misunderstand me. I am not against any of
these things. I want to make sure that nothing
simplistically gets written that can’t be done.

It’s very easy to put a regulation in place that
says "thou shalt" and try as you can, you can’t satisfy that
particular "thou shalt."

Those are the concerns I am voicing, that if this
were a perfect world, all these things would run fine.

MR. TSE: 1In your example if a patient
specifically, purposefully answers their wrong name then if
somebody have a second check ==

DR, HENKIN: Well, not necessarily, because they
are likely to continue to say =-- if you say "Let me see some
ID?" "No, I don’t have any with me." What are you geoing to
do?

There are =~

MR. TELFORD: Did this patient come in without a
referral?

DR. HENKIN: No. This patient, you know, it’s the
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MR. TELFORD: So if you had taken a picture of
that patient, then you would not that it is patient six
instead of patient five.

DR. HENKIN: John, it’s not. The picture system
is not going to work. I’m goiig to get a file =~ I do
14,000 people a year, 14,000 studies a year. I have a lot
of those people with similar names, some of wham could be
one letter off or one middle initial off. How much time is
it going to take me to sort through those photographs to
find which John Jones is here today? 1Is it Jchn J. Jones?
John A, Jones? 1Is this the right photograph to go with John
Jones?

Also there are I think gquestions of evasion of
privacy when you get to pnotography as well because it is
not necessary to the therapeutic procedure. The patient can
refuse to have his photograph taken.

Radiotherapists routinely photograph patients for
reasons of documentation for malpractice but some patients
refuse to be photographed.

MR. TELFORD: We are also determining some
treatments by a number of factors related to the alignment
and the treatment processing.

DR. HENKIN: Well, it depends. Look at some of
the photographs that you can’t tell much about anything

except the pre~ and post~- therapy appearance in the patient.
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MR. KLINE: If you have an individual who comes in
and they respond a name and you believe it is not the
person, that’s different. If you believe it is not the
person, that’s another issue.

DR. HENKIN: Well, let’s say it’s undefined and
the person says "I’m Mr. Jones" and he jumps out of line.

You have the patient’s chart, "Mr. Junes." I
don’t have the patient’s chart in an outpatient setting.

MR. WIEDEMAN: But you do have, if I remember
right, the ALO issuees a little plastic card like a credit
card for each outpatient.

DR. HENKIN: Oh, yes, but the number of people who
show up without that card is significant.

MR, WIEDEMAN: But I understand that they don’t
even ~-- you go over to the lab, they will not give you
anything at the lab.

DR. HENKIN: They will look you up in the computer
but that’s ==

MR. WIEDEMAN: They send you back to billing and
then say, well, you go down and talk to Administration and
fi1l out another form and get a brand new card.

DR. HENKIN: It is as much honored in the breach
as it ic in the practice because of the long line, okay?
They’ll say, okay, we’ll look you up in the computer, get

your medical record number, find your name and address.
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MR. TELFORD: Seems like that card would be
essential for identification of the patient throughout your
system so you would insist on him having it. Sounds like
that is what you would do.

DR, HENKIN: 1It’s not as big a problem in our
system as it is in some other systems.

MR. TELFORD: I think you solved it.

DR. HENKIN: No. We haven’t solved it by any
means because we can look at our bad bills and tell you we
haven’t solved it.

MR. TELFORD: Well, that’s just they don’t pay it
when you send it -- they gave you the wrong address, but you
can certainly identify the patient while the patient is
there.

MR. KLINE: Will your hospital treat a patient or
accept a patient for a diagnostic procedure if ail they can
give you is their name?

DR. HENKIN: 1If they give us a name and address,
sure.

MR. KLINE: That'’s it?

MR. WIEDEMAN: 1If there is a medical record that
matches that, then ==

DR. HENKIN: 1If there is none, then a new one will
be created and we periodically have to go through and clean

out the bad medical records from folk who come in and lie.
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It is not an uncommon occurrence.

VR. TELFORD: Yes, but the identification of that
patient that cay, you solved that issue with your card. The
only time we have identification is when they show up with
Medicare or Medicaid. Then we have identification because
we need those cards.

MR. CAMPER: But I think though, I think I have
heard you say though, the idea as an objective of
redundantly identifying a patient prior to the
administration of a -~

DR. HENKIN: I think it is the redundant part that
gets me, that identification of a patient, okay, the way
joint commission specifies it, is do-able, okay, within the
limits of patient veracity.

