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Physician Oversight of an Apheresis Medicine Program:
Physician Training, Management and Credentials

This presentation will examine the diversity and roles of physicians in the discipline
of Apheresis Medicine (AM). Using the Therapeutic Apheresis Care-Map as a
backdrop, areas in which physician involvement occurs will be identified and the
roles that physicians participate in will be highlighted. Perspectives on the training,
competencies, and credentials needed by doctors who are involved in taking care of
patients undergoing hemapheresis therapies will be explored. Activities of some of
the various American Society for Apheresis committees that have been involved
with some of these issues and physician AM education over the past several years
will be examined.



Session Objectives

To explore the care map of therapeutic apheresis and
identify strategic points in it as they relate to physician
Involvement, clinical care monitoring, patient safety,
risk management and biovigilance survelillance
activities.

To examine the diversity of medical specialities

Involved in Apheresis Medicine (AM) activities and
highlight aspects of pract.
and training relating to the AM discipline.

To review the role and activities of ASFA in

highlighting the needs and expectations of medical

staff involved in the provision of AM services.
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A Brief History of Apheresis Medicine
with Respect to Physician Involvement
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DEFINITION OF TERMS

Apheresis Medicine: That discipline of the medical arts and sciences
concerned with the care and management of patients and
donors involved in extracorporeal blood separation
Interventions used in the treatment of disease or in the
collection of various blood constituents.*

Care-Map: A strategy or approach used routinely to guide
healthcare professionals in the delivery of multi-
disciplinary care or therapeutic interventions.

SPAR: Suspected Procedural Adverse Reaction: Any
Aunexpectedo or nunt owaphatesis e v €
period potentially attributable to the apheresis medicine
Intervention.

*Chester Andrzejewski,PhD,MD , Presidential Report, Annual Meeting of the American
Society for Apheresis, ASFA 2007 Annual Meeting, Nashville, TN, April 2007.
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Evaluation and Management of
Suspected Transfusion Reactions:
Nursing Perspectives

CHESTER ANDRZEJEWSKI JR, PHD, MD
AND
JOAN McGIRR, RN, BSN, ONC

In: Popovsky MA, ed.

Transfusion Reactions, 3rd Edition Bethesda, MD:
AABB Press, 2007 Chapter 17, pp. 525-548



Figure 1. CARE-MAP OF BLOOD TRANSFUSION THERAPY

PRE-TRANSFUSION INTRA-TRANSFUSION POST-TRANSFUSION
PHASE OF
PERI-TRANSFUSION IA IB I A 1B
TIME PERIOD
Assess hemotherapy | o Assess IV site access ¢ Record and review at selected intervals fluid Monitor and report | o Perform
need ¢ Procure needed equipment status, clinical assessments, and vital sign sub-acute adverse surveillance for
MAJ OR Select appropriate o Ensure consent obtained value monitoring with appropriate action sequelae (“lag- delayed sequelae
component e Obtain blood from Blood PRN reactions”) expression
Review past hemo- Bank o Monitor for acute STR and report to Provide patient e Report any
DIAGNOSTIC/ therapy and adverse o Identify recipient responsible medical staff and Blood Bank education and delayed potential
sequelae history Educate patient e Manage STR PRN depending on patient’s instructions transfusion
THERAPEUTIC Perform : Perff:»m f:;tﬁed clinical status Perform discharge induced disease
accurate/correct patient/blood unit ¢ Document accordingly transfusion planning transmission to
ACTIVITIES patient/specimen identification checks conclusion (record “end VSV”) Coordinate Blood Bank
identification checks | o Record initial VSV scheduling for
Obtain transfusion measurements repeat
consent o Begin transfusion hemotherapy PRN
Submit appropriate Follow-up with
orders for product select care
preparation and echelons regarding
transfusion any STR
Perform appropriate evaluation PRN
serological and
compatibility studies
in Blood Bank
KEY Clerical #* (%) - - -
Phlebotomy #* - - - e
CARE Nursing #* # #* #* #*
Medical #* #* #* #* #*
ECHELONS
Blood Bank #* #* (%) (%) (%)
INVOLVED | Cross-
coverage (%) (%) (%) (%) (%)
HCPs
IMPORTANT
POINT OF . . STR
CARE AREA SERVICE Seg site specnﬁg Care Map for IDENTIFICATION See STR Care-Map
LOCATIONS patient transfusion locations. EVALUATION
INTERSECTIONS MANAGEMENT
KEY: - = typically not involved #* = required responsibilities (3% )=PRN involvement
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CARE-MAP OF THERAPEUTIC APHERESIS THERAPY

