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Debb ie Proud, Manager, Credit
and MarketingActivities, is
responsible for managing HIMA's
sales t raining act ivities, providing
supportto the Credit Committee,
and to the convent ions and
EXhibit s Committee.

Ceorge Willingmyre, Director,
Technical Services, is responsible
for coordinating educational
activities concerning Health Care
Financing Administration reim­
bursement pract ices, Health
Systems Agency planning person­
nel, tecnnoioov assessment , cost
containment , renal dialysis,
and health planning.

Larry Worden, Director, Public
Relations andEducat ion, is
responsible for directing the
PubliCand Professional Relations
Section, evaluating the editorial
content of all communications,
inCluding the overall quality Of
regulatory comments, HIMARe­
ports, the Reporter, annual
reports, and mult i·member cor­
respondence, arranging speaker
programs, and planning general
membership meetings

cathy Ame ricus, Manager,
Communications, is responsible
for editorial content of the
Reporter, annual reports, meet·
ing brochures, producing the
Association'S printed materials,
establishing andmaintaining
nrp<;<; rAICltions.orovidingsupport

including the overall quality of
regulatory comments, HIMA Re·
ports, the Reporter, annual
reports, and multl-mernoercor­
respondence, arranging speaker
programs, and planninggeneral
membership meet ings

Cathy Americus, Manager,
Communications, isresponsoie
for editorial content of the
Reporter, annual reports, meet­
ingbrochures, producing the
Association's printedmaterials,
establishing and maintaining
press relations, providing support
to the Public and Professional
Relations section, produCing and
editing meeting publiCity and
HIMAReports and proceedings

Mary Booher,publications
Assistant, is responsible for
helping composeHIMApublica­
tions, and other documents
preparedon the word processor

David Ramroth, Manager,
Scientific andrecnrucai Educa­
tion, is responsole for helping
coordinate,schedule, produce,
and edit publications, assisting
in scientificandtechnical
meeting planning,drafting and
editing testimony and formal
responsesto proposed federal
regulations, providing support
to the Medical and Scient ific
Sect ion,COnductingscientific
andtechnical research and
technicalediting of the Reporter.
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vita rocco, Administrative
Secretary, is responsible for ad­
ministering activities of the
Office of Scientific Affairs,
providing administrative support
to the Manufacturing, Engineer­
ingandouautv Assurance Section,
the Environmental Issues Co­
ordinating Committee, and
planning scientific meetings.

Marilyn whitney, secretary,
Word Processor, is responsible for
providing administrative support
to the Office for Scientific
Affairs, andto the Public Rela­
tions andEducation Office,and
operatingthe word processor to
assist in producing HIMA Reports
and technical documents.

Betty Seward, Office Manager,
is responsible for overall office
management, financial affairs,
purchasing, administrative staff,
membership meetings, HIMA
directories, Finance committee
sessions, and miscellaneous
projectsasassigned by the
President

Tess Bolger, Bookkeeper, is
responsible for handling all book­
keeping detailsconcerning the
ASSOCiatiOn'S financial affairs.

Art Butler, Clerical Assistant,
is responsible for in-house print­
ingproduction, including duplica­
tion, binding, andmailingof
printed material distributed
by HIMA

Art Butler, Clerical Assistant,
is responsible for in-house print­
ingproduction, including duplica­
tion, binding, andmailingof
printed material distributed
by HIMA

Jacquelyn Morris, Receptionist,
is responsible for operatingthe
office switChboard, greeting and
assisting guests, and providing
overall clerical support to
the office.

laura Washington, Secretary,
is responsible for providing ad­
ministrative support to the
Office Manager, maintaining the
HIMA library, andhandling ad­
ministrative aspects Ofmember­
Ship recruitment andthe Annual
Report

Jack White, Vice president,
Technical Affairs, is responsible
for directing the Standards
Section, diagnostic company
regulatoryaffairs, economic
regulatoryaffairs, including
technology assessment and
health planning, maintaining
professional relationswith
customer groups andstandards
organizations, memcersnlp
rerruitrnent, andproduct liability
insurance.

Thi nao, Ph.D., Directorof
Research andEconomic Studies,
is responsible for conducting
economic studies on product
liability, the cost of specific
government regulations, and
legislative proposals

Connie Gore, Secretary, is
responsible for efficient oper­
ation of the Technical Affairs
Office,andproviding administra­
tive support to the General
counsel's Office.

Connie Gore, Secretary, is
responsible for efficient oper­
ation Ofthe Technical Affairs
Office,andproviding administra­
tive support to the General
counsel's Office.
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Hal Buzzell, President and Chief
Administ rat ive Of ficer, serves on
the Board of Directors. In1978he
represented the Association by
serving on the National Steering
comrmtee for the voluntary
Effort to contain hospital costs.

Bet te Anne Starkey, Assistant
to the president, is responsible
for tasks associated with effi­
cient operat ion of the PreSi­
dent's Office.

Mike Cole, Vice President and
General Counsel, is responsible
for HIMA's legal, regulatory, and
legislative productsafetyact iv­
ities, and directionof the Legal
andRegulatory Sect ion, Board of
Directors and Executive Com­
mittee sessions, and the Nom­
inating Committee.

cass Foley, Executive Secretary,
is responsible for efficient oper­
ation of the General Counsel's
Office, andprovidingadminist ra­
tive support to the Legal and
Regulatory sect ion

Directors and EXeCUtive corn­
mittee sessions, and the Nom­
inating Committee.

cass Foley, Execut ive Secretary,
is responsible for efficient oper­
at ion of the General Counsel's
Office, andproviding administra­
tive support to t he Legal and
Regulatory section

Mary LynCh, Manager, Legisla­
tive Affairs, is responsible for
monitoring health-related legisla­
tive and regulatory issues, in­
cluding health planning, cost
containment, technology assess­
ment, Medicare/Medicaid
reimbursement issues, providing
direction to theWashington
Representatives Committee, and
developing materials for the
Government Af fairs Handbook.

Bill Roche, Staff At torney, is
responsible for monitoring legal
aspects of health-related legisla­
tive andregulatory develop­
ments concerninghealth
planning, technology assessment ,
Medicare/Medicaid reimburse­
ment issues and federal procure­
ment practices, supporting Legal
andRegUlatory Section activit ies
and the Association'S activities
concerning renal dialysis.

Briggs Phillips, Ph.D.,Vice
PreSident, Scient ific Af fairs, is
responsible for all HIMAscientific
programs, providingoverall staf f
support to the Manufacturing,
Engineering andQuality Assur­
ance Section, and Medical and
Scientifi c Section, directing activ­
ities of the Environmental Issues
Coordinating Committee,dealing
With environmental, medical and
occupational regulatory issues,
andmainta ining relat ions With
scientif ic and professional
groups

Tom Geddes, Technical ASSis­
tant, is responsible for managing
act ivities of the Manufact uring
Engineering and Quality Assur­
ance Sect ion, conductingseen
t ific literature searches, planning
andconduct ingscientific and
technical symposia, helping to
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Scienti fic Section, direct ingactiv­
itiesof the Environmental Issues
CoordinatingCommittee, dealing
With environmental, medical and
occupational regulatory issues,
and maintaining relations wit h
scient if ic and prot essional
groups.

Tom GeddeS, Technical Assis­
tant, is responsible for managing
act iVit ies of the Manufact uring
Engineering and Quality Assur­
ance Sect ion, conducting scien­
t ific literature searches, planning
andconduct ing scienti f ic and
technical symposia, helping to
produce scientific documents,
andansweringspecif ic requests
for information about the medi­
cal deviceanddiagnostic indust ry



Precision Dynamics Corporation
Burbank,California

oavun, Inc.
Los Angeles, california

J. A. Preston Corporation
New York, New York

The Procter & Camble Company
Cincinnati, Ohio

The Buckeye cellulose corp
Memphis, Tennessee
Paper Products Division
Cincinnat i, Ohio

Propper Mfg. Company, Inc.
Long IslandCi ty, New York

pur itan-Bennett Corporation
KansasCi ty, Missouri

Bennett Respiration Product s
LOSAngeles,Ca lif ornia

PyMaHCorporation
Somerville, New Jersey

Quinton Instrument Company
Seat tle,washington

Radiation Dynamics, Inc.
Melville, New York

Richard -Allan Medical Industries
Richland, Michigan

Robertshaw Controls company
Industr ial Inst rumentat ion Div.
Anaheim, California

Roche Medical Electronics Inc.
Cranbury, New Jersey

sage prOducts, Inc.
Elk Grove, Illinois

sarns Inc.
Ann Arbor, Michigan

R. P. Scherer corp.
Troy, Michigan

Storz Instrument Company
st . Louis, Missouri

Surgical Mechanical Research
Newport Beach, Ca lif ornia

Scient ific Mfg. Industries
Berkeley, Calif ornia

C. D. searle & Company
Skokie, IllinOis

G. D:seane & company
Des Plaines, Illinois
Will Ross Health Group
MilwaUkee, Wisconsin

Sears, Roebuck and Co.
New York, New York
Senco products, Inc.
Cincinnati,Ohio

Sherwood Medical
St Louis, Missouri

Shiley Incorporated
Irvine, California

Simmons Company
Atlanta, Georgia

Hausted
Medina, Ohio
rnonet IndustriesInc.
York, Pennsylvania

S. J. Medical Inc.
st. PaUl,Minnesota
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Sherwood Medical
St Louis, MiSSOUri

Shiley Incorporated
Irvine, California

Simmons Company
Atlanta, Georgia

Hausted
Medina, Ohio
rnonet Indust ries Inc.
York, Pennsylvania

S. J. Medical Inc.
st. PaUl,Minnesota
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J. Sklar Mfg. Co. Inc.
Long Island City, NewYork

Smalley & Bates, Inc.
Nutl ey, New Jersey

Sparta Instrument Corporation
Fairf ield,NewJersey

Spartan Healthcare Products
Spartanburg, South Carolina

spence Medical Corporation
Waco, Texas

E. R. squibb & Sons, Inc.
princeton, New Jersey

Edward Week& company, Inc.
Research Trianglepark,
North Carolina

Stan Pak, Inc.
Clif ton, New Jersey

Steelcraft, Inc.
Millbury, Massachuset t s

Stryker Corporation
Ka lamazoo, Michigan

Sunlite Plastics, Inc.
Milwaukee, Wisconsin

Surgical Appliance Industries
Cincinnati, Oh io

Surgicot, Inc. Medical Products
Division
Hauppauge, NewYork

Surgldev Corporation
Santa Barbara, California

Survival Technology, Inc.
Bethesda, Maryland

Sybron Corporation
ROChester, New York

Medical Product s Division
ROChester, New York

Cast le operation
ROChester, New York
Liebel·Flarsheim Operation
Cincinnat i, Ohio
Taylor-Arden Operat ion
Arden, North Carolina

svva company
Palo Al to, California

recnnicare Corporation
Solon, Ohio

Invacare Corporat ion
Elyria, Ohio
Ohio·Nuclear, inc.
Solon, Ohio

rerectrontcs, Ltd .
Suffield,connecticut

reiectromcs. Ltd.
MilwaUkee, Wisconsin
reiectroncs Proprietary Ltd.
Englewood,Colorado

Telemed corporation
Hoffm an Estates, Illinois

Thermo Electron Corporation
waltham, MassaChusetts

The Torrent Corporation
Lake Geneva, Wisconsin

Tower Products, Inc.
Mundelein, illinOIS

teiecrromcs. Ltd.
Milwaukee, Wisconsin
teiectroncs Proprietary Ltd.
Englewood, Colorado

Telemed corporation
Hoffman Estates, Illinois

Thermo Electron Corporation
waltham, MassaChusetts

The Torrent corporation
Lake Geneva, Wisconsin

Tower Product s, Inc.
Mundelein, Illinois

Union Carbide Corporation
Medical Products Division
New York,New York
Medical Product s Division
Rye, New York

Clinical Diagnostics Business
Rye, New York
Union Carbide Imaging Systems
Norwood, MassaChusetts
unionCarbide Nuclear products
Tuxedo, New York

Linde Division
Linde Home Care Medical
Systems, Inc.
New York, New York
Linde nv-specai tv Gases
Sout h Plainf ield, New Jersey
Linde ov-speecwav Factory
Indianapolis, Indiana
Tarrytown Technical center
Tarrytown, NewYork

United States Surgical Corp.
Stamford, Connect icut

U.S.!. Film Products
Tyler, Texas

vacudyne Altair
Chicago Heights, Illinois

Valleylab, Inc.
Boulder, Colorado

Vernitron Corporation
GreatNeck, New York

American Medical Instrument
Flushing, New York
L1FEMED Division
Compton,California
vernit ron Medical Products
Carlstadt, New Jersey

ViScot Industries, Inc.
East Hanover, New Jersey

Vltek,lnc.
Houston, Texas

The Vollrath Company
Sheboygan, Wisconsin

Medical Division
Schiller park, Illinois

Warner-Lambert Company
Morris Plains, New Jersey

American opt ical corporat ion
Southbridge, Massachusetts
General Diagnost icsDivision .
Morris Plains, New Jersey

Nuclear-Medical Laboratories
Dallas, Texas

Hospital Products Division
Morris Plains, New Jersey

Parke, Davis& company
Greenwood, south carolina
The Deseret company
Sandy, utah
OrthopedicsDivision
Greenwood, South Carolina

waters Associates, Inc.
Milford, Massachusetts

Welch Allyn, Inc.
Skaneateles Falls, New YOrk

The West Company
Phoenixville, pennsylvania

Parke,Davis & company
Greenwood,South carolina
The Deseret company
Sandy, utah
Orthopedics Division
Greenwood, South Carolina

Waters Associates, Inc.
Milford, Massachusetts

Welch Allyn, Inc.
SkaneatelesFalls,NewYOrk

The West Company
Phoenixville, pennsylvania

WR Medical Electronics Co.
St. PaUl, Minnesota

Xomed Inc.
Jacksonville, Florida

Zimmer· USA, Inc.
warsaw, Indiana

The Pelton and Crane Company
Charlotte,North carolina

Associate
Member
American Hospital Association
Chicago,Illinois



Natvar Corporation
Div. of aect ronzeo Chemicals Corp
Clayton, North Carolina

Natvar Corporat ion
Burlington, Massachuset ts

NDM corporation
Dayton,Ohio

New England Nuclea r Corp.
Medical Diagnostics Division
North Billerica, Massachusetts

Nlce·Pak Products, Inc.
Mount vernon, New York

North Ame rican Science
Associates, Inc.
Northwood, Ohio

North American Science Associates
of Ca lifornia, Inc.
Irvine, California

Norton Company Plastics &
Synthetics Division
Akron, Ohio

Ohio Medical Products
Madison, Wisconsin

Olympic Medical Corporation
seattle,washington

Medical Incorporated
Inver Grove Heights, Minnesota

Medical Engineering corp.
Racine,Wisconsin

Medical Specialties, Inc.
Charlotte, North Carolina

Medlshield Inc.
Lancaster, New York

Fraser Sweat man, Inc.
Lancaster, New York
Harlake cvprane Inc.
Lancaster, New York
MedishieldSurgical
Fairf ield, New Jersey
PioneerViggo, Inc.
Beaverton,oregon

Medline Industries, Inc.
Northbrook, Illinois

Med rad , Inc.
Pittsburgh, pennsylvania

Medtronic, Inc.
Minneapolis, Minnesota

Mennen orsatbatch Inc.
Clarence,New York

Met al Bellows Corp.
Sharon, Massachusetts Oximetrix, Inc.