The onug is on the patient to know who he is
unless he is unconscious, okay?

Now if you have a question for an inpatient, there
it is real straightforward. There is no problem because
they are banded, at least in theory they are banded. You
know who everybody is.

It is the outpatient setting that creates grief
and the outpatient private office setting creates even more
grief.

MR. WIEDEMAN: I’m not so sure. I mean the

inpatient you admit is not a problem because they have
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armbands.

The outpatients, they have their little plastic
cards.

DR. HENKIN: 1In some systems and not all. 1If you
go over to other places ~-

MR. WIEDEMAN: I am talkir- about Loyola.

DR. HENKIN: At Loyola the little plastic card is
not universally present, even though it looks on paper like
it is. 1If it were, we wouldn’t run the bad bill rates that
we run.

I mean we know that’s a check on it.

MR. WIEDEMAN: Well, let’s assume that a patient
came in and they’ll at least have something from their
referring physician or you are expecting John Doe to walk
in.

DR. HENKIN: But the paper gets separated from the
patient when they show up and they get reunited at the time
of injection.

The paper goes over to a physician to verify that
it is an acceptable procedure based on the history, from the
physician to the hot lab to get a dose drawn, okay, and
actually in our system the dose sheet is part of the
requisition so that they stay together forever because they
are on clip-sides of a page. They can’t get separated.

That paper then is reunited with the patient at
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the time that the patient is taken back for injection.

It is possible to change that system.

MR, KLINE: Dr. Henkin, you might have a good
point here. The reason for the objective is we had
misadministrations related directly with misidentification
of patients by which they could have been resolved by a
second identification process of which often the remedial
action taken by the licensee after a misadministration is to
make a double-check.

I think we are focusing on the area that, yes,
there could be problems here, but the total picture it
appears an effective means for fixing that problen.

We need to concentrate on the moral majority.
There can be cases where people try to get around the laws,
where people try to sneak in, try to get free treatment, but
the majority of hospitals at least with my dealings in
talking with people has not been the problem.

The problem that we get reports on, again
voluntary reports, has been with misidentification =-- nobody
trying to trick anybody, nobody trying to get free
treatment, just, boy, I got Mr. Jones and there is a Jchn
Jones instead of Fred Jones. There’s Fred -- oh! We're
sorry, we missed him.

MR, WIEDEMAN: If I was at the Loyola University

Medical Center and I had my card and I had a requisition
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that’s been stamped with this card, I could verify that I am
Darrel Wiedeman by my birthdate. I could ask the patient
what is your biirthdate and look at it on the card. Can I sce
a copy of your card? Now I have verified two things.

I could ask what is your home address and it is on
my card.

DR. HENKIN: I guess I have a problem with that
being an in-depth responsibility of nuclear medicine. I
think we have a responsibility to make a reasonable effort
to see that it is the right patient. To cross-examine
patients becomes another issue: Are you really who you say
you are?

MR, TELFORD: I don’t think Mr. Wiedeman said
that, Dr. Henkin. I think he said if you have the card you
just == you can easily go up in a very friendly manner and
say, you know, my name is John Telford, I am the
technologist who is going to treat you today. Would you
please tell me your name?

DR. HENKIN: If you don’t have the card, what do
you do?

MR. WIEDEMAN: Well, that’s the part I am having a
problem with because == you work there day in and day out
but every time I have gone to lLoyola no card =~ it’s like
the old thing, "No tickee, no takee."

They will send you back to Administration to get a
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new card and fill out all the forms all over again.

You have to show them your driver'’s license. You
have to verify who you are at that point.

MR. KLINE: Doing the pilot study when you get
into identification questions in order to evaluate the
programs, and often people that were in the interview they
said the chief technologist or the administrator or
physician in the hospital would say yes, we have a billing
system and oh, yes, that’s a redundant mechanism because we
require everybody to check in at our front desk. Everybody
has to get a receipt. Everybody has to be billed
accordingly or else we don’t treat.

It appears that they are very concerned that they
get their payment, whether it be Medicaid, whether it be
from the patient or whoever, before they treat a patient.

The misadministration question of courve is
relevant ==

DR. HENKIN: You guys have seen the letters =--

MR. KLINE: <= money.

DR. HENKIN: -~ letters from Dr. Marcus at UCLA
which describe the level of the problem at that particular
hospital, okay?

There are similar problems we’re aware of in other
hospitals. That’s not a unigue occurrence.

what I am saying is it’s a desirable goal. What
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is the mechanism that allows it to operate, okay?