INTRA-APHERESIS
PHASE OF
PERI-APHERESIS II
TIME PERIOD
« Record and teviewr at selected intervals fluid status,
clinical assessments, and vital sign value momtoring
MAJOR with appropriate action FEN
« Mlonitor for any suspected procedural adverse
DIAGNOSTICY teactions (GPARS) and report to responisible A
tnedical staff atid Blood Bank per protocols
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Overview of Medical Education/Specialization:
The Roads Leading To Apheresis Medicine

Pathways and Timelines* Related to
Apheresi s Medicine Physi

Educational Locus Time (Years) in Locus
College/University 41-6

Medical/Osteopathic 4-6

Residency 3-7

Additional Degrees 2-6

*= Does not refl ect truncated ti mes as

training pathways.



Overview of Medical Education/Specialization:
The Roads Leading To Apheresis Medicine

Multiple Medical Specialities* Potentially Represented in
Apheresis Medicine

Clinical Pathology;
Transfusion Medicine;
Internal Medicine & Sub-Specialities:

(e.g., Hematology/Oncology, Nephrology, Rheumatology,
Neurology, Gastroenterology);

Dermatology;
Pediatrics;
Ophthalmology; and
?0thers

* = Note: Displayed sequence not necessarily correlative with rank of
importance of listed specialities J
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Major Charges/Projects
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Nurturing a Quality Imperative in AM:
ASFA Activities Leading the Way
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Major Charges/Projects

The Apheresis Applications Committee is responsible for:

+ Developing guidelines of operation and appropriately modifying these guidelines with the rapidly evolving evidence. After approval by the Board,
these guidelines will be published in the official journal of ASFA, the Journal of Clinical Apheresis

» Promoting the involrerment of ASFA in research activities related to apheresis as well as colleqial relationship with other societies involved in providing
therapeutic apheresis services

+ Developing guidelines for donor apheresis
+ Supporting the creation of standardized documentation for therapeutic apheresis

Subcommittees

HPC Donor Subcommittes

Mobile Apheresis Subcommittes
Pediatric Subcommittes

Rare Disease Reqistry Subcommittes

Recently, the Committee developed Guidelines for Therapeutic Apheresis Clinical Privileges and Guidelines for Documentation of Therapeutic Apherasis
Procedures in the Medical Record by Apheresis Physicians.

Also, the Apheresis Categories Subcommittee has recently published the 2007 Special Review Issue of the Journal of Clinical Apheresis. The 2007
Special Review Issue serves as the key resource for information on medical conditions treated by therapeutic apheresis. This new issue differs from past
special review issues in that it is evidence based.

Meeting Schedule

The Apheresis Applications Committee meets monthly via teleconference. The Subcommittees also meet separately once a month viz 3 teleconference
The entire Cormmittee, including the Subcommittees, meets in person during the Annual Meeting.

Committee Membership Status

ASFA members are invited to apply to serve on the Apheresis Applications Committee by sending an email, stating their interest in joining the Apheresi
Applications Committee to asfa@apheresis.org. Please include a brief CV as an attachment to your email.
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GUIDELINES FOR PHYSICIANS OVERSEEING
THERAPEUTIC APHERESIS

INTRODUCTION

The following docwment for the establishment of guidelines for physicians overseeing Therapeutic Apheresis (TA) is intended to
focus attention on two issues important in the quality of care; the recognition that a qualified physician is the best provider of TA
services and the importance of the mamtenance of professional knowledge. These Guidelines were published on September 14,
2003 and wall be reviewed by Board of Directors of the American Society for Apheresis (ASFA) every two years thereafrer.