Mountain View, Calif ornia
Metropolitan Wire Corporation
Wilkes Barre, pennsylvania Pacesetter systems, Inc.

Sylmar, California
Mettler Electronics Corp.
Anaheim, California Pall Biomedical products Corp.

Glen Cove, New York
Midmark Medical
Minster, Ohio Paper Manufacturers Company

sout hampton, Pennsylvania
Miles laboratories, Inc. .
Elkhart , Indiana Parker taboratortes, Inc.

ProfeSSional rrccucts GroupStaff Orange, New Jersey
Elkhart , Indiana Pedicraft, Inc.
Ames company Division Jacksonville, Florida
Elkhart , Indiana Pennsylvania Engineering co.
Dome Division Philadelphia, pennsylvania
West Haven, Connect icut
L b T kPdt D· - - Pfizer, Inc.
a - e _ ro uc S IVISlon New York NewYork

Naperville, illinOIS 'd. I
Howme Ica, nc.

Mlllipore Corporation New York, New York
Bedford, Massachusetts Deknatel, Inc

Worthington Biochemical ov Floral Park, New York
Freehold, New Jersey Holgrath

Minnesota Mining & Mfg . Co. Cheshire, Connect icut
st. paUl, Minnesota OrthopaedicsDivision

Bird Corporat ion Rutherford, New Jersey
Palm Springs, California United
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ProfeSSional PrOducts GroupStaff Orange,New Jersey
Elkhart, Indiana Pedicraft, Inc.
Ames company Division Jacksonville, Florida
Elkhart , Indiana Pennsylvania Engineering co.
Dome Division Philadelphia, pennsylvania
West Haven, Connect icut
L b T k P dt D· - - Pfizer, Inc.
a - e _ ro ucS IVISlon New York New York

Naperville, illinOIS 'd- I
Howme Ica, nc.

Millipore Corporation New York, New York
Bedford, Massachusetts oeknatet Inc.

Worthington Biochemical ov Floral Park, NewYork
Freehold, New Jersey Holgrath

Minnesota Mining & Mfg . Co. Cheshire, Connect icut
st paUl, Minnesota OrthopaedicsDivision

Bird Corporation Rutherford, New Jersey
Palm Springs, California United
McGhan Medical corporat ion Largo, Florida
Santa Barbara,California DiagnosticsProducts Group

Mlsto gen Equipment Company New York, New York
Oakland,California Pharmaceutical Innovations Inc.
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Rampon Products, Inc.
Asheboro, North carolina
Theradyne Corporation
Lakeville, Minnesota

Kallestad laboratories, Inc.
Chaska, Minnesota

The Kendall Company
Boston, Massachuset ts

MedaSonics, Inc.
Mountain View, california
Plastronics, Inc.
Milwaukee, Wisconsin
Respiratory care Inc.
Arlington Heights, Illinois

James R. Kendrick co, Inc.
Philadelphia, pennsylvania

Kimberly-Clark corporation
Neenah,Wisconsin

washington Of f ice
wasnlnqton.cc

Kimble Division
owens-amos. Inc.
Toledo, Ohio

Kleen Test prOducts, Inc.
Milwaukee,Wisconsin
The tarkotex company
Texarkana, Texas

llnmedco, Inc.
Roselle, New Jersey

l &M Instruments, Inc.
Sunnyvale,California

lumex Inc.
Bay Shore, New York

Mallinckrodt, Inc.
st. Louis,Missouri

Nat ional Catheter Corporation
Argyle, New York

Marion Health & Safety, Inc.
Rockford, Illinois

Mark One Hospital Products
Philadelphia, pennsylvania

Market Forge Division of
Beatrice Foods Company
Everet t , Massachusetts

IIle Division/Market Forge
Williamsport, pennsylvania

Mars Manufacturing Company
Division of Workwear corporat ion
Asheville, North carolina

Marshall Electronics, Inc.

st. Louis, Missouri
National Cat heter Corporat ion
Argyle, New YOrk

Marion Healt h & Safety, Inc.
Rockford, Illinois

Mark One Hospital Products
Philadelphia, pennsylvania

Market Forge Division of
Beatrice Foods Company
Everet t , Massachusetts

Ille Division/Market Forge
Williamsport, Pennsylvania

Mars Manufacturing Company
Division of Workwear corporation
Asheville, North Carolina

Marshall Electronics, Inc.
Skokie, Illinois

Meadox Medicals Inc.
Oakland,New Jersey

Med General. Inc.

Hollister Incorporated
chicago, Illinois

Hospal Medical corporation
Littleton, COlorado

Hudson Oxygen Therapy sales
Temecula, California

Humboldt Products Corporation
COlumbus, Mississippi

Hycel, Incorporated
Houston,Texas

IBM Corporation
Information Records Division
Mt Kisco, New York

ICl Scientific
Fountain valley, California

IMED Corporation
San Diego, Cali fornia

Intermedics, Inc.
Freeport, Texas

tpco Hospital Supply Corp.
white Plains, New York

whitestone Products Division
Piscataway, New Jersey

IPM,InC.
Ann Arbor, Michigan

Irex Corporation
Medical Systems Division
upperSaddle River,NewJersey

IVACCorporation Sub. of
Ell lilly & Company
san Diego,California

Jewet t Refrigerator company
Buffa lo, New York

JOhnSOn & Johnson
New Brunswick,New Jersey

Arbrook. Inc.
Arlington, t exas
Cadman & Shurtleff, Inc.
Randolph, MassaChusetts
Ethicon, Inc.
Somerville, New Jersey
Extracorporeal Medical Specialties
King of prussia, pennsylvania
JELCOLaboratories
Raritan,New Jersey
.ornson & JOhnSOn
Dental Products Company
East Windsor, New Jersey
Johnson & Johnson
Products Inc.

eurraio, I~ew lUI"

Johnson & Johnson
NewBrunswick, New Jersey

Arbrook Inc.
Arlington,Texas
Cadman & Shurtleff, Inc.
Randolph, Massachusetts
Ethicon, Inc.
Somerville, New Jersey
ExtracorporealMedical specialties
King of prussia, pennsylvania
JELCO Laboratories
Rarit an, New Jersey
.ionnscn & JOhnSOn
Dental Products Company
East Windsor, New Jersey
Johnson & Johnson
Products, Inc.
New Brunswick, New Jersey
crit ikon Division,
McNeil Laboratories, Inc.
Irvine, Ca lifornia



california Intraocular Lens Corp.
Hunt ington,WestVirginia

cardiac pacemakers, Inc.
St paul, Minnesota

oerata Corporation
St Paul, Minnesota

Cavitron Corporation
New York, New York

caroo Pulmonary/ KDCDivisons
Anaheim, California
Syntel, Inc
Irvine, California

central states Diversified, Inc.
st . Louis, Missouri

Century Mfg. Company
Aurora, Nebraska

Chase Instruments Corporation
Pou ltney, Vermont

chattanoogaPharmacal Co.
Chat tanooga, Tennessee

ChemetronCorporation
Medical Products Division
St Louis, Missouri

cnesebrouan-sono's Inc.
Hospital Products Division
Greenwich, Connecticut

Cincinnati SUb-ZeroProducts, Inc.
Cincinnati, Ohio

Cllnitemp, Inc.
Indianapolis, Indiana

coneLaboratories, Inc.
Lakewood, Colorado

conco MedicalCompany
Bridgeport, Connect icut

Concord Laboratories, Inc.
Keene, NewHampshire

Continental Group, Inc.
Flexible packaging Division
Greenwich, Connecticut

Cordis Corporation
Miami, Florida

Cordis Laboratories, Inc
Miami, Florida
Hyperion, Inc
perrine, Florida
Norland Inst ruments
Fort Atkinson, Wisconsin
washington Of f ice
wasnmqton, nc.

Cordis DOw Corp.
Miami, Florida

CPM Inc.
Claremont, New Hampshire

cutter Laboratories, Inc.
Berkeley, California

DamonDiagnostics
Division of Damon Corp.
Needham Heights, MassaChusetts

Dart Industries
Health care sector
wallingford, Connect icut

Seamless Hospital Products Co.
wallingford, Connect icut
Absorbent cotton company
valley park, Missouri
Lawton Inst ruments
wallingford, Connect icut
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cutter Laboratories, Inc.
Berkeley, California

Damon Diagnostics
Divisionof Damon Corp
Needham Heights, Massachusetts

Dart Industries
Health care Sector
wallingford, Connecticut

Seamless Hospital Products Co.
wallingford, Connect icut
Absorbent Cotton company
valley park, Missouri
Lawton Inst ruments
wallingford, Connect icut
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Seamless LatexProducts
Fayette, Alabama
seamless Plastics Products
Fayette, Alabama

DatascopeCorporation
Paramus, NewJersey

Davis & Geck
Pearl River, New York

Davol Incorporated
cranston, Rhode ISland

Delkacorporation
Newton, MassaChusetts

The DeVilbiss Company
Health Care Division
Toledo, Ohio

Devon Industries, Inc.
Nort hridge,California

The Dexter Corporation
C. H. Dexter Division
Windsor Locks, Connect icut
GIBCO/ INVENEX
Grand Island, New York

DHD MedicalProducts, Dlv. of
Diemolding Corporation
Canastota, New YOrk

DiackIncorporated
Beulah, Michigan

Diagnostic Products Corp.
Los Angeles, california

Diamed Div. of Illinois Tool Works
Elk Grove, Illinois

Diamond Shamrock Corporation
Cleveland, OhiO

Diamond Shamrock
Medical Products, Inc
Wausau, Wisconsin

Diatek, Inc.
San Diego, California

Dittmar and PennCorp.
Philadelphia, Pennsylvania

OKS A Div. of DavidKopf Instruments
Tujunga, Ca lifornia

DowDiagnostics
Indianapolis, Indiana

Dravon Medical, Inc.
Clackamas, Oregon

Dynamed Corporation
Elmsford, NewYork

Edco Inc.-Pasco Inc.
Division of Temco Products Inc
passaic, New Jersey

Electro-Biology, Inc.
west Caldwell, New Jersey

Electro-Med Health Industries
Miami, Florida

ElectrO-Nucleonics, Inc.
Fairfield, New Jersey

Electro-Nucleonics, Inc
Bethesda, Maryland

EMf Medical Inc.
Northbrook, Illinois

Ethox Corp.
Buffalo,New York

Electro-Biology, Inc.
west Caldwell,New Jersey

Electro-Med Health Industries
Miami, Florida

ElectrO-Nucleonics, Inc.
Fairf ield, NewJersey

Elect ro-Nucleonics, Inc
Bet hesda, Maryland

EMf Medical Inc.
Northbrook, Illinois

Ethox Corp.
Buffalo,NewYork

Faser Industries!
Beacon Converters Inc.
Saddle srooi, New Jersey

Ferno-washington, Inc.
Wilmington, Ohio

Frohock-Stewart, Inc.
Northboro, Massachusetts

cambro, Inc.
Barrington, Illinois

carroro. Inc
Newport News, Virginia

oavmar Industries, Inc.
Orchard park, New YOrk

Gelman Instrument Co.
Ann Arbor, MiChigan

General Atomic Company
Medical ProductsDiVision
san Diego,California

General ElectricCompany
Medical systems Division
Milwaukee, Wisconsin

Medical Systems Division
Washington, D.C.

General Medical corporation
RiChmond,Virginia

Dillon Manufacturing Company
Atlanta, Georgia

ctasrock Plastics Group
Fairburn, Georgia

W. L. Gore & Associates, Inc.
Newark, Delaware

Gould Inc.
Rolling Meadows, Illinois

Instr uments Division
Cleveland, Ohio
Medical Products Division
Oxnard, California

Grant Airmass Corporation
stamford, Connect icut

Graphic Controls Corporation
Buffa lo, New York

crasyn Industries, Inc.
Aff iliate of toias Corp
Newtown, pennsylvania

Green BayPapers
savcare Disposables Division
Green Bay, Wisconsin

GST Laboratories Incorporated
Chicago, Illinois

Guardian Products co, Inc.
North Hollywood, California

cudebrod, Inc.
Philadelphia, Pennsylvania

Haemonetics Corporation
Braintr ee, Massachusetts

Hausmann Industries, Inc.
Nort hvale,New Jersey

Heelbo, Inc.
Niles, Illinois

HelenaLaboratories
Beaumont , Texas

Hermitage Hospital Products
Niantic, Connect icut

Hili-Rom Company, Inc.
Batesville, Indiana
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Haemonetics Corporation
Braintree, Massachusetts

Hausmann Industries, Inc.
Northvale,NewJersey

Heelbo, inc.
Niles, Illinois

HelenaLaboratories
Beaumont, Texas

Hermitage Hospital Products
Niant ic,Connect icut

Hili-Rom Company, Inc.
Batesville, Indiana
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Members
Abbott Laboratories
North Chicago, Illinois

Buffa lOPlant
Buffalo, New York

AcmeScale company
san leandro, California

Acmeunited corporation
Bridgeport, Connect icut

Fremont, N.c.Plant
Fremont, North Carolina

ADAC Laboratories
Sunnyvale,California

AdjustableFixture Co.
Milwaukee, Wisconsin

Affiliated Hospital Products
New York, New York

MPl, Inc.
Chicago, Illinois
MPLsolopak Division
FranklinPark, Illinois

Air Products and Chemicals
Allentown,Pennsylvania

Akron Catheter, Inc.
Akron, Ohio

Alberox Corporation
New Bedford, Massachusetts

Alza Corporation
palo Alto, Calif ornia

American can Company
GreenwiCh, Connect icut

American cystoscope Makers
Stamford,Connect icut

American Latex Corporation
Sullivan, Indiana

American HomeProducts Company
corometncs Medical Systems
wallingford,Connecticut
Analytab Products
Plainview, New York

American Hospital Supply corp.
Evanston, Illinois

Arnar-Stone l aboratories
Allif[]G'til.fiQ<lI~~~ ()i S

palo Alto, California

Americancan Company
GreenwiCh, Connecticut

American Cystoscope Makers
stamford, Connecticut

American Latex Corporat ion
SUllivan, Indiana

American HomeProducts company
corcmetncs Medical Systems
wallingford, Connect icut
AnalytabProducts
Plainview, New York

American Hospital Supply corp.
Evanston, Illinois

Arnar-Stone Laboratories
McGaw park, Illinois
convertors Division
Evanston, Illinois
Dade Division
Miami, Florida

Midwest American Dental Division
Des Plaines, Illinois
V Mueller Division
Niles, Illinois
Pharmaseal Division
Glendale, California

American Medical Products Corp.
Freehold, New Jersey

American Medical Systems, Inc.
Minneapolis, Minnesota

American Monitorcorporation
Indianapolis, Indiana

American Pacemaker Corporation
woburn, Massachusetts

American Safety Equipmentcorp.
Encino, Calif ornia

Health Care Division
san Fernando, california

American Sterilizercompany
Erie, pennsylvania

AMSCO/Hall Surgical
Santa Barbara, California

Amersham Corporation
Arlington Heights, Illinois

Amlcon Corporation
l exington, Massachusetts

AmkoManufacturing company
Mount Ephraim, New Jersey

H.W. Andersen Products Inc.
Oyster Bay, New York

TheApplied RadiantEnergycorp.
l ynChburg,virginia
Arbekawebbing Co.
Pawtucket, Rhode Island