I am not sure I know beyond having the patient
truly identify himself.

Now the only situation I think that presents a
problem in is an inpatient setting where there is a
mechanism in place already for that, that everybody has the
same mechanism basically for identifying inpatients who
can’t identify themselves.

That one I’m not worried about.

I am worried about again the situation of nuclear
medicine being a policeman on who’s who because there is no
other hospital department required to do that,

The Department of Radiology doesn’t have to do
that. They’ll take their word for it.

MR. KLINE: How about blood doning?

DR. HENKIN: Blood donating is hardly done in
hospitals anymore. It’s done in blood centers and that, you
know, that I think that there’s really not another =-
another parallel setting in a hospital for that at the
moment, unless you write it in for radiotherapy, in which
case it will be there as well for radiotherapy.

MR. TELFORD: If I understand your point, Dx.
Henkin, you agree that it’s a very good idea to == to
identify the patient, but when we say redundantly idencify

the patient, you’re saying for some small percentage of the
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patients, it may be difficult and, therefore, we shouldn’t
write it as it it’s an absolute thing.

DR. HENKIN: We’‘ve just agreed that we have a
significant staffing shortage in ancillary medicine, ockay.
To impose requirements that tie up ancillary staff, is not
something that is desirable. It takes them away from
patient care settings to do something that may or may not
benefit the patient population as a whole.

So that, if you wanted to re-emphasize somehow the
importance of identifying patients, yes, I agree with that.
1 think, however, if we’re going to have even one setting a
day whare 15 or 20 minutes is devoted to this, I think
that’s not a good idea. I don’t have the people to do that.
1’m chronically 3 people short.

MR. TELFORD: Okay. We understand your point,

MS. CARROLL: Yes, I’ve got it.

DR. HENKIN: I don’t have anything else to say,
except that we, you Know, we believe that =-- that, as I
opened with, a joint commission is the appropriate place for
this vehicle to run through, because we do have to comply
with so many joint commission standards that are a part from
these, but that are important to quality care. So, this is,
I think, the right way to go about doing it, and I’'m very
supportive of the concept of doing it through joint

commigsion, as the nuclear medicine community.
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Again, if it mechanistically works right, it will
be very good for everybody.

MS. CARROLL: Thank you very much.

M., CAMPER: We appreciate you coming.

MS. CARROLL: 1It’s great to be considered the
lesser of 2 evils.

(Laughter.]

DR. HENKIN: Actually, we deal in the State of
Illinois, that for us ==

MR. CAMPER: 1It’s a feeling that we haven’t had
the experience.

DR, HENKIN: =+«=- yes, the lesser of 3 evils then.

MR, TELFORD: Okay. Well, if that'’s all the
comments and the questions, let the meeting be adjourned.

(Whereupon, at 4:13 o’clock p.m. the meeting was

adjourned. )
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Section 35.38 Obifect]

(1) Ensure that any medical use is
indicated for the patient’s medical
condition.

(2) Ensure, prior to any medical use,
that a prescription is made for any
therapy procedures and any diagnostic
radiopharmaceutical procedure involving
more than 30 microcuries of I-125 or
[-131.

and

(3) Ensure, prior to any medical use,
that a prescription or a diagnostic
referral is amde for any diagnostic
procedure not involving more than 30
microcuries of 1-125 or 1-131.

(4) Ensure, prior to any medical use,
that the prescription or the diagnostic
referral and clinical procedures manual
is understood by the responsible
individuals.

(5) Ensure that any medical use is in
accordance with a prescription or a
diagnostic referral and clinical
procedures manual.

(6) Ensure, prior to any medical use,
that the patient’s identity is verified
as the individual named on the
prescription or the diagnostic referral.

(7) Ensure that any unintended deviation
from a prescription or a diagnostic
referral and clinical procedures manual is
identified and evaluated.