THERAPEUTIC APHERESIS SERVICE
1. Medical Director

A beensed physician, quabfied by tramme and/ or by expenence, who will be called the Director m these Gudebnes, should
lead each TA Service.

Apheresis thempy 5 best provided by the Director, or a quakfied desionee, as 2 consultative service to an mdrridual patient

To act as the leader of the TA Service and as a consultant to other physicians the Medical Director should possess the
followmg quakfications:



To act az the leader of the TA Service and 2= a consultant to other phvsicians the Medsical Director should possess the
tollowmg quahfications:
detaled Enowledge of relevant concepts m mnmunoelogy and transfusion medicme, and of the basic ponaples of

1
separation and transfusion of blood components and ther phvsiclogical renewal after removal of exchange;
i operational fanmbanty with the specific mstruments used by the TA Service;
1. detailed Enowledge of the dieases treated by TA and the clinical indications for TA in these diseases; famibanty

with current relevant hterature (eg. current edition of ASFA gmdelines on the use of TA)
w.  expertise m the different apphcations of current modalities of apheress therapy;

v.  expertize in the management of adverse effects of TA;

vi  famibanty with the logistical, financial and peonnel isues involred in the management of a TA service.

Many phvsicians, presently functhionme as Medical Directors, have acquired such expertise by accumulated expenence prior
to January 1, 2003 and are not subject to cotena hsted below.

Newly appomted Medcal Directors will generally be considered quakfied if:

i have documented trammg m apheresis m a relevant accredsted post graduate med:cal education (eg. transfusion
medicme, hematology/oncology, nephrolbogy, clnzcal pathology); AND/OR

American Society for Abheresis

T 604.484.2851
F 604.874. 4378

E asfa@apherasis.arg

www.apheresis.org




Newly appomted Med:cal Directors will generally be considered quakfied if:

L have documented trammg in apheresis m a relevant aceredited post graduate medical education (eg. transfusion

medicme, hematology/oncology, nephrolbey, chrucal pathology); AND/OF.

. have documented particpation m contmume education specifically related to TA offered by Amencan Socety for
Apheresis, AABB, or equivalent ompanizations;

m AND areboard certified or board ehgible;

. AND have parbcrpated m a mmumum of 30 TA procedures mvolvmg 13 different patients (Note: parbepation
should be documented).

Physicians who are appomted as Medzcal Directors with no documentation of poior tramme and//or expenence will not be

considered quakfied under these Guadelnes.

Medscal Directors of TA Services that serve more than one fachty, mcluding mobile TA Services, should be members of the
staff at all medical facihties served by their teams m order to provide consultation. However, due to local repulations and
credentiabne requirements such arrangements mav not be abways feastble or practical If the director of TA service 15 not
credentialed m the facihty, a designated phwician on staff at the facibty (see below for quahfied desmnate] should be

responsible for the mmedsate patent management responsibibbes. In such situations, the Medical Director of TA service
zhould be avalable for conzultation



2. Qualified Designee

Deesignated onsite physicians should recerve fommal documented tramme accordme to wotten pobces m the TA Service
30P. This structured tramme should mchide the observation of a mmumum of 10 TA procedures mvolrmg 3 different

patients for which the desipnated phvsiman does not have management responsbibty (such as those perfommed at the
Director's home facihty).

Onsite desgnees who do not have trammg and/ or expenence are not consdered quakhfied under these Gudelnes.

3. Additional Support Staff

The Duector may also delegate responsibibty for immediate management of adverse effects dunmg TA m a hospital sethng
to keensed phwsicians who do not have specal tramng m apheresis of the Director or quakfied designee 1= avalable by

phone and can return to the site m a reasonable perrod of time if necessary.
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