ArgonMedical Corp.
Garland, Texas

Arrow International, Inc.
Reading, pennsylvania

ArveyCorporation
Chicago, Illinois

tamcote Division
Chicago, Illinois
Lamcote Division
Jersey City, New Jersey

Avco Medical Products
Oyster Bay, New YOrk

TheApplied RadiantEnergyCorp.
l ynchburg, Virginia
ArbekaWebbing co.
Pawtucket, Rhode Island

Argon Medical Corp.
Garland, Texas

Arrow International, Inc.
Reading, pennsylvania

ArveyCorporation
Chicago, Illinois

tamcote Division
Chicago, Illinois
tamcote Division
Jersey City,New Jersey

Avco Medical Products
Everett, Massachusetts

saka Manufacturing Company
Plainville, Massachusetts
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Hyland taos-rneraoeut ics Division
Costa Mesa, California

Beckman Instruments, Inc.
Fullerton,California

BectonDickinson and company
Paramus, New Jersey

Bard-Parker Division
lincoln park,New Jersey
BBl .
Cockeysville, Maryland
B-DImmunodiagnostics
orangeburg, New York
Becton-Dickinson Division
Rutherford, New Jersey
Becton Dickinson Medical Systems
Sharon, Massachusetts
Clay Adams
parsippany, New Jersey

Bemis Health care, Inc.
Sheboygan Falls, Wisconsin

Bentley Laboratories, Inc.
Irvine, California

Ben venue Laboratories, Inc.
Bedford, OhiO

BergenBrunswig Corporation
Los Angeles, calif ornia

Plasta-Medic
Carson, Calif ornia

Bio-Dynamics, Inc.
Indianapolis, Indiana

Bio-Dynamics/bmc
Indianapolis, Indiana
Boehringer Mannheim BiOChemical
Indianapolis, Indiana
Depuy
warsaw, Indiana
Envirco
Albuquerque, New Mexico

TheBirtcher Corporation
EI Monte, California

Blickman Health Industries
Fair Lawn, New Jersey

Bourns, me.
life Systems Division
Riverside, California

E. F.BrewerCompany
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Indianapolis, Indiana
Boehringer Mannheim Biochemical
Indianapolis, Indiana
Depuy
warsaw, Indiana
Envirco
Albuquerque, New Mexico

The BirtcherCorporation
EI Monte, California

Blickman Health Industries
Fair l awn,New Jersey

Bourns, me,
life Systems Division
Riverside, California

E. F.BrewerCompany
MenomoneeFalls, Wisconsin

Brimms Inc.
Tonawanda, New York

Briox Technologies, inc.



Publication Services
Publications

coinciding with the growing numberandquality of HIMA educational
seminars, the Association's publications program experienced a landmark
year in 1978 Over 15new publications were sent to press They covered
sucn topics asMedicare/Medicaid regulations, ethyleneoxide, pyrogen
testing, medical device sterilization,metric conversion, microbiological
containment, product liability insurance, andothers More than 2,500
of these reports were distributed to members.

Ina significant breakwith past practice, nearlyall of the publications
were produced independent from educational meetings Instead of re­
lying on seminarproceedings for publication content, HIMA committees,
task forces, andstaff wrote and compiled instructional material for
the reports

Another 15documentsare projectedfor publication in 1979. They will
coverdesign of medical device manufacturing facilities, regulatorycom­
pliance for inspections and recalls, meeting proceedings, and five addi­
tional titles in the medical device sterilization monograph series

1978 publications included the following:

"The Feasibility of Establishing a captive Insurance Company for
HIMA Members"

"Ethylene Oxide Technical Report: 1978 Submission to the
Environmental Protection Agency"

"HIMA Medical Device Sterilization Monographs" lfive separate
titles>

"American National Metric Council Medical Device Proposed
Conversion Plan"

"Microbiological containment Bibliography"

"GUideline for Evaluating the safety of Materials Used in Medical
Devices"

"Guideline for the Use of Limulus Lysate Test lLALl for pyrogen
Testing of Medical Devices"

"Safety Procedures for Biohazards Control"

"The Industry and Government: Regulation of the Health Care
Marketplace"

"General Design Criteria for Medical Device and Diagnostic
Product Manufacturing Facilities"

"Getting New Products to the Market"

"Medical Devices and Government Regulations Medicare/Medi­
caid programs"

The Association also continued to makeavailable to member com­
panies a wide rangeof documents-from Federal reports and regula­
tions to minutes from HIMA meetings These materials included:

The HIMA Reporter, the Association's monthly newsletter

Minutes of HIMA section and Committee Meetings

Minutes of FDA Classification Panel Meetings

Position papers andreports developed by HIMA sections andCommittees

selected Federal reports andguidelines
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Minutes of FDA Classification Panel Meetings

Position papers andreports developed by HIMA sections andCommittees

selected Federal reports andguidelines
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A. white Houseaide Dr.Gilbert
Omenn(Of f ice of Science &
Technology)shares hiSviews
with HEW'SSeymour perry,
Interim Director of the Of f ice
Of HealthTeChnolOgy,during a
FallMeeting panel presentat ion.
B. Dwight Harkin, MD , Harvard
University, was the keynote
speaker at the Medical & Sci·
ent if ic Section'sseminar on
product development and FDA
compliance

C. National economist Arnold
Weber, PhD., former Secretary
OfLabor, addresses the auc!
ence at the Fall Meeting in
Washington, DL

D. Walter Hennig (US Surgical
Corporat ion)addressing the
closingsession of t he Technical
Symposium, sponsored by the
Manufacturing, Engineering &
Quality Assurance Section
E. Appearingat the Medical &
Scient if ic Sect ion'sseminar,
December 5-6 in Chicago, was
Robert Kennedy, Classif icat ion
Coordinator at the Bureau of
Medical Devices.

F. Arthur H. Murphey (Hausted)
poses a question to a HiMA
Briefing panel during t he Fall
Meet ing
G. senator Richard Schweiker
(R-PAI, minorit y leader Of t he
Health SUbcommittee, joins in
conversation With HIMA Board
Member Robert seecnner (Dart
Industries) prior t o his evening
address to the Fall Meet ing

H. Donald ueaiton, Execut ive
Director Of Regional Operat ions,
presented FDA'sposit ionson
plant inspectionsat the octo­
bert Legal & Regulatory Brief ing
L Ahighlight Of any HIMA
educat ional meeting is pro­
viding memberswith the op­
port unity to exchange experi­
ences, ideas and quest ions
The audienceat the Legal &
Healt h suocormuttee,JOins In
conversat ion With HIMA Board
Member Robert Beechner (Dart
Industries) prior to his evening
address to t he Fall Meeting

H. Donald Healt on, Executive
Director of Regional operat ions,
presented FDA's posit ions on
plant inspect ionsat the octo
bert Legal & Regulatory Brief ing
L Ahighlight Of any HIMA
educat ional meeting is pro­
viding members With the op­
port unity to exchange experi­
ences, ideas and questions
The audience at t he Legal &
Regulatory Sect ion brief ing
part icipated avidly in t hese
exercises.

J. Dr Sri Vadlamudi, Bureau of



Educational Services
Through steady expansionof HIMA's educat ionalseminar program and

publ ication effort, the Associat ion cont inued as a major educat ional
force in the medical deviceand diagnost ic product industry during 1978.

Annual Meeting
Over 600 senior executivesand spouses attended t his major member­
ship meeting held February 12-15in Puerto Rico. The meeting's theme
was "Future Trends in the Health Care Industry" and featured nat ionally­
known individualswho spoke on a variety of related topics The program
committee was chaired by David cutter (Cutter Laboratories,mc.iand
included stuart Edgerly (Cordis Dow corp.i Jack Low (3MCompany), Walt er
Mosher (Precision Dynamics corporat ioru and Arthur Murphey (Hausted/
Simmonscompanvi.

West coast Meeting
Attended by over 40representat ives on April 25, this program updated
members on a variety of HIMAinterests and projects. The session
feat ured reports f rom several HIMA staff members,HIMA Chairman-Elect
'Kenneth Marshall snerwooo Medical), and an address by Paul ward,
President of t he California Hospita l Associat ion

Medical Device Lawyers workshops
Under the direction of Gary Lyons (3Mcorn panvi these two programs
brought toget her 18 faculty memberswith collective experience in
Virtually every aspect of food and drug law. The programsheld in LOS
Angeles on April 26-27 and in Boston on May 3-4, were at t ended by 120
member representat ives. Topics included the lawyer's role in managing
and planning for business and legal effects of FDA-rulemaking, sub­
missions, negot iations, and remedial act ion.

Radiat ion Sterilization Update
Acapacity audience of 17S representa tives f rom HIMA member com­
paniesattended this two-day seminar that highlighted the many subject
areasto be Investigated before adoptingradiat ion sterilizat ion methods.
The seminar provided a forum for discussion and explanation of specif ic
management and technical informat ion needed to evaluate feasibility
and useof radiati on to sterilize medical devices and diagnostic products
Member company representat ives on the program committee included
Kennard K. Morganstern, PhD. (Radiat ion Dynamics, Inc.J, and Eugene R. L.
Gaughran, PhD. (JOhnson & Jornsoni

GMP WorkShop Series
On April 18, HIMAinit iated the fi rst of a seriesof GMP(good manufact ­
uring pract ice) workshops. Under the direction of Les Hamilton, HIMA's
Director of Medical Engineering and Elect ronics, the informal sessions
were successfully repeated 12 t imes in eight cit iesacross thecountry
Atotal of 400 representat ives from member companiesattended the
worksnopsdesigned to providea smallgroupsett ing to discuss and learn
about GMPphilosophy, problems, andconcerns. Regional Program Chair­
men were: Floyd Benjamin (MCGaw, American Hospital Supply Corpora­
t ion); Art hur Murphey (Hausted, Simmons Company); J Lee Clark (Plas­
stronics, Inc., The Kendall Company); Kenneth Marshall (SherwoodMedical);
Matthew perry (American Hospital Supply Corporat ion); George Heinze
(Johnson & JOhnson); and George Bartlett (Gaymar Indust ries, me:

Sales Training for the Operating Room
Joining with the Association of Operating Room Nurses IAORN), HIMA
sponsored a one-day educationalprogram on september 15to orient
sales representat ivesto operating room procedures and ponces t hat
may ef fect successful interact ion with operat ing room decision-makers.
Nearly 60sales representati ves attended the Boston meeting designed
primarily for manufact urers' sales personnel With limited experience in
seliingoperat ing room medical products Program faculty included
members of the AORNCollaborat ion with Indust ry Committee , supple­
mented by speakers from AORN's membership and HIMA.

Credit Manager'sWorkshop
Fifty-five credit managers, t reasurers and comptrollers f rom HIMA
member companies participated in t he Fourth Annual Credit Managers
Workshop, September 7 in New York City The program, which covered
topics ranging f rom financial t rendsin t he medical supply dealer com­
munity to creditors rights, bankruptcy, foreign credit , and account in­
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sponsored a one-day educat ional program on september 15 to orient
sales representat ivesto operat ing room procedures and policies that
may effect successful interact ion wit h operat ing room decision-makers.
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primarily for manufacturers' salespersonnel With limited experience in
selling operat ing room medical products Program faculty included
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mented by speakers from AORN's membership and HIMA.

Credit Manager's Workshop
Fifty-f ive credit managers, treasurers and comptrollers fro m HIMA
member companiespart icipated in the Fourth Annual Credit Managers
Workshop, September 7 in New York City The program, which covered
topics ranging f rom financial t rends in the medical supply dealer com­
munity to creditors rights, bankruptcy, foreign credit, andaccount in­
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format ion,wasplanned by the members of the Credit Committee's
Workshop Subcommittee Marcella Hanaf in (PyMaHCorporation), Michael
Hast ings (C R. Bard, mc.; Ronald Klos (Ethox Corp), Mayer Rashbaum
(Af f iliated Hospital Products), JOhn Sklar (J Sklar Mfg Company Inc.!, and
Douglas Bergen (Becton Dickinson and company).

Manufacturing, Engineering and ouaurvAssurance Technical
Symposium and Section Meeting
The f irst comprehensive sect ion meeting ever sponsored by HIMA, this
three-day Manufacturing, Engineering and Quality AssuranceSect ion
program provided a forum for exchange of technical informat ion in­
cluding: product paCkagingand labeling; engineering;sterilizat ion; met ri­
cat ion; quality assurance;andgood manufacturing practices The Sep­
tember 10-13 meet ing included two f ull days of separate committee
and task force sessionsthat reviewed the accomplishments of each
commit tee, exploredand discussed those accomplishments, planned
future acnviues, andsolicited increased part icipat ion f rom members
Special featuresof the Chicago meeting were facility tours of two HIMA
member companies located in t he area, anda comprehensive binder of
meet ing materials inCluding nineHIMA Reports published expressly for t he
session.program Chairman wasAlbert Jarvis (Cordis Dow Corpl

Legal and Regulato ry Briefings
Held twice during the year, these meetingswere attended by nearly
200 member company representatives One informal session held at
HIMA headquarters on May 24 featured Kenneth Baumgartner, FDA's
Associate Chief Counsel for Medical Devicesand Diagnost ic Products.
The second, larger brief ing, on october 3, concent rated on invest igational
device and GMPcompliance issues and feat ured presentat ions by two
panels of FDAoff icials The program, chaired by Michael Cole (Johnson &
JOhnson>, and moderated by cole and James Hulse (Becton Dickinson
and Company), provided part icipants With an opportunity to meet and
interact with prominent FDA officials

Third Fall Meeting-The Industry and Government: RegUlation
of the Health Care Marketplace
Recognizing that government influenceover the medical device and
diagnostiCproduct industry is no longer limited to direct product regu­
lat ion, but now extendsto indirect economic or marketplace regulat ion,
HIMAsponsored a conference october 12-13 in wasnmqton.uc. Over
200 HIMA member company execut ives attended the meeting,aswell
as representat ives from government agencies, Congress, professional
and trade associat ions, the investment community, and the press The
Program Committee, chaired by Albert Baldock (J T Baker Chemical
Company), st ruct ured the meet ing to include panel presentat ions on
healt h care tecnnoiocv assessment and health planning, aswell asad­
dresses by Representat ive Tim Lee Carter, senator Richard scnweker,
columnist Joseph Kraft, and economists Walter Heller and Arnold Weber
An additional feature of the meeting wasan issues briefing for HIMA
members, presented by t heAssociation's staf f.