M
JCAHO Standards
NM. 1.1

NM. 1.3.9

NM. 2.2.2

NM. 1.3.2

NM. 2.2.1

NM. 2.2.3

NM. 2.2.4

NM. 1.3.1

NM. 1.3.3

NM. 1.3.7

NM. 2.2.4

NM. 2.2.7

NM. 2.2.20
NM. 2.2.10
NM. 2.2.10.1.3
NM. 2.2.14
NM. 2.2.14.2
NM. 2.2.14.4
NM. 2

NM. 2.2.8

NM. 2.2.10.1.3
NM. 1

NM. 1.3.9

M. 4

NM. 4.1



DRAFT

QUALITY ASSESSMENT AND IMPROVEMENT

PROPOSED REVISED BTANDARDS

Preamble

This chapter--formerly called "Quality Assurance" -- describes the activities
of the hospital that are designed to assess and improve the quality of patient
care. The chapter includes revisions and additions to the 1981 standards which
are intended to assist hospitals in perforeing these activities more
effectively. The standards revisions are focused on two areas:

- placing greater emphasis on the role of the hospital's
leaders -~ governance, managerial, medical, nureing, and other clinjcal
leaders == in assessing and improving patient care, and

~ sghifting the emphases and further clarifying certain steps in the
monitoring and evaluation process.

In addition, in an effort to simplify the Manual, some standards related to
quality assessment and improvement that were repeated in numerous other
chapters of the Manual have been consolidated into this chapter (and deleted
fcom the others).

The revised standards are based on the following principles:

- A hospital can improve patient care quality -~ i.e., increase the
probability of desired patient outcomes, including patient satisfaction
-= by assessing and improving those governance, managerial, clinical, and
support processes that most affect patient outcomes,

~ Bome of these processes are carried out by medical, nursing and other
clinicians, some by governing body members, some by managers, and some by
support personnel; some are carried out jointly by more than one of these
groups.

-~ Whether carried out by one or more groups, the processes must be
coordinated and integrated; this coordination and integration requires the
attention of the managerial and clinical leaders of the hospital,

~ Most governance, managerial, medical, nureing, other clinical, and support
staff are both motivated and competent to carry out the processes well.
Therefore, the opportunities to improve the processes -~ and, thus, improve
patient outcomes =~ are much more freguent than are mistakes and errors.
Conseguently, without shirking its responsibility to address serious
problems involving deficits in knowledge or ekill, the hospital's principal
goal should be to help everyone improve the processes in which he/she is
involved.



Quality Assessment and Improvement
November 27, 1680
Page 2

These principles underlie the continual assessment and improvement of quality,
For hospitals, the natural next step in the steady progression of approaches
from {mplicit peer review, to medical audits, to systematic quality assurance
(QA), is to continual improvement of quality,

Beginning with this 1992 Manual, and Progressing over the next few years, the
Joint Commigsion is incrementally revising the standards on quality assessment
and improvement to help hospitals use their current commitment, resources, and
epproaches to improving patient care quality more effectively end etficiently,
The revisions in this Manual are designed to emphasize the role of hospital
leaders in these quality improvement activities, to encourage hospitale to
evaluate their current activities in light of the above principles, and to
assist those hospitals that are already moving toward the continual improvement
of quality. 1In subsequent Manuals, the standards revisions will begin to
establish expectations for all hospitals to continually improve quality.

New to the chapter this year is & series of standards (QA.1 through QA.1.5.1)
that addresses the important role that the hospital‘s leaders play collectively
and individually in assessing and improving patient care gquality. These
standards emphasize the governance, managerial, medical, nursing, and other
clinical leacsis’' responsibilities to set expectations for quality assessment
and improvement, to provide the resources and training needed for these
activities, to foster communication and coordination, and to personally
participate in improvement activities.

The revisions in the monitoring and evaluation standards are intended to shift
some ¢~chases of the previous standards in order to help many hospitals avoid
those weaknesses in their current practices of quality assurance that can
inhibit the development of an approach to continually assessing and improving
qualily. These weaknesses in current practice include:

-~ an almost exclusive focus on the clinical aspects of care (e.g., what
the doctor and nurse do with the patient), rather than on the full
series of interrelated governance, managerial, and support, as well as
clinical, processes that affect patient outcomes;

- an almost exclusive compartmentalization of QA activities in accordance
with hospital structure (e.g., by department, by discipline) rather than
organizing quality improvement activities around the flow of patient
-are, in which the interrelated processes are often cross~disciplinary
and cross~departmental;

~ an almost exclusive focus on the performance of individuals, especially
on problem performance, rather than on how well the processes in which
they pasticipate are performed, how well the processes are coordinated
and integrated (e.g., the "handoffs"), and how the processes can be
improved;

= initiating action only when a problem is identified, rather than also
trying to find better ways t~ carry out processes; and