Medical and Scientific Section Meeting-Getting New Products
to the Market
Information on how to cope With newand proposed product develop­
ment and marketing regulat ions wasthe theme of this December 5-6
seminar held in Chicago One-hundred-fifty member company represent­
at ivespartic ipated in two concurrent sessions dealing with devices and
diagnostiC products The meeting's secondary objectivewas to acquaint
attendees wit h Medical andScient ific section activit ies and related
medical andscient if ic developments. Program Chairman wasGeoffrey H.
Lord, DVM, Ph.D, (Johnson & .ornsom

Sales Training Program
The HIMA Sa les & Educat ional Training Committee, chaired by JOhnHughes
(The Kendall Company)sponsored sevensales t raining seminars attended
by over 400 dealer representatives andsalespersonnel. These programs
were structured to facilit ate more informed sales presentat ions for
purchasers of medical products The Program Chairmen and the cities
for which they organizedseminars were: Don Kit zmiller (Midmark Corpo­
ration), LOSAngeles; Ken Beane(The Medical Products Division, svbron
Operat ion), Atlanta; Russ Pennavaria (Puritan-Bennett corporat ion>,
St. Louis; Lew Bennett (Dillon Manufacturing Co , General Medical corpo­
ranorn Tahoe City ; Allen Pearson tverrut ron Corporation>, Blue Mt. Lake

at tendees wit h Medical and Scientific sect ion activit ies and related
medical and scient if ic developments. Program Chairman was Geof frey H.
Lord, DVM , PhD , (Johnson & .ornsoru

Sales Training Program
The HIMASales& Educational Training Committee, chaired by JOhnHughes
(The Kendall Company)sponsored sevensales trainingseminars attended
by over 400 dealer representativesandsalespersonnel.Theseprograms
were struct ured to facilitate more informed sales presentations for
purchasers of medical products. The Program Chairmen and the cit ies
for which t heyorganized seminars were: Don Kit zmiller IMidmark Corpo­
rat ion), LOSAngeles; Ken Beane (The Medical Product s Division, Sybron
Operat ion), Atlanta; Russ Pennavaria (Puritan-Bennett corporat ion),
St. Louis; Lew Bennett (Dillon Manufacturing Co, General Medical Corpo­
rat ion>, Tahoe City; Allen Pearson Nernit ron Corporat ion>, Blue Mt. Lake



Several other workp lace en vir onmental
issues have been ad dressed by the Asso­
ciation. In resp onse to OSHA's propos a l
to restrict wo rker exposure to cotton du st,
HIM A poin ted out that only raw cotton
caused the observed adverse effects and
reques ted that medical gr ade cott on be
exem pt ed- OSHA , in 1978, ag reed .

In tes timony before EPA on th e uses
of Chloroflurocarbon s (Cf' C's) , HIM A
Vice Pres ident for Scien tific Affai rs ,

Dr. Br iggs Phillips , recommen ded that
hea lth care us es of Cf' C's be exe mpted
fr om an y restricti ons place d on non­
propellant us es of these s ub sta nces .
Further actio n by EP A on thi s subject
is s till pendi ng.

EPA, OSHA, and FDA are all currently
con sidering regulations on which the
Ass ociation has comm en ted an d are
w rit ing new prop osals , which are ye t to
be publi shed . It h as been, and will con ­
t inue to be the Association 's posit ion that
sound scientific and technical studi es
a re the most va lid me ans of arr iving at
const ructive workpl ace env iro nm ent reg ­
ulati ons . It is clear that protecting the
wor ker an d non-manufactur ing enviro n­
men t from po te ntia lly tox ic materia ls

health care uses of Cf' C's be exempte d
from any rest r ict ions placed on non­
propella n t us es of th ese su bstances.
Furth er ac tion by EPA on this s ubject
is s till pending.

EPA , OSH A, and FDA ar e all curr ent ly
consider ing reg ulations on w hich th e
Associa tion has commented an d are
w rit ing new proposa ls , which are ye t to
be published. It has been, and will con­
t inue to be th e Ass ociat ion 's pos ition th at
sound scien tific and techn ical studies
are th e most va lid means of a rr iv ing at
cons t ru ct ive work pla ce environmen t reg­
ul ati ons . It is clear that p rotecting the
worker an d non-manuf act ur ing env iro n­
ment from po tentially toxic mater ial s
requi res constant surveillance and in­
crea sing ly so ph isticated monitoring
systems . The pote ntial ha rm mu st be
we ighed aga inst th e es tab lished benefits
rl "".... ~ H .Qrl h ll t h p t r c o fif rf3 rt~ i n su hsta nces .

After a select com mittee of member
company re present atives rev iewed the
h ighly-favorable member sh ip re sponse
to the feasib ility study, th ey autho rized
the Ass ocia tion to beg in the process of
forming an insurance company . In ea rly
May, afte r contact ing 110 member com­
panies who had shown con tinued interest
in the capti ve , 80 ag ree d to provi de
funding, cons ide r premium quotat ions ,
and supply detai led in for mation on
th eir bu siness es.

By Septemb er of th is year , HI MA
elect ed a board of d irect ors (des ignate)
for the propos ed captive and secured a
repr esentative number of nonbinding
com mitmen ts from members to acce pt
their qu oted insuran ce premium and to
fo und th e company. Further commit­
ments from a tot al of 39 companies were
received in mid-Octo ber. This expressi on
of interest was s uff icie nt to use as a
basi s to secure fronting comp any an d
re insurance prop osals.

In Novem ber, th e ca pt ive was give n
th e nam e Med ical Device Mut ua l
Assurance and Reinsu rance Company,
Limited (ME DMARC) . Con current with
ot her November acti vitie s , speci a l coun­
se l subm itted an enabling act to the
Ber mud a Parl iam ent to form a m utua l
insu ran ce company an d filed a no-acti on
letter with the Secu rit ies and Exch an ge
Com mission .

In the clos ing we eks of Decem ber ,
representatives of prosp ect ive mem bers
of MEDMARC and th e H IMA sta ff ap ­
pea red before gove rnment off icials in
Bermud a to fin ali ze th e organizat ion of
the compan y. Also completed during this
per iod was the terms of an insu rance
treaty arr angement with a large , na­
tional underwrit er to provide ins ura nce
policies wh ich are, in turn , back ed by
MEDMARC. During the final days of
December, the company came in to legal
existence with the subs cri ptio ns of 29
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Bermuda Parl iament to form a m utua l
insu ran ce com pany and filed a no-acti on
letter with the Securiti es and Exch ange
Com mission.

In the closing w eek s of Decem ber ,
represen tatives of prosp ective members
of ME DM ARC and th e HI MA staf f ap ­
peared before government offici als in
Bermuda to finalize the organ ization of
th e company. Also com pleted during this
per iod was the terms of an insu ran ce
treaty arr angement with a large , na ­
t ional underwriter to provide ins urance
policies wh ich a re, in turn , back ed by
ME DMARC. During the final days of
December , th e company came in to legal
ex istence with the s ubs criptions of 29
me mber firm s contrib uting an an nualized
prim ary in sura nce pre mium of $1.7 mil­
lion for coverage limi ts of $500,000 per
occu rren ce an d in aggrega te. Also mad e

r-

• insured pay only for those ad minis tra ­
tive, cla im s control and loss prevention
services that relate to their par ticular
need .

Product Liability Insurance

• owner ship by participant s of any
accumulated surplus;

With th e su pport of 80 member com­
panies, th e formation of a ca ptiv e product
liability insurance company became a
maj or pursu it of HIM A in 1978 . Be­
ginning with an Ass ocia tion-spon sor ed
conferen ce on product lia bility in suranc e
pro blems in April, 1976, HIMA recog­
nized me mbers' concern wi th th is im­
port ant subject and took delibera te
act ion to pro vide ass is ta nce.

The first act ion assumed the form of
several membership surveys conduc ted
in 1977 th at cu lminated in pu blication of
a pro duct liability profi le (H IMA Rep ort
No.: 77-2) for the HIMA membership.
The stu dy concl ude d that p rod uc t lia bilit y
insurance not only was cost ing com ­
panies up wards of one pe rce nt of sa les ,
but also had become increasingly d iffi­
cult to ob ta in at any reasonabl e term s .
Smaller com panies , in par ticula r, were
hard-h it. Despite th e fact th a t in ge neral,
the ir loss expe rien ce w as favora bl e,
severa l were req uired to pay prem ium s
in exces s of five perce n t of sa les . It was
clear from the st udy resu lts th at premi um
increases bore little or no rel at ionship
to los s experience .

A second report , a compreh en si ve
study ent it led , "The Feasibility of Estab­
lishing a Captive In sur ance Company for
HIMA Mem bers" (H IMA Rep ort No .:
78-2) w as rel eased in ea rly March , 1978 .
Th e repor t , support ed by 130 m em bers,
proposed th a t HIMA form a captive in­
surance company to allev iat e the pressu re
of skyrocke t ing ra tes and problems of
insurance ava ilability. Ou tl ined as
potential benefit s for cap tive insura nce
pa rticipant s were :

• stable rates and te rms of coverage;

• ra tes an d policy term s de pe nde nt not
on t ren ds affect ing the insurance in­
dustry as a whole, but on the actual
ln c:<::: p v n pr ipn r p nf t h p insu r ed :
78-2) was rel eas ed in early Mar'c h , l 'n ~ .

The repor t , s upp ort ed by 130 m em bers ,
proposed tha t HIMA form a captive in­
sura nce compan y to allev iate th e pressure
of skyrocke t ing ra tes and problem s of
insurance ava ilability . Outline d as
pote nt ia l ben efit s for ca pti ve insu rance
pa rt icipants were :

• ownership by participants of any
acc um ulated surplus ;

• stable rates an d terms of coverage;

• rates an d polic y ter ms dep endent not
on t rends affec ting the ins ura nce in­
dust ry as a w hole, bu t on th e actual
loss experience of the in su red ;

• mo re p remiu m dollar ava ilabl e for
losses because of minimal normal in­
surance overh ead ; and
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me thod u sed by H EW to limit expendi­
tures and also h as the pot en tial to expa nd
to ot he r produc t areas .

ew Methods Of Purchas ing For The
Medica id Syst em

In 1978 HEW began to consider using
new purchasing me thods as a way of
reducin g Medi ca id expenditures for eye­
glasses a nd hea ring a ids. While th e
proposal was limited to on ly two items ,
it a lso points the w ay to more extens ive
volume-pur chas ing arrange me nts , or to
ma ximum amounts that government
wo ul d pa y for prod ucts .

HI MA staff, in addition to preparing
for increa sed legisla tive activity on Cap­
ita l Hill , is a lso pa y ing more a tt ention to
policies a nd developmen ts a t HE W th a t
are likely to affec t the marke t. As wit­
nesse d in 1978, th is added attention is
necessa ry beca use of increas ing govern­
ment in itiatives in this area. HI MA mem­
ber com pa nies should begin conside r ing
the steps they could take- bo th in terms
of intern al com pany plan ning and lia ison
with HIMA- to deal with these issues .
For bet ter or worse, govern ment h as it s
eve on health ca re cos t s . And this in­
creasing govern m ent involvement in th e
ma rketp lace demands se rious atte ntion
for all those who pa rticipate in it.

The Workplace
Environment

Ma intain ing a sa fe wo rkplace env iron ­
ment has alw ays been an im po rtant
consideration for ma nufacturers . Wi th
increased govern men t att en tion to work­
place issues , p ri marily gen erated by th e
Occupational Safet y a nd Hea lt h Ad min­
istra tion (OSHA) an d th e E nviron m ental
Protection Agen cy (EPA), 1978 wa s a
pa rt icularly significa nt yea r. Both E PA
and th e Foo d and Drug Adm in istration
pro posed regulat ions to res tri ct an d
control the us e of ethylene oxide (Et O ).
A gas eo us su bst an ce wide ly used in the
me dical device a nd diagn ostic product
in dustry , EtO has unique pr opert ies that
make it a hi ghly desirable a nd effi cacious
s terila nt a pplicable to many mater ial s
(espe cia lly those sen sitive to heat) th at
cannot be st er ilized by other means . Th e
use and availa bility of th is gas h as been
an im port ant factor in development of
low cost, s ingle-use. s te ri le , med ica l items
now in widesprea d use through out th e
healt h ca re syst em .

Und er standably, HIMA has been con­
cerned about and in volved with potent ia l
regu la tion of Et O since EP A firs t a n-
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make it a h igh ly desira ble a nd efficacious
s teri lant ap plicable to many mater ia ls
(especia lly those sensitive to heat ) th a t
cannot be sterilized by other means. Th e
use an d av aila bility of thi s gas h as been
a n im portant fac tor in de ve lopment of
low cost , single-us e . sterile, medica l it ems
now in widespread use throughout th e
hea lth ca re system .

Und erstandably, H IMA has been con ­
cerned about an d involved wit h po tent ial
regula tion of EtO since EPA fir s t a n-
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nounced in 1976 it s in tention to ba n or
restr ict its use. EPA based it s in ten ded
regulation on rep orts that EtO is a
m utagen a nd po ssibly a ca rcin ogen. Since
then, FD A and the Na tional Inst itu te for
Occupat ional Safety and Hea lt h ( IOSH )
have jo ined EPA an d begu n their ow n
stud ies of possi b le lon g-term toxic ef­
fects fro m w ork plac e or treatment-rel at ed
exposur e to Et O. In response to the
evolvin g EtO sit ua tion and oth er po tent ia l
environmen ta l conc erns , H IMA's Execu­
t ive Committee established , in 1976, an
En viro nmen ta l Task Fo rc e to wo rk with
EPA , FD A, and NIOSH to prepare for
th e pe nd ing regulatory proces s.

Thro ughout 1977 HIM A monitored
reg ulatory developments related to Et O.
In add it ion to preparing to respo nd to
go vern ment ac t ions, the Assoc ia tion
under took the ta sk of educating its mem­
bersh ip on regulatory develop ments con­
ce rn ing EtO. Through a rt icles printed in
the HIMA Reporter, a 1977 seminar
ca lled " EtO Update ," a nd , in 1978, publi­
cat ion of HIMA's responses to pro posed
regulat ions , the Associa tion' s w ork in
both a reas - represent ati on and ed uca­
tion -continued to be a high pri ority.

EPA's January 27 , 1978 publ icat ion of
a rebuttable presumption against regis­
tration of Eta began a yea r of HI MA

responses to propos ed E tO regul a tions.
Th e Enviro nmental Task Force was u p­
gra de d to the E nv iro nment a l Iss ues
Coord inating Committee to better utilize
various mem ber res ources . Th e com pre­
hensive 400-page tech nical document ,
that cons ti tut ed HI MA's res po nse to
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The Environmental Task Force was up ­
graded to the E nviro nmental Iss ues
Coord inating Com mittee to better u tilize
various me mber re sou rces. The com pre­
hensi ve 400 -p age tech n ical docu men t,
th at constituted HI MA's respon se to

EPA, w as sub mitted on Ma y 15. EPA ha s
not yet taken fur ther action , but ha s
rece ntl y re leased a "benefits " study
tha t confirms HIMA's posi t ion that EtO
is essent ial to th e U.S . health care sys te m .

In June , FD A published proposed
maxi m um lim its for resi du a l Et O a nd its
major breakdow n prod ucts, e thy lene
chl or ohydrin and et hylene glycol, on
treated pro ducts . Th e pr oposal was con­
fusing, unworkab le, and d istress in g in
its in sufficien cy. HI MA submitte d , on
October 13 an 80-page an alysis of FDA's
proposa l an d su ggested th at it be con­
sidered an advanced notice of a pro posed
rule. In effect, HI MA asked FDA to reject
the proposal an d start again . The Asso­
ciation is aw aiting FDA's nex t action .

Less di rectly rela ted to the medical
de vice and diagnost ic prod uct indust ry
a nd so somewhat less publicized by
HIMA, was OSH A's proposed gener ic
ap p roach to classifying potential carcino­
ge ns. The 1978 proposal may, in fact ,
be the mo st long-reaching of cu rr ent
proposed workpl ace or env ironmental
regulat ions. This regula tion proposes to
es tab lis h classes of chemica ls and
regulat e them by class rather than by
consideration of ind ivid ual su bstan ces .
It is ve ry possib le that if OSHA accept s
th is approach, EPA and FD A will follow.

Beca use of it s poten tial for wide-ranging
effects ove r ma ny industries , the Am er­
ica n Ind ustr ial Heal th Counsel (AIHC)
w as formed to ch allenge OSHA's generic
carcinogen proposal. HI MA joined AIHC
and present ed tes timo ny in July 1978
s upportin g a n alternat ive plan befor e
OS H A's committee. OSHA has not ye t
ta ken further act ion.
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effects over many indu s tries , the Amer­
ican Ind ustri al Health Counsel (AIHC )
was forme d to challenge OSHA' s generic
ca rcinog en proposal. HIMA joi ned AIHC
and presented test imony in July 1978
s upp orting an alt ernat ive plan before
OSH A's com mi tt ee. OSHA has not yet
taken fu rt her acti on.



prop osal would limi t hospit al costs by
placing a ceiling on re venue increases, as
w ell as es tablishin g a m ax im u m figure
for cap it a l exp endit ures . Althou gh the
pr op osal w ou ld most direc tly affe ct
hospital s , its passage would also have
major conseq uences for th e medi cal de ­
vic e and sup plies m arket.

No hospita l cost containment legisla­
ti on has been enacted by Congress, in
large part because of the s ucces sfu l
"Volu ntary Effort" to re d uce cost in­
creases s ponsore d by the American Hos­
pi tal As socia tion , the Am erican Medical
Association, the Federation of Am erican
Hospitals, HI MA, Blue Cros s/Blue
Shield , and others . HI MA support ed
these efforts, with President Hal Buzzell
servi ng on the Nation al St eering Com­
mi ttee . Despite the program's success,
how ever, hospital cost containment is a
hi gh p riority on the Administ rat ion 's
legisl a tive agenda for 1979, and is an
is sue that is likely to reappea r in th e
next Cong res s .

Asse ssment Of Medi cal Tech nology

One of gove rnment's successful co s t con­
trol initia tives this year was es ta blis h ing
a National Center for H ea lth Care Tech­
nolo gy and an advis ory body ca lled th e
Na tional Counci l on Health Care Tech­
nology. Increased in te re s t in tec h no logy
assessment d em ons tra tes th a t gove rn­
me nt has expa nded its sights beyond
present concerns wi th safety and eff icacy
of medical devices , and is beginning to
ask whether benefits resul ting from use
of pa rticular te chnologies are worth
th e cost .

Th e National Cen ter has a bro ad
charter to assess health care technology.
Evalu ation ac tivi ties w ill includ e a look
at th e technical and cost effec tive ness,
s ocial , ethical , and econom ic affe cts of
p arti cul ar m edical tech nologies . The
center is also authori zed to re com mend
to H EW policies for Med icare reimburse­
ment. Th e National Coun ci l on H ea lth
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nology. Increased in te rest in te ch nology
assessment demonstrates that govern­
ment has expanded it s sights beyond
present co nce rns wi th safety a nd eff icacy
of medica l devices , and is beginning to
ask whether be nefits resulting fr om us e
of particular technologies are worth
th e cost.

Th e Nati onal Center has a b roa d
charter to assess hea lth care tech nology.
E valu ation ac tivities w ill in clude a look
at th e technical a nd co st effective ness,
s ocial , ethi ca l, and economic affects of
p articul ar m ed ical tec h nol ogi es. Th e
center is also au thorize d to recommend
to H E W policies for Medicare reimburse­
ment . Th e National Council on Health
Care Tech nology is authorized to develop
"s ta ndards , no rms an d criteri a" con­
ce rn ing use of heal th ca re tech no log ies.

Pl a nning ;" second , the Dep artmen t a t­
tempted to a mend th e Feder al he alth
planning law.

The guidelines , issued in Ma rch 1978,
recommend polici es for developing
Health Sys tem Pl ans . For instanc e, th ey
recom m end usa ge st andards for hospital
bed supply, obstetrica l services , neon a tal
spec ia l ca re units , and radia tion the rapy,
all w it h emphasis on cost contai nm ent .

Amendments to th e Federal heal th
pl anning la w co ncerned St ate heal th
p lanning a pproval for p urchase of
m ajo r medical equip me nt (costing over
$150,000 ) that is to be loca ted outside
of hospitals. The issue re ma ins unre­
so lve d and is likel y to be add ressed in
1979 by Congres s .

End St age Rena l Disease Progr am
Amendmen ts

Motivated by a desir e to kee p program
expe n se s fr om ex pandin g, Con gress in
1978 amen d ed th e en d stage renal disease
program to promot e in creased use of
se lf-dia lys is and kid ney tr ansplantat ion .
Th e amendmen ts also in troduced in­
centive reimburse ment m etho ds to
enco u rage eco nomy in delivery of
services. Alth ou gh it will be some time
before any actual sav ings are kno wn,
these amendments, w ith th eir emphas is
on cost containment , again demon str ate
governmen t 's concern with he alth
care costs .

ational H ealth In sur ance

While there was no s ubstant ive legisl a tive
action on na tional heal th insurance
during the past ye ar , there ha ve been tw o
significant d evelopmen ts.

First , P resident Carter issued a set of
p rin cip les for com p re hensive heal th care
coverage and a plan which wo uld include
aggress ive cost containmen t m easures .
HEW was give n re sponsib ility by the
Pres id ent to develop a "tentat ive p lan"
n n n " t ;nn::ll heal t h in surance, wh ich w ill

on co st containment . again oe m on str a re
governmen t 's concern w ith h ealth
ca re costs .

Nation al H ea lth Insurance

While th ere was no s ubstant ive legislative
action on na t iona l health in surance
during the past year , there have been two
significa nt developments.

Firs t , Presi dent Carter is sued a set of
principles for comprehensive health care
coverage and a plan w hi ch would in clu de
aggressive cost conta inmen t m easures .
HEW was given respons ibi lity by the
President to develop a "tenta tive p lan"
on national health insurance, wh ich w ill
p receed introd uction of a b ill in Congres s
in 1979. Howeve r , with Pres ident Ca rter's
increasing fiscal conservatism, it may be
so m e time before the Administration

(Chair man of the Senate Su bcom mi tt ee
on H ealt h and Scie n tific Researc h )
to gether w ith or ganized labor, developed
a separate proposal. National he al th
in sura nc e w ill be much debated in the
ne xt se ssion of Congress, altho ug h it is
unlike ly that legisl a ti on w ill be enact ed
in 1979.

HEW Regula tions An d Policies

H EW assumed an active rol e in 1978 in
the cost containment arena th rou gh
changes in the Med icare-Me d ica id reim­
bursem en t system . Th is t rend is likely to
in tensify in the future, a s health ca re
cost contai nment m oves more and more
into th e publi c spotligh t. The several
H EW regu la tions an d po lici es wh ich are
p resen te d belo w, h ave importa nc e to the
d evice in dus tr y beyon d th eir im medi ate
impact. They represen t possible cost co n­
trol mechanisms which cou ld expan d into
a national health insurance program .

Th e Low est Ch arge Level Regul at ion For
Durable Medical Equipment An d Cert ain
Laboratory Tes ts

H EW published in July 1978 , a regul a ti on
setting a reim bursemen t fo rm ula fo r
home-u se hospital bed s , w heelcha irs ,
and outpatient diagnos tic la b tes ts based
on th e " low est charge level" a t which
equipment and supplies a re availab le in
a locality. The reg ulation 's net effect is
th at if prices vary a gre at de al for a give n
item or service, th os e with h igh er price
tags w ill not be reim burse d fully and the
Med icare patient w ill ha ve to make up the
difference . The purchaser , over t he long
ru n, m ay attem pt to b uy eq uipment at
low prices w ithout paying pr op er a tt en ­
tion to th e q uali ty of the item . This regu­
la tion m ay expand to cover ad ditional lab
tests and durable m edical eq uipment.

Dollar Amount Reim bur sem ent Limits
Set For CT Scans

on the " low est ch arge level " a t w h ich
equipment and su pp lies are av aila b le in
a locality. The regu lation's net effec t is
that if pric es vary a great deal for a given
it em or service, those with hi gh er price
tags w ill not be rei mbursed fully a nd the
Medicare patient will ha ve to make up the
diffe rence . The purchaser, over the long
run , m ay attempt to b uy eq uipm en t at
low pri ces w itho ut payi ng pr op er a tten ­
ti on to th e quality of th e item . Th is regu­
la tion may expand to cover additional la b
tests and durable medic al eq uipment.

Dollar Amo unt Reimb urs em ent Limits
Set For CT Sca ns

In 1978, HEW also made a policy d ecisi on
to recommend a maximum d ollar amount
which Medicare claim s p rocessors sho u ld
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Issues Report: 1978

Of th e many iss ues the Ass ocia tion dealt
wi th in 1978, four were parti cularly s ig­
nifican t , each for a di fferen t reas on .
Implementation of the Medical Device
Amendments continued to be a major
concern ; the threat of more gov ern me nt
cont rol of th e health ca re marketp lace
incr eased in sc ope and activity ; govern­
me nt attention to wo rkplace safety in­
d ica ted possib le restrictions on many
sub stances used in manufact ur ing proc­
esses ; afte r two year s of in ten se ac tivity,
th e Association's efforts to a lleviate th e
prod uc t liabi lit y insu ran ce dil emma cul­
mi nated in formation of a captiv e in su r­
ance com pany. The next four pages pro­
vid e a mor e detailed look at these topics.

The Amendments
Continuing implementation of the 1976
Medica l Device Ame nd ments , FDA pro­
posed five new regulations and finalized
six others . In th e two years since the
Amendments w ere enacted, FDA ha s
proposed a to ta l of 20 regulations direct­
ly affecting dev ices , 8 of w hich are now
in fin al form .

Good Manufacturing Practi ce (GMP )
reg ulation s for med ical devices and
diag nostic products stood out as th e
most sign ific ant re gu lation implemented
by FD A in 1978. The short-term effe cts
of thi s regu la t ion a re potentia lly grea t;
future effects may cha nge th e sha pe of
th e in dustry. Th e reg ulations, consis t ing
of manufacturer req uiremen ts and guide­
lines for design , implementati on , and
mo nitor ing of comprehensive quality
as surance programs are tailored to
specific ma nufactur ing need s for each
device. Th ey became effect ive on Decem­
ber 18, 1978, following mo re than th ree
years of d evelo pment . During th os e th ree
year s, H IMA con tinuously mo n ito re d
FDA 's progress a nd provided su bstan t ia l
in put at key poin ts in th e regu lations '
develop ment . As a re su lt , the final regu ­
lati on w as a considera ble im prove-
me nt over previous drafts and , in
fac t, contained many of HI MA's
proposed changes.

With complet ion of th is pivitol ru le,
regulatory concerns now shift for the
firs t ti me fro m th eoret ica l concepts to
coping with ac tual problems of enforce­
m en t and co mplia nce. Ma ny quest ions
still rem ain regarding spe cific GM P

14

VV rtn co m pleti on or lOIS pIV!t O] r u le ,

regulatory concerns now shift for the
firs t time fro m th eo reti cal conc epts to
coping with ac tual pro blems of enforce­
me nt and co mplia nce. Many question s
s t ill remain regarding specific GM P
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compliance issues. And these questions
may no t be answered until FDA begins
en forcing the regulation in 1979. Th e
status of many produc ts which m ay be
con sidered as "critical" de vices , and
the refore subjec t to more stringen t regu­
la t ion , is st ill uncertain . Converse ly, the
lis t of general products that may be
exempted from GMP requirements is
neither final nor all incl usi ve.

Unresolve d que stions concerning
specifics of compliance with G MP reg ula ­
tion s an d other proposals tha t become
final will ch aracterize 1979 as a year of
tra nsition . Thi s w ill occ ur as FDA's en ­
forcement arm a nd m anufacturers learn
to deal w ith demand ing new requ ire­
ments a nd as sure ad equ ate and reason ­
able compliance.

Th e most s ign ifican t regulations
currently in proposed form , that will
prob ably be fina lized du ring 1979, deal
with FDA supervision of product develop­
ment. Under a uthority of a series of
proposed bioresearch regulations , (i .e.,
Invest igationa l Device Exemptio ns,
Clinical In vest igations - Ob ligat ions of
Sponsors and Mo nitors , Standards for
Institution al Review Boa rd s for Clinical
Investiga tions , a nd Obliga tions of
Clin ical Investigators of Regu la ted
Ar ticl es ). FDA would au gment it s Bio­
research Monitoring Program by revie w­
in g and certifying preclin ical a nd clinica l
research data . FDA's p r im ary interest in
regula ting product re search investiga­
tions is to assure validity and re liability
of data that it rece ive s from manufactur­
ers. Da ta com piled for sub mission to
FDA in support of research or m arketing
permits will have to be ob ta in ed ac co rd­
ing to requirem ents of th e propos ed reg­
ul ations . Fai lu re to do so could result in
disq ualifica tion of th e study or the
entire applica tion .

So far, FDA's b ioresearch propos als
cover well over 100 pages of Fed eral
Register ma terial. HI MA spen t a con­
siderable amou nt of tim e analyz ing these
prop osals in 1978. Th e Association has
already sub mi tted m ore than 60 pag es of
com men ts to FD A a nd h as test ified at
two public hearings. Th e thrust of this
co m me nt ary has been to se ek clarifica­
tion and better explanation of th e ru le­
making la nguage and to urge FDA to
regul at e through less rest rict ive , no n­
mandatory guide lines .

Th e potent ial sig n ific a nce of these
proposals can not be overem phasized
since, as cur rently written , th ey govern
virtually an y study cond ucted on a medi­
cal device prior to its bein g approved for
the use under st udy . Wh en combined
wit h the post-ma rketi ng a uth or ity of the

m aking la nguage ana to urge r-V A to
regul at e th ro ugh less rest ric t ive , non ­
m andatory guidelines .

Th e pote nt ial s ign ificance of these
prop osals cannot be ove rem phasized
since, as currently written , they govern
virt ua lly an y study conducted on a medi­
cal device prior to its bein g approved for
the use under s tudy. Wh en combined
with the post-ma rketin g a uthor ity of the

GMP 's , FDA w ill be ab le to exe rc ise
stringent regulatory contro l over a
product -from inception th rou gh it s
useful life .

Th e pa st four years of comment and
work with FDA has been un derta ken w ith
that control in mind . For it is on ly
through open, clear lines of communic a­
tion and un de rstan di ng that fair and
effect ive reg ulations h ave been and
will be developed.

The Market Place
One of th e most notabl e re gul at ory trends
of 1978 was govern me n t' s increased
a ttent ion to health ca re cos ts and , in
particular , possib le me tho ds to reduce
the ra te a t which costs are increasing .
Some prop osals , su ch as th e Admin istra­
tion 's hospital cost containment pro posa l,
we re broad based . Others, such as the
Me dicare-Me dicaid "lowest charge level
regu lation for medical eq uipment, s up­
plies, an d services " we re directed at
specific me dica l te chnology and product s .
In 1979 , a nd beyond , we will continue to
see government initiatives affect the
market for med ical devices and diagnost ic
p ro ducts. The following is a rev iew of
the various 1978 governmen t in it iatives ,
some enacted and others proposed ,
w hich in some ma n ner affect or will
affect the marketp lace .

Hospital Cost Containment

When Pr es ident Carter too k office two­
years-ago , he pledged to devise a means
for hosp ital cost control. Th e resu lt in g

a tt ect the marketpl ac e .