=~ &eparating the appropristeness ("was the right thing done?") and
effectiveness ("Was it done right?*) of care from the efficiency of
care, rather than integrating efforts to improve patient outcomes with
those to improve efficiency (i.e., improving value).
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QA.1.5 The lesders analyze and eveluate their personal involvement in quality
improvement activities and the effectiveness of their contributions to
inproving quality.
QA.1.5.1 This analys‘s and evaluation is performed ot least annually,
and is based upon an assesswent that involves the application of
prospective criteria that have been agreed on by the leaders.
QA.1.6 Thete is & written plan for the program to assess and improve guality
that describes the progranm's objectives, orgenization, scope, and mechanisms
for overseeing the effectiveness of monitoring, evaluation, and
improvement activities.®
* Standard
QA.2 The scope of the program to assess and improve guality includes at least
the activities listed in Required Characteristics QA.2.) through QA.2.4.2 and
described in other chapters of this Manual.
Required Cha.evieristics
QA.2.1 The folloving medical staff functions are performed:
QA.2.1.1 The monitoring and evaluation of the quelity of patient care and
the clinical performance of all individuals with clinical privileges
through
QA.2.1.1.1 participation oy members of each department/service in
inta- and/or interdepartmental/service monitoring and evaluation of care;
pericdic review of the care; and communication of findings, conclusions,
recommendations, and actions to wembers of the department /service.
QA.2.1.1.2 surgical case review;
QA.2.1.1.3 drug usage evaluation;
QA.2.1.1.4 tne wmedical record review function;
QA.2.1.1.5 Dblood usage review; and
QA.2.1.1.6 the pharmacy and therapeutics function.

Qh.2.2 The quality of patient care, including that provided to specific age
groups, in all patient care services are monitored and evaluated.®

QA.2.2.1 The services in which care is monitored and evaluated include at
least: L

QA.2.2.1.1 Alcoholism and other drug dependence services, when
provided:

QA.2.2.1.2 Diegnostic rediology services:

©A.2.2.1.3 Dietetic services;
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Emergency services

Bospital=sponsored ambulatory care services,
when provided;

Nuciedr medicine services, wvhen pi¢

NuUrsing services)

Pathologv and medical laboratory services;
Pharmaceutical services;

Physical rehablilitation services, when provided;
Radiation oncology services, when provided;
Respiratory care services, when provided

Social work services;

SBpecial care unit services, when provided; and
Burgical and anesthesia services, when provided,

The director ©f each department /service is responsible for
the department's/service’'s activities in the monito:

ring and
process.*

The department/service participates i
2.2.1.1 the identification of tant aspects
department /service;

QA.2.2.2.1.2 the identification of indicators used t¢
gquality of the important aspects of care; and

wh.2.2,2:1.3 the evaluation ©of the gquality of care.

QA.2.2.3 When an outside source(s) provides patient care services, or whet
there is no designated department/service in the hospital that provides a
patient care service, the organizetion's leaders are responsible for
implement ing the monitoring and evaluation process.*

QA.2.3 The following hospitalwide functions are performed:®
QA.2.3.1 Infection control (Standards 1C.1 and 1C.2):
QA.2.3.2 Utilization revievw (Standard UR.1); and

OA.2.3.3 Review Of accidents, injuries, patient e

Jety, and safety hazards
rd "..1l, Reguired

1.4, 014 PL.1.4.3J)

é
(*Plant, Tachnology., end Safety Management® Standa
Characteristics PL.1.3 e, PL.1.3.1.3, and PL.1.3
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QA.2.4 Relevant results from the Quality assessment activities listed in
Required Characteristics QA.2.) through QA.2.3.3:

Qh.2.4.1 are used primarily to Study and improve processes that affect
patient care outcomes, and

QA.2.4.2 if relevant to the performance of an individual are used af &
component of the evaluation of individual capabilities. ("Medical Btaff*
Reguired Characteristics M5.5.3.) and M§.5.3.1.5, and *Governing Body*
Reguired Charecteristic GB.1,15).¢
BTANUDARD
QA.3 Monitoring and evaluation activities, including those described in
Standard QA.2, Reguired Characteristics QA.2.1 through QA.2.4.2.3, reflect the
activities described in Reguired Characteristics QA.3.1 through QA.3.2.8.*
Required Charscteristics
QA.3.1 Theie is & plonned, systematic, and ongoing process for monitoring,
evaluating, and improving the quality of cere and of key governance,
managerial, end support activities that has the characteristics described in
Regquired Characteristics QA.3.2 through QA.3.2.8.*

QA. 3.2 Those aspects of care that are mast important to the health and safety
of the patients served are identified.*

QA.J3.2.1 These important aspects of cere are those that
QA.3.2.1.1 occur frequently or affect large nusbers of patients;

QA.3.2.1.2 place patients at risk of serious conseguences or of
deprivation of substantial benefit when

QA.3.2.1.2.)1 the care is no’' provided correctly; or

OAh.3.2.1.2.2 the care is not provided when indicated; or

OA.3.2.1.2.3 the care is provided when not indicated; and/or
OA.3.2.1.3 tend to produce problems for patients or staff.