Ho spital Cos t Con tainmen t

When Pr esident Ca rt er took office two­
yea rs-ago. he pledged to devise a means
for hospital cost cont ro l. The re su lt ing
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Sections

standards
Functioning primariiy asa coordinating cocv In1978, HiMA'sStandards

Sect ion, chairedby John Gaiiagher (PhysiCO·Control cortorauoru repre­
sented HIMA among a number of private and Federai organizations and
standardsefforts.

Throughout the year, sect ion membersmonitored regulatory crass­
f icat ionof medical devices and in Vitro diagnostic products by expert
FDA panels. They werealso active in nominating new industry representa­
tives to serve on a number Of these panels and monitoring FDA reo
organization of classificat ion panels to assure cont inuity of Industry
representation. Inaddition, section members organ ized presentations
before several panels to rebut proposalsthat would have movedcardiac
defibrillatorsand hemodialysis equipment f rom performance standards
to prernarket approval.

in mid 1978, FDAproposed regulations for procedures requiredto
identify and developmandatory performance standards. The Standards
Steering Committee actively participated in the review and comment
processon thisproposal.

Steering Committee member Robert Flink (Medtronic, Inc.)provided
the section with f requent reportsonact ivit ies of Working Group620
of the InternationalElect rotechnical Commission (lEO. preparat ionswere
begun by thesect ion in 1978 to assist in organizinga 1979 international
meetingof the IEC medical device interests to beheld inwashington,
D.C. As in past years, HIMA maintained its roleasinternational secretariat
for IEC620.

FOllowing a well-established precedent,section members participated
involuntary standardsorganizat ionsact ivit iesconcerned with medical
devices and diagnostic products Frank samuel (former HIMA VicePreSi­
dent and General Counsel) served through September as the HIMA rep­
resentat ive on the ExecutiveCommittee of the Medical DeviceStandards
Management Board of the American NationalStandards Inst it ute This
linkwith ANS/ providedanadvocate to oppose proposed government
reqcirements that would have reduced effectiveness of voluntary
standardsorganizations.

The Section cont inued its representation on the American Society for
Test ingand Materials F.4 Commit tee on medical inst ruments and
signif icantly expanded its involvement Wi th the National committee for
Cl inical Laboratory Standards (NCCl S). Representationasadministrative
secretariat wasalso maintained for the ANSI luer taper standard 270.1
and the MD 10S Committee.

AS the Section prepares for 1979, it hopes to strengthent ies with
voluntary standardsorganizations by f irst surveying the existing levelOf
indust ry inVOlvementinsuch groups and then designingmore formal
liaisonarrangements With the most signif icant organizat ions
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dent and General Counsel)served through September as the HIMA rep­
resentat ive onthe Execut ive Committee of the Medical DeviceStandards
ManagementBoard of the American National Standards Inst it ute. This
linkwith ANSI providedan advocate to oppose proposed government
reqarements that would have reducedeffectiveness of voluntary
standardsorganizat ions.

The section continued its representationon the American Society for
Test ing and MaterialsF.4Committee onmedical instruments and
significantly expanded its involvement With the Nat ional Committee for
Clinical laboratory Standards (N CCl S). Representation asadministrative
secretariat was a/so maintained for the ANSI luertaper standard 2701
and the MD10SCommittee

AS the Section prepares for 1979, it hopes to strengthen t ies With
voluntary standards organizations by first surveying the existing levelOf
indust ry involvement insuchgroups and then designingmore formal
liaisonarrangements With the most significant organizat ions
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Sections

Public and Professional Relations
The Public andProfessional Relations Section Steering committee,

chaired by John Morran (Akron catheter, Ino met throughout 1978 to
helpthe Association and its memberseffectively deal with emerging
issues. Amajor accomplishment this yearwasthe more precise delinea­
tion of the Section's purpose within the Association and creationof an
organizational structure to reflect this Recognizing that, unlike the
other functional units of HIMA, the Public andProfessional Relations
section mostly provides Association support services, the steeringCom­
mittee divided its activities into three areas of responsiblity-Communi­
cationssupport, Meeting Support, andsection andTask Force support

Communications support isconcerned with HIMA's member communi­
cationsactivities and provides input to the HIMA Reporter, AnnualReport,
andHIMA Report Series. Section membersworked closely with HIMA staff
in planning andaccomplishing the initial design and layout for this
AnnualReport In1979, the Communications Support Group will con­
centrate on revising andexpanding the HiMA Public Relations Guidebook
(HIMA Report No. 77-81

Meeting Support activities are concerned With planning andarrange­
ments for HIMA's Fall Meeting sectionmembersserved on the 1978
Fall Meeting Planning Committee,andcontributed to the promotion and
press relations aspects of the meeting As a result, the meeting received
wider andmore comprehensive press coverage than anyother HIMA
Fall Meeting to date. In1979, this group will also assist HIMA staff and
membersto plan andpromote other meetingsandeducational seminars.

section andTask Force supportactivities have the broadestmandate
Through this group, the section monitored activities of other HIMA
sections andcommittees to assure properutilization of public and pro­
fessional relationsopportunities

The general 1979 focus of the Section will be to build on this new
organization and recruit new membersto become actively involved in
expanding Section activities.

Inpromoting good public relations, the Public & Professional Relations
Section was involved with the planning aspects of the 1978 Fall Meeting
This yearly; top managementmeeting focuses on the latest national
developments applicable to US industryandspecifically; HIMA members.
Above, HIMA Chairman John saom stresses a point with National colum­
nist Joseph Kraft, shortly following his remarks opening 1978's meeting.
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Stuart Edgerly, Board Liaison
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Robert Biel
Cordis Dow Corp

Allen Fisch
American sterilizer company

tothar cumbertcn
Metropolitan Wire Corporation

John Morran, Chairman
Akron Catheter, Inc



Sections

Medical and Scientific
The Medical and scient if ic sect ion, chaired by JOhn L.warters. MD.

(Becton Dickinson and Company), cont inued to aid HIMAmembers in 1978
wit h projects in t he areasof education, product safety, and comments
on proposed regulations

The Section sponsored a national meeting on "Getting New r rocucts
to the Market" to assist memberswith the transit ional penoo,asproduct
development and innovation gradually come under FDAregulat ions In
addit ion to the proceedings f rom this meet ing, the Sect ion published
Guideline f or Evaluat ing the safety of Materials Used in Medical Devices
(HIMAReport NO. 78-7),

The Devices Division, directed by Francis J Meyer, PhD. (Ext racorporeal
Medical Specialt ies, me), madesignif icant contributions to HIMA's com­
ments on proposed ethylene oxide regulation The Section alsosub­
mitted comments to FDA on regulatory proposals relat ing to device
clinical studies and investigational device exempt ions In other areas, the
division made progress in the third phaseof part iculate matter st udies
and the Postmarket Surveillance Commit t ee draf ted addit ional qUide­
lines for product safety and handling

The Section'S Diagnost ic Division, directed by Royce Haynes, PhD.
(Harleco Division,American Hospital Supply corporauom and later by Joan
Kurjian IEthicon, me. Johnson & Johnson), continued its ongoing projects
including interpret ing requlatorv requirements, conducting product
stability studies, and gathering anddist ribut ingproduct development
informat ion

An attent ive audience hears a presentat ion in a device workshopduring
t he Medical &Scienti f ic Section's seminar on ge t ing new products to

Steering committee

Francis J.Meyer, Ph.D., Chairman
Devices DiVision
Ext racorporeal MedicalSpecialt ies

Joan xurjtan, Chairman
Diagnost icsDivision
t tmcon
JOhnSOn & Johnson

Robert M. Collins, Board Liaison
cooeLaboratories, Inc.

Jesus M. Botero, M.D.
Ames Company Division
Miles Laboratories, Inc.

Geoffrey H.Lord, DVM, Ph.D.
Johnson & Johnson

W. Arthur staub, M.D.
e. R. Bard, Inc.

B. L. Valentine, Ph.D.
Sherwood Medical

Devices Division Committees

Francis J. Meyer, Ph.D.,Chairman
Devices Division
Ext racorporeal Medical Specialt ies

ActiVities Coordinating Committee
Francis J. Meyer, Ph.D.,Chairman
Ext racorporeal Medical Specialties

Postmarket Surveillance Committee
Ed Holmes, M.D.,Chairman
Mallinckrodt, Inc.

Premarket Testing Committee
John Paul Jones, M.D.,Chairman
Et hicon
Johnson & Johnson

Product Development committee
Edmund spaeth, Ph.D., Chairman
American Hospital Supply Corporat ion

special Activities Committee
Francis J. Meyer, Ph.D., Chairman
Extracorporeal Medical Specialt ies
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Johnson & Johnson
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Edmund Spaeth, Ph.D.,Chairman
American Hospital SupplyCorporat ion
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Extracorporeal Medical Specialt ies
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Joan xurtjtan, Chairman
Diagnost ics Division
Ethicon
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John L. Watters, M.D.,
Chairman
Becton DiCkinson and
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Sections

Division A Committees

Education Committee
John Thirion , Chairman
Air Products andChemicals

Packaging and Labeling Committee
Rosanne savol, Chairman
AmesCompany DiVision
Miles Laboratories, Inc.

Metrication Committee
Henry E. Stevens, Chairman
Becton Dickinson & Company

Engineering Committee
walter S. Hennig , Chairman
Unit ed StatesSurgical Corporation

Distribution Committee

Division CCommittees

Ster ilization
Anthony N. Parisi, Ph.D., Chairman
Pharmaseal Division
American Hospital Supply Corporat ion

Biological Support Committee
Robert F. Morrissey, Ph.D., Chairman
.ornson & Johnson

Gordon C. Edwards, Ph.D.
Chairman
Dade Division
AmericanHospital Supply Corporat ion

Robert J. Gaut hier, Ph.D.
Vice Chairman, Division C
Abbott Laboratories

Jon Swanson
Vice Chairman, Division B
Cardiac Pacemakers, Inc.

ouality Assurance Committee
Donald L. powell, Chairman
Wil liam Harvey Division
C R. Bard, Inc.

Manufacturing Committee
Alfred Gelberg, Chairman
Becton Dickinson & Company

John K.Whitney, Board Liaison
cavmar Industries, Inc. Division B Committees

Steering Committee

Howard W. Wilcox
ViceChairman, Division A
3M Company

Alfred Gelberg
Becton Dickinson andCompany

Frank Halleck, Ph.D.
American Sterilizer Company

Walter S. Hennig
united States Surgical
corporat ion

Albert E. Jarvis, Ph.D.
Cordis Dow Corp

Robert F. Morrissey, Ph.D.
Johnson & Johnson

Anthony N. Parisi, Ph.D.
Pharmaseal Division
American Hospital Supply
Corporat ion

Donald L. Powell
William Harvey Division
C R. Bard, Inc.

Rosanne savol
Ames Company Division
Miles Laboratories, Inc.

Henry E. stevens
Becton Dickinson and Company

John Thirion
Air Products and Chemicals

Manufacturing Engineering and
oualltv Assurance

The Manufacturing, Engineeringand Quality Assurance (ME&QAl Sect ion,
chaired by Dr. Gordon EdwardS(Dade Division, American Hospit al Supply
corporation),observed another year of cont inued growth and accom­
plishment The Section produced numerous technical reports, sponsored
several educat ional seminars for HIMAmembers, and presented a suc­
cessful f irst annual Section meet ing. Building on work f rom previous
years, t he Section's nine commit tees and thirt een task forcessuccess­
fully met the challenges and needsposed by current or ant icipated
FDA regulat ions over 190 technical personnel f rom more than 90HIMA
member companiescont ributed to the areasof goodmanufacturing
practice regulat ions, proposed regulations for restr icting use of ethylene
oxide, f ut ure requirements for sterile products, pyrogen test ingof
medical products, metrication, and facility design for manufacturing

ThroughHIMA's role assecretariat t o the AmericanNational Metric
Council, t he Met ricat ion Committee provided leadership in writ ingand
publishing a metr ic conversion plan for the medical device indust ry

Of major importance was publicat ion of f ive sterilization monographs
under the auspicesof the Biological Division.Thesemonographs covered
specif ic met hodologies and systemat ized technical sterilization lntorrna­
non. Addit ional publications included a guideline for pyrogen testing, a
microbiological contalnment bibliography, and two facilitiesdesignbooks.
The Quality Assurance Committee concentrated its efforts on FDA's now
f inal GOOd Manufacturing Practice Regulation andwassuccessful In
inf luencing decisions to have a f lexible "What" rather than "how" regu­
lat ion,and favorably Changing more than 50 percent of the language
in t ile f inal order. ASpart of HIMA's overall response to GMP's during
1978, 12GMPworkshops covering crit ical and noncnncal devices were
held in eight different cit ies in the u.S. These workshops,attended by
almost 400 persons from 169 HIMAmember companies, providedline
personnel with opportunit ies to learn about compliance with GMPre­
quirements. The Educat ion Commit tee initiated meetings with FDAto
provide technical education to FDA invest igators on medical device
manufacturing processes

Key economic issues dealt with by the Sect ion in 1978 were proposed
Eta regulat ions and pyrogen test ing The Section responded to two major
proposed regulat ions for r to. the Environmental Protect ion Agency's
proposal to ban or restrict use of the sterilizing gas,and FDA's proposal
to impose maximum residue limits for medical devices. pyrogen test ing
efforts were directed at simplifYing and clarify ing means Of using the
Iimulus ambeocyte lysate (LAU test in place of the more expensive rabbit
test During1978, the ME&QASect ionsponsored three educational sem­
inars- two on product sterilization (Eta and Radiat iOn), and a detailed
workshop covering all aspects of the Sect ion's programs The attendance
at these meetingswaswellover 800industry engineers,quality assurance
personnel, top management offic ials, archit ects, at t orneys, and ot her
representat ivesf rom member companies

Much of theSection's f uture activity will cont inue to revolvearound
GMPdevelopment , especially for sterile devices. However, efforts will
also be directed at Eta residual measurement, packaging, labeling,dis­
tribut ion, plant environment , facility design, met ricat ion, and plant
safety 1979 plans includeliaison With United States Pharmacopeia for a
proposal to develop, review, and recommend possble methods of vali­
dat ing microbiological test methods. Finalizat ion and publicat ion of
addit ional t echnical reports will be an ongOing section act ivity
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GMP development , especially for sterile devices. However, efforts will
also be directed at Eta residual measurement, packaging, labeling, dis­
tri bution, plant environment , facility design, met ricat ion, and plant
safety 1979 plans include liaison With Unit ed States Pharmacopeia for a
proposal to develop,review, and recommend possible methods of vali­
dating rrncrcmoloqicai test methods. Finalizat ion andpublicat ion of
addit ional technical reports will be an ongOing sect ion activity

Henry E.stevens
Becton Dickinson and Company

John Thirion
Air Products andChemicals
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Sections

Donald R. Stone, Chairman
Medtronic,Inc

committees

New Activities Committee
James V{.Hulse
Becton Dickinsonand company

Education Commi t t ee
Gary Lyons, Chairman
3Mcompany

teqtstatton Committee
Richard D. Manthei
American Hospital Supply
Corporation

Product RegUlation Division

Michael F. Cole, Chairman
JOhnSOn & JOhnSOn

Barbara Black, Vice Chairman
Syva Company

Task Force Chairmen:
Restricted Device:
Mayna rd Youngs
Baxter Travenol Laboratories, Inc.
GMP:
Jeffrey L. Dow
Roche Medical Electronics, Inc
Premarket Approval:
Warren Whyte
Abbott Laboratories
Compliance:
Stanley N. Garber
SherwoodMedical
510 (k):
Richard A. Flink
C R. Bard, Inc- _. -- _.- --
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Steering committee
G. Marshall Abbey, Vice Chai rman
Baxter t ravenol Laboratories, Inc

John E. Robson, Board Liaison
G. D. Searle & Company

Barbara Black
Syva company

Ronald J. Cianc io
EMI Medical, Inc

Michael F. Cole
Johnson & Johnson

Jeffrey L. Dow
Roche Medical -Electronics, Inc

John Engelmann
MilesLaboratories, Inc

Richard A. Flink
C R. Bard, Inc.

stanley N. Garber
Sherwood Medical

Steven Goldfarb
G. D. Searle & Company

James W. Hulse
Becton Dickinson and Company

John KUChta
Zimmer' USA, Inc.

Gary Lyons
3M company

Richard D. Manthei
American Hospital Supply Corporat ion
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C R. Bard, Inc.

stanley N. Garber
SherwoodMedical

Steven Goldfarb
G. D. Searle & Company

James W. Hulse
Becton Dickinson and Company
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Zimmer' USA, Inc.

Gary Lyons
3Mcompany

Richard D. Manthei
American Hospital Supply Corporat ion

Robert Moliter
General Electric Company
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Legal and Regulatory
TheLegal and Regulatory Section, chaired by Donald R. Stone (Med·

trontc, mc.i continued its involvement with FDA's implementat ion of the
Medical DeviceAmendments during1978. TheSection alsovigorously
pursuedexpansion into related and new areas Of importance t o
HIMAmembers

Representatives of the Legal and Regulatory Sect ion part icipated in
preparingandsubmit t ingcomments to FDAon all regulations proposed
during 1978 that af fect the medical deviceanddiagnost ic product in­
dustry.Among theSignif icant comments developed were thosecon­
cern ing Invest igational deviceexemptions, exemption and variance
pet it ions from gOOd manufacturingpracticeregulat ions, the f inal GMP's
themselves, Freedom Of Information regulat ions,bioresearch monitoring
regulations, and proposed maximum residual limits for ethyleneoxide.
The Section also worked on commentssubmitted to other Federal
agencies Most significant of these wasan extensive rebutta l of the
Environmental ProtectionAgency's presumption against regist rat ion of
ethylene oxide. Comments were alsosubmit ted to HEWon important
Medicare/Medicaid proposals.

The sectioncontinued to involve itself signif icantly in non-FDA Federal
activities This involvementwasevenmore extensive than in 1977, and
inCluded Sect ion participat ion in matters concerninghospital cost con­
tainment , health planning amendments, tecnnoiocv assessment , Clinical
Laboratories Improvement ACt. nat ional health insurance, andend stage
renal disease program reform.

The Section also continued its outstanding educationalprograms for
membersOft he medical device and diagnostic product community. In
addit ion to Section meetings andbrief ings, a unique two-cayseminar for
medical device lawyerswasheld in LOsAngeles and Boston Also, two
one-daybriefing sessions were held inWashington, providingat tendees
with an opportunity to quest ion keyFDAand industry personnel concern­
ing GMP implementation and compliance and device research regulations

1979 promises to be even more active than 1978 for Legal and Regu·
latory Section programs Act ivitieswill emphasizenew regulatory
proposals, FDAcompliance, Agency andCongressional test imony,
economic andenvironmental concerns, and new educational programs.

addition to Section meetings and briefings, a unique two-cav seminar for
medical device lawyerswas held in Los Angelesand Boston Also, two
one-daybriefingsessions were held in washington, providing attendees
with an opportunity to quest ion key FDA and indust ry personnel concern­
ingGMP implementationandcompliance anddeviceresearch regulations

1979 promises to beeven more active than 1978 for Legal and Regu·
latorv Sect ion programs Activities will emphasize newregulatory
proposals, FDA compliance, Agencyandconcresslonai testimony,
economic and environmental concerns, and new educat ional programs.



special Committees

Cost Containment
under the directionof this committee, chaired by Frank Ehmann

(American Hospital Supply Corporation), the Association wassuccessful
in its programto avoid mandatory controls to contain hospital costs

Inanticipationof possible mandatedhospital cost containment, the
Association becamean active participant in the voluntary Effort HIMA's
President, Hal Buzzell, wasselected as industryrepresentative on the
National steeringCommittee (the voluntary Effort's directive body)

This program, as it enters its second year, issuccessfully meeting
the challenge with 1978's increase in hospital expenditures having
dropped by over three percentage points.

During 1979, the Association will continueto participate in a voluntary
program, in order to once again discourage mandatory legislation­
expected onceagain to be a legislative priority of the Administration.

Frank A. Ehmann, Chairman
American Hospital Supply Corporation

Robert A. Hagglund
EMI Medical Inc.

W. August Hillenbrand
Hill-Rom Company, Inc.

vernon R.Loucks. Jr.
BaxterTravenol Laboratories, Inc.

Robert H. McCaffrey
C R. Bard, Inc.

Walter L. Robb
General Electric Company

John E. Robson
G. D. Searle & Company

Dimitri v. d'Arbeloff
Millipore Corporation

Henry E. Fish
American sterilizer Company

Richard S.Grimm
recrrucareCorporation

Harold o. Buzzell
HIMA

Paul Creager
wamertambert Company
Hospital Products Division

William F. aannaus
Beckman Instruments, Inc.

Robert L.Beechner
Dart Industries
Health Care Sector

G.Briggs Phillips, Ph.D.,Chairman
HIMAEnvironmental Issues

Chaired by Dr. Briggs Phillips (HIMA), the Environmental Issues Coordi­
nating Committee directed activities of the Ethylene Oxide lEta) Residual
Task Force of the Medical andScientific Section, chaired byShirely Ander­
son IHW Anderson Products, InC! and the Legal andRegulatory task
force on ethyleneOXide, chaired by Michael Cole (Johnson & .onnsorn

Following the Environmental Protection Agency's IEPA) initial action
againstEtO in January, 1978, the Coordinating Committee andstaff
prepared a comprehensive, 400 page compilation of information
which supports EtO's continued use asa steruant. The Coordinating
Committee wasalso active in responding to the Food andDrug Ad­
ministration's proposed regulation to severely restrict residual limits of
Eta on devices, drugs, cosmetics, andother products In late October,
HIMA filed a detaileddocumentdisputing this proposed action

Working with the American Industrial Health Council, HIMA provided
both written comments andoral testimony requesting the Occupational
safety andHealth Administration IOSHA) to withdraw its proposal to
regulatesuspected carcinogens by generic category.

HIMA defended the continued use of chlorofluorocarbons by the med­
icaldevice industry EPA's action on CFCs isstill pending. under the
auspices of the Environmental Issues Coordinating Committee,a
potential problemfor manufacturerswho use raw cotton wasavoided.
The final cotton dust regulation by OSHA provided an exemption for
medical grade, washed andbleached cotton as requested by HIMA.

Ronald Abrahams, Ph.D.
American Hospital Supply Corporation

Robert J. Gauthier, Ph.D.
Abbott Laboratories

Roger Ginger, Ph.D.
The Kendall Company
Research center

Frank Halleck, Ph.D.
American Sterilizer Company

George E. Heinze
Jonnson & Johnson

Jack Horman
Baxterrravenoi Laboratories, Inc.

Raymond Murphy
BaxterTravenol Laboratories, Inc.

Robert L.valentine, Ph.D.
Sherwood Medical

John L.watters, M.D.
Becton Dickinson and Company

Long-Range Planning
The Long-Range Planning Committee,chaired by W J Howe !Becton

Dickinson andCompany), compiled in onecomprehensive document, a
chronicle of each HIMA section, including major accomplishments since
the Association's inception in November 1974.

The Committee, formed by the Board of Directors at the 1978 Annual
Meeting, also obtainedfrom each section an outlook for future activ­
ities in order to structure Association plans to more readilyidentify
andcopewith member needs. The Committee wascomprised of nine
HIMA directors.
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Committees

Membership Committee
Directed by Thomas Tierney (The Kendall Company), the HIMAMember·

ship Committee successfully recruited 40 new members in 1978 The
newmembersmanufacturedevices anddiagnostic procucts of all
types, and thecompaniesvary in sizeaswell as in geographic location.

Most significant in 1978 wasaddit ion of several manufacturersof
sophisticated diagnostic imaging and inst rumentat ion products These
new members provide HIMAwith a stronger andbroader membership
base, therefore increasing the Associat ion's overall effect iveness.

Thomas E. Tierney, Chairman
The Kendall company

George E. Blowers
welch Allyn, Inc.

Dimitr i V. d'Arbeloff
MilliporeCorporat ion

J. Morgan
Zimmer . USA, Inc.

Charles v.Owens, Jr.
MilesLaboratories, Inc.

Nominating Committee
The Nominat ing Committee, chaired by Lewis tenr (3MCompany), met

several t imes throughout the year to nominate candidates f rom the
Official Representat ivesof act ive members to serve on HIMA's Board
Of Directors. The Committee also prepareda slate of nominees for
elected officers (Chairman, cnanmanaect. Treasuren for 1979, giving
specal considerat ion to candidates whowould assure adequate and
fair membership representation.

Lewis W. tenr. Chairman
3M Company

RobertA. Elliott
Shiley Inc.

W.J. Howe
Becton Dickinson andcompany

J. Morgan
Zimmer ' USA, Inc.

Richard N.sams
sarns Inc.

RobertA. scnoennorn
Abbott Laboratories

Sales and Educational Training Committee
Under the guidanceof the Sales andEducat ional Training Committee ,

chaired by John Hughes(Kendall Company), over 400 dealer sales persons
received pracnce-onentec t raining in 5dif ferent us. locat ions throughout
the year.

speca l highlightsof 1978 includeda seminar devoted exclusively to
operating room salespersons, sponsored in conjunct ion With the Associa­
t ion of operat ing Room Nurses. The Commit tee devoted a substant ial
part Of t he year to developingan effect ive 1979 sales tr aining program.
Included in 1979'Splans are the following seminars:
March17 Charlotte, North Carolina
March 24 Minneapolis, Minnesota
March 31 LOSAngeles, California (home health care market:
August 5·10 Blue Mt Lake, New York
October 19·20 Columbus, Ohio(speCialty salest raining)
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Sales and Educational Training Committee
Under t he guidance of the Salesand Educational Train ingCommittee,

chaired by John Hughes (Kendall Company), over 400 dealer salespersons
received pracuce-ortentec t raining in 5dif ferent us. locat ions throughout
the year.

Special highlights of 1978 InCluded a seminar devoted exclusively to
operating room salespersons, sponsored in conjunct ion With the Assooa­
t ionof operat ing Room Nurses. The Committee devoteda substant ial
part of t heyear to developingan effect ive 1979salestr ain ingprogram.
Included in 1979'S plansare the fOllowing seminars
March 17 Charlotte , North Carolina
March 24 Minneapolis, Minnesota
March 31 LOSAngeles, California (home health care market)
August 5-10 Blue Mt Lake, New York
October 19·20 Columbus, Ohio(specialty salestraining)

John Hughes, Chairman
The Kendall Company

John Hughes, Chairman
The Kendall Company

Allen pearson, Vice Chairman
vernitron Medical r rccacts

George Blowers, Board Liaison
welchAllyn, Inc.

DonKit zmiller
Midmark Medical

Tom Langer
The Burdick Corporation

Russ Pennavaria
Puritan·Bennett corporation

Thomas Reider
Jewett Refrigerator Company



Committees

Annual Meeting Committee
The Annual Meeting Committee, chaired in 1978 by Dee d'Arbeloff

(Millipore Corporation), assisted in planning business, educational, social
and recreational aspects of the fifth HIMA Annual Meeting, scheduled
for February 10·14 at the Boca Raton HotelandClub, Boca Raton, Florida.

Indeveloping details for the 1978 meeting, the Committee followed
the popular format of previous years; concurrentearly-bird breakfast
sessions focusing on specifictopics of industryconcern andgeneral
sessions with nationallyprominent featured speakers addressing broader
issues. As in past years, the social and recreational programwasplanned
to complement the business and educational aspects of the meeting

The Fourth HIMA Annual Meeting, heldFebruary 12-15 at the Cerromar
Beach Hotel, PuertoRico, wasattended by over 600 senior executives
from member companies and their spouses.

Dimitri V. d'Arbeloff, Chairman
Millipore Corporation

Robert Beechner
Dart Industries
Health Care Sector

Gerald Bell
Lumex Inc

George Blowers
welch Allyn, Inc

Con Sterling
The west Company

Robert Tucker
R. P Scherer corporation

Conventions & EXhibits Committee
The conventions & EXhibits Committee, chaired in 1978 byArthur H.

Murphey (Simmons Company, Hausted), continued to work with
numerous nationalhospital, medical specialty, andprofessional organiza­
tions The Committee'swork helped keep members Informed of
current meeting information and developments regarding nationaland
international exnibits.

Robert L. Beechner, Board Liaison
Dart Industries
Health Care sector

Robert T. Osterlund
JOhnson & Johnson
Patient Care Division

Credit Committee

Frank Reesby
American sterilizer company

Robert B. Sullivan
parke, Davis & Company

H. J. (Bud) Witt
The Kendall company

Arthur H. Murphey, Chairman
Simmons
Hausted

Exploring methodsto make the presentcredit-reporting system more
effective andapplicable to member companies' financial personnel was
the predominanteffort of 1978's CreditCommittee. The Committee
met monthly to analyze dealerinformation submitted by member
companies and prepared over 750 CreditExperience Exchange Reports
The Committee also sponsored its Annual CreditManager's Workshop in
september InNew York City Topical Items for this year'ssession included
financial trends in the medical supply dealercommunity, creditor's rights
andbankruptcy, andcurrent foreign credit andaccount information.

Bob weeks (Ethicon, InC) served asChairman of this year's Committee.
The first member company representative to serve the CreditCom­
mittee in this capacity, he replaced Frank Samuel, formerly HIMA's Vice
President andGeneral Counsel.

Robert L.Weeks, Chairman
Johnson & Johnson
Ethicon

William A. saum, Jr.
W A. Baum Company, Inc

E. Douglas Bergen
Becton Dickinson andCompany
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Dimitri V. d'Arbeloff
Millipore corporat ion

Vernon R. Loucks, Jr.
Baxter Travenol Laboratories,
Inc

Vernon R. Loucks, Jr.
Baxter Travenol Laboratories,
Inc

Theodore W. Eckels
Howmedica, Inc

Robert H. McCaffrey
C R. Bard, Inc

Robert H. McCaffrey
C R. Bard, Inc

Counsel
Covington & Burling
Washington, D.C

stuart Edgerly
CordisDow Corp

William D. McGrath
svbron corporat ion
Medical Products Division

William D. McGrath
svbron corporat ion
Medical Products Division

Accountant
Simon Akst, CPA
New York,New York

Frank A. Ehmann
American Hospital Supply
Corporation

J. Morgan
Zimmer · USA, Inc

J. Morgan
Zimmer · USA, Inc



HIMA Board of Directors
Executive and Finance
Committees

DonaldJamesBentley
Bentley Laboratories, Inc.
Execut ive Committee

Robert A. Elliott
Shiley Inc.
Finance Committee

Charles V.Owens, Jr.
Miles Laboratories, Inc.
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Charles V.Owens, Jr.
MilesLaboratories, Inc.
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GeorgeE. Blowers
welch Allyn, Inc.