QA.3.2.2 1Indicators are identified to monitor the quality of important
aspects of care.?

QA.3.2.2.1 The indicators are related to the quality of care and may
include clinical criteria (sometimes called “"standards,* "guidelines* or
*paraneters® of care or *practice").
QA.3.2.2.1.1 These indicators are
QA.3.2.2.1.1.1 objective;

QA.3.2.2.1.1.2 measurable; and
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OA.3.2.2.1.).0 based on current knowledge and clinical experience.
CA.3,2.2.1.2 These indicators reflect structures of care (for example,
resources), processes of care (for example, procedures, technigues), ot
outcomes of care (for example, complication rates).

OA.3.2.3 Data are collected for each indicator.*

QA.3.2.3.1 The frequency of data collection for sach indicetor and the
sappling of events or activities are related to

OA.3,2.3.1.1 the frequency of the event Or activity sonitored;
OA.3.2,3.1.2 the significance of the event or sctivity monitored: and

QA.3.2.3.1.3 the extent to which the important aspect of care monitored
by the indicator has been demonstrated to be problem-free.

QA.3.2.4 The data collected for each indicator are organized so that
situations in which an evaluation of the guality of care is indicated are
readily (dcentified.®

QA.3.2.4.1 Buch evaluations are prompted at least by
QA.3.2.4.1.1 important single clinical events; and

OA.3.2.4,1.2 levels, patterns, or trends in care or outcomes that are
at variance with predetermined levels, patterns, and/or trends in care
Or outcomes.

QA.3.2.%5 When initiated, the evaluation of an isportant aspect of care

OA.3.2.5.) includes analysis of trends and/or patterns in the data
collected on the indicators:*

QA.3.2.5.2 includes review by peers when analysis of the care provided by
& practitioner is undertaken; and*

QA.3.2.5.3 identifies Opportunities to improve, or problems in, the
quality of care.*

OA.3.2.6 When an important opportunity to improve, or problem in, the
quality of care is identified,*

OA.3.2.6.) action is taken to improve the care or to correct the problem;
and*

OA.3.2.6.2 the effectiveness of the action taken is assessed through
continued monitoring of the care.®

QA.3.2.7 The findings, conclusions, recommendations, actions taken, and
results of the actions taken are

QA.3.2.7.1 documented; and*
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QA.3.2.7.2 reported through established chennels.*

QA.3.2.8 As part of the annual eppraisal of the hospital's program to
assess and jmprove quality, the effectiveness of the monitoring and
evaluation process is assessed,?

Standard

CA.4 The administration and coordination of the hospital's overall program to
assess and improve quality are designed to assute that the activities described
in Required Characteristics QA.4.) through QA.4.5 are undertaken.*

Kequired Characteristics

QA. 4.1 Bach of the monitoring and evaluation sctivities outlined in Standards
QA.2 and QA.3 is performed appropriately and effectively.*

QA. 4.2 Necessary informaticn is communicated anong departments/services
and/or prolessional disciplines when opportunities to improve patient care or
problems involve wore than one department /service and/or professional
discipline.»

QA.4.2.1 There ate operational linkages between the risk management
functions related to the clinicel aspects of petient care ancd safety and
quality assessment and improvement functions.®

QA.4.2.2 Existing information from risk management activities that may be
useful in identifying opportunities to improve the guality of patient care
and/or resclve clinical proviems is accessible to the quality

assessment and improvement function.*

Oh.4.2.3 Information from departments/services and the findings of
discrete quality ascessment and improvement activities are used to detect
trends, patterns, opportunities to improve, or potential problems that
affect more than one department /service and/or professional discipline.*

QA. 4.3 The status of identified opportunities or problems is tracked to
assure improvement or resolution,*

QA. 4.4 The objectives, scope, organization, and effectiveness of the program

to assess and improve quality are evaluated at least annually and revised ae
necessary.*
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