Henry E. FISh
American Sterilizer Company
Execut ive Committee

John E. Robson
G. D. Searle s Company

John E. Robson
G. D. Searle & Company

Robert M. Collins
cooeLaboratories, Inc.
Finance Commit tee

W.J.Howe
Becton Dickinson and
Company
Execut ive Committee

Richard N. sarns
sarns Inc

Richard N. sarns
sarns Inc

PaulCreager
Warner-Lambert Company
Hospital Products Division
Execut ive Committee

Lewis W. tenr
3Mcompany

Robert A.scnoeunorn
Abbott Laboratories
Execut ive Commit tee

Robert A.scnoeunorn
Abbott Laboratories
Executive Commit tee



HIMA Board of
Directors and Officers

The Boardof Directors, represent ing a rross-sectlon of HiMA's diverse
membership, is the Associat ion's major porcv-making bOdy In1978, the
Board was chairedbyJohn C saum (WA Baum company, InO Kenneth
A. Marshall (Sherwood Medicallservedascnanrnan-Elect

The 1978 Board included 29 Official Representatives in addition to the
HIMA President Directors, who serve three-year terms, are selected by
members at theAssociat ion'sannual business meeting

The ExecutiveCommittee exercises the Board's authority between
Board meet ings and is composed of seven directors at -larue, elected
of ficers, the President , and the immediate-past Chairman As HIMAChair­
man, JOhn Baum chaired the 1978 Execut ive Committee.

TheFinance Commit tee, chaired by the Associat ion'sTreasurer Daniel
Mayworm (Tower Products, Inc.l, advises the President and t he Board of
Directors on the ASSOCiation'sbudget and financial planning. The HIMA
Chairman, President , and three adrntlonal Directors serve on the com­
mittee with the Treasurer

John C. Baum, Chairman
W A. saum Company, Inc.
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Michael F. Cole, secretary*
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Michael F.Cole,secretary*
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Betty J. Seward, Assistant treasurer­
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Betty J. Seward, Assistant treasurer­
HIMA



~r!~ r/I~e ~,;df
John C saum,W A. Baum company, Inc.and Harold O. Buzzell, HIMA's
Chairman andPresident, respectively

(1 ) Product Safety - The 1976 MedicalDevice Amendments have been,
and will cont inue to be, our primary focus The Consumer PrOduct
Safety Commission may requireattent ion in procuct areas where
devicesare also direct consumeritems. This area cont inuest o be
HIMA's major mission in 1979. and requiressignif icant work.we
must assure that the industry has appropriate inf luence with
government agenciesto produce workable regulations and fair
implementat ion. Furthermore, the membership must be provided
with educational opportunit ies to helpthem interpret and comply
with regulations.

(2) Environmental - Numerous workplace issues exist sucn asthose
related to ethylene OXide, Chlorof luorocarbonsand carcincqenic
chemicals, which are primarily generated by the occupat ional
Safety and Health Administration and the Environmental Protect ion
Agency It is clear that these and ot her similar issues will beWith
usin 1979, and will require our attention.

(3) EconomiC-At present restricted to Medicare/ Medicaid issues, for
example, renal dialYSi s, CT scanner and durable medical product
reimbursement, t his areaof concernwill grow as HEWexpands its
act ivit ies in this area The government will probably attempt to
achieve hospital cost containment goals even without legislation

(4) utilizat ion- Exist ing health planning and tecnnotocv assessment
legislation will be the basis for further regulationof our Industry
Direct ly affected products are (al major capital equipment such as
CTscannersandsterilizers; (b)high tecnnoloqvitemssuch as
cardiacmonitors and dialysisequipment and suppl ies; and
(C) products that aredependent on hospital const ruct ion or
modernization such as beds and installed equipment.

Theseconcerns demand attention and compel us to expandact ivities
beyond t raditional preoccupation With direct product regulatory issues.
As HIMA beginsits f ifth active year in this evolving climate, we look back
at theaccomplishments of that short period With sat isfact ion we look
forwardwith some apprehension, but muchconf idence, to the issues
and problemsstill facing us We approacn this challenge with an ex­
perienced and vigorous Associat ion of nearly 300 corporate members.
Moreover, HIMA'sown growth continues, proViding thenecessaryf inancial
and personnel resources to address expanding regulatory and legislat ive
intervent ion in the health care industry.

TOecho last year's message, we remain conmsnc about the industry,
and the Association'sability to serve you preserving and improving the
Vitality of our industry isour constant watchword and we seek your
continued support and involvement toward these ends.

Message from the
Chairman and
President

In many ways, 1978 was a year of Significant events andexpanded
act ivit ies for HIMA; we experienced substant ial growth in membership,
interacted with regulatory agencieson manyf ronts, expanded our
programs to f acilitate early involvement in developing issues, and en­
joyed an ext raordinary degree of support f rom our members.

Formed four years agoin anticipationof the 1976 Medical Device
Amendments, the Associat ionwasunderstandably preoccupied with this
legislat ion Our initial years were spent commenting and reacting to
proposed regulations, meet ing with FDA of f iCials, and generally inter­
pret ing regulatory act ions. we took a cooperat ive attitude toward FDA
when cooperation wasdesirable and productive, and stood f irm when
our dif ferences with the Agency were signif icaht HIMA's const ructive
working retancosrup with the Agency assured industry a role in imple­
menting the DeviceAmendments.

Substantial involvement with FDA'Simplementat ion of that law con­
t inued in 1978. However, in response to a rapidly Changing regulatory
and legiSlat ive enviror rrent , HIMAsignif icantly broadened both its range
and type of activitv . By addressingnewareas of concern and becoming
act ive before new legislation or regulations were proposed, the Asso­
ciat ionarticulated the concerns of manufacturers and helped Shape the
opinionsof government decision-makers

In a broad sense, all HIMAact ivitiescan be defined asrepresentat ion
and education. These have not changed since the Association's inception;
they remain our basic goals What ischanging is the depth and breadth
of the servicesmembers need and request More and more, indust ry
realizes the needfor representat ion that influences developing issues
as well as reacts to proposed regulations More and more, the need is
recognized for detailedmember educat ion in a greater variety of sub­
jects. It is within the context of t hese broadgoals that thisAnnual Report
provides an account of 1978 accomplishments-most extensively in the
special feature on page14. several act ionsof particularnote are listed
below. In 1978 HIMA:

(1 ) Assumed the industry lead in respondingto government regulatory
init iatives to ban or rest rict the use Of ethylene oxide for medical
device sterilization.

(2) commented extensively on other proposed FDAregulations and
testif ied before the GMPAdvisory committee on the economic
impact of GMP regulations, and before AgenCies concerned wit h
environmental and workplace safety regulat ions

(3) Established an active Congressional monitoring program and
testi f ied before Congressional Committeeson health planning
legislation

(4) Established Medmarc, Ltd.,a capt ive insurance company to help
HIMAmembersobtain stable product liability insurance coverage
at a reasonable cost

(5) Helped prevent passage of hospital cost containment legiSlation
by part icipat ing in the Voluntary Ef fort with the American Medical
ASSOCiati on, American Hospital ASSOCi ation, Federat ionof American
Hospitals, and Blue CrOSS/Blue Shield.

(6) Continued to provide a number of financial services to members
through periodic credit Experience EXChange Reports, a program
paid for only by those members using the service.

(7) Gave special attention to the needsOf small companiest hrough
work on product liability insurance problems, and by coordinating
Closely with the Bureau of Medical Devices andother government
agenciesconcerning the economic impact of regulatory cont rols.

(8) Signif icantly expanded HIIV Aeducational servicesby publishing
more than 15HIMAreports, and sponsoring over so educat ional
seminars, regional GMPworkshops, and dealer t raining seminars

It becameclear in 1978 that government inf luence, t rue to earlier
predictions, is no longer limited to direct product regulat ion; it nowex­
tends to indirect economic or market place regulation andenvironmental
issues Entering 1979, we face a dynamic regulatory and legislat ive
environment Characterized by four distinct areas:
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HIMA is
The Health Industry Manufact urersAssociat ion isa trade

associat ion serving domestic manufacturers of diagnostic
products and medical devices. The industry's dominant charac­
ter istic is the critical role it plays in contr ibuting to healt h care
in this country. The Association's membership is character ized
by a widevariety of products andcompanies. Over 75 percent
of the Assoc iation's 270 membershave device and diagnostic
sales of less than $10 million, and the industry's products run t he
gamut from relat ively simple to exceedingly complex

The illustrat ions that appear on the front cover and t hrough­
out this report allude to act ivit iesand concepts which comprise
the daily work of the Associat ion.
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PROGRESS REPORT ON A STUDY OF PUBLIC JUDGMENTS REGARDING ETHICAL
ISSUES IN BIOMEDICAL RESEARCH

Rationale Underlying the Research

In the studies we are going to describe, our immediate goal

is to develop household interview procedures for obtaining rea-

sonably informed public judgments about ethical issues in biomed­

ical research. These studies are being conducted with cross-

section samples of the general population.

The project grew out of two convictions: first, that the

general public is one of many parties that have an important

stake in current efforts to revise ethical standards and regula-

tions in biomedical research; and second, that the public can and

should be consulted as one important resource in this process.

As we all know, some groups are urging increasingly stringent

safeguards to protect human subjects. Others fear that these

safeguards could stifle therapeutic progress. Proponents of both

views sincerely believe that they are acting in the public inter-

est. It is obvious, moreover, that regulatory decisions made on

behalf of the public will have profound effects on the benefits

the public will or will not gain from medical research, on the

risks to which subjects drawn from the general public will be

subjected and, ultimately, on the extent to which the tax-paying

public will view the scientific enterprise favorably or un favor-

ably.

risks to wnlcn sUDJects arawn Trom tne general PUDI1C WI I I ue

subjected and, ultimately, on the extent to which the tax-paying

public will view the scientific enterprise favorably or un favor-

ably.



Until now, public sentiments and pressures have been chan­

nelled almost exclusively through special interest groups or in­

dividual spokesmen whose views do not necessarily represent the

whole range of public values, beliefs and judgments . Our hope is

that the kinds of data we are obt ai ni ng will help to clarify the

issues under debate and will lend balance and a broader social

perspective to the process of evolving ethical standards in re­

search.

We want to emphasize that our surveys are not intended as

plebiscites. Nor are we asking the person on the street to make

technical and scientific judgments regarding the potential risks

and benefits of particular research procedures. Rather, we are

presenting our respondents with a broad range of hypothetical

(but reality-based) risk/benefit dilemmas that arise in research

and we are asking them to judge the ethical acceptability of var­

ious courses of action.

One of the most important things we hope to gain is some un­

derstanding of the factors that influence how people make these

ethical judgments. Another is to establish the feasibility lim-

presenting our respondents with a broad range of hypothetical

(but reality-based) risk/benefit dilemmas that arise in research

and we are asking them to judge the ethical acceptability of var­

ious courses of action.

One of the most important things we hope to gain is some un­

derstanding of the factors that influence how people make these

ethical judgments. Another is to establish the feasibility lim­

its of consulting the public on such complex issues. To the ex­

tent that we find some segments of the population either uninter-



Our studies also have obvious implications regarding the feasi­

bil ity limits of comprehension in the realm of the patient package

inserts issues .

Issues

In its present form, our interview schedule addresses six

distinct types of issues.

First, there is the basic risk/benefit issue, i.e.,

what levels of risk or cost can one justifiably impose on human

subjects in order to achieve specified levels of benefit for the

subject himself, for society, or for both.

The second type of issue arises in connection with design

of the research e.g., research that requires either withhold­

ing or withdrawing from patients a standard effective treatment,

or maintaining a patient on a treatment that is not effective.

The third issue is informed consent: under what conditions

must it be obtained? How complete and detailed must the informa­

tion be? To what extent does insistence upon informed consent

vary with the level of risk involved?

Fourth, there is the issue of confidentiality, i.e., the

need to maintain the anonymity of human subjects. This issue

often involves the use of previously collected data.

The fifth issue arises when the characteristics or special

circumstances of the subjects themselves limit their freedom or
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capacity to give fully informed consent -- as with children, the

elderly, the mentally infirm, and prisoners.

The sixth issue has to do with institutional safeguards, or

"trade-offs", including review and regulatory processes. These

safeguards may provide protection for human subjects, but may

also impede or prevent worthwhile research. The question here

is: how much medical progress is one willing to sacrifice in or­

der to protect human subjects? How much flexibility is desir­

able?

Research Method and Strategy

The interviewing strategy we are using to address these

issues is specifically designed to elicit informed rather than

naive judgments. Achieving this goal requires a step-by-step ed­

ucational sequence of questioning that may be briefly summarized

as follows. After some introductory questions pertaining to

health care, we tell the respondent that we will be talking about

testing medicines, drugs and other kinds of treatments lito make

sure they're safe and really work ". We note that all drugs in-

issues is specifically designed to elicit informed rather than

naive judgments. Achieving this goal requires a step-by-step ed­

ucational sequence of questioning that may be briefly summarized

as follows. After some introductory questions pertaining to

health care, we tell the respondent that we will be talking about

testing medicines, drugs and other kinds of treatments lito make

sure they're safe and really work ". We note that all drugs in­

volve some risk and some benefit, and we cite aspirin and its

more common side effects as an example. The interviewer then



numbers of peopl e fi r st... Even doctors and ot her ex­
perts sometimes find it hard to decide what t o do in
some situations~ but someone has to decide and for the
purpos e of this i nter view l et 's say that the decis ion
is up to you . "

The interviewer then goes on to present a series of experi­

mental situations in the form of bri ef vignettes .* Each vignette

names a disease, describes its major symptoms in simple terms,

and usually gives some indication of i t s prevalence. We then de­

scribe an experimental procedure (often a new drug) and indicate

the risks it entails for subjects in the research. The respon-

dent is asked whether he or she thinks it is OK or not OK to do

that resea rch. In one series of questions we ask whether or not

in formed consent should be required. The follow ing sample vi-

gnette was presented to respondents after a brief explanation

(accompanied by a visual aid) of the use of placebos in research.

'~n example of the use of placebos i s this r esearch on
rheumatoid arthritis . This is a condition that does
not kill people but it can be very painful~ can cripple
people and may get worse as time goes by . There 's no
cure f or it but there 's a new drug that r esearcher s be­
lieve wil l relieve arthritis pain3 and keep the disease
from getting worse . In order t o test the drug~ the r e­
searchers need to compare it over a long period of t ime
with a placebo . They would give t he new drug to one
gr oup of arthriti s patients~ and a placebo t o another
group . The test would last one year . I f the new drug

*Drs. Louis Lasagna, Jonathan Cole, Leo Hollister, Laurens White

and William Parson have been very helpful in providing advice and

suggestions for the vignettes.
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i s as good as the researchers think~ mos t of the
people t aking it would no longe r be in pain and
their arthritis would not get worse . Most of the
people t aki ng the placebo would continue to have
pai n and the ir arthri tis would steadi ly get worse.
The patient s would be told that they ar e in a
s t udy involving placebos~ but they would not be
t old which they are getting -- placebo or new
drug. I n thi s s tudy then~ the possib le bene fits
of t he new drug would be withheld from half the
subj ects fo r one year . But if t he s t udy is suc­
ceeeful. , a more e f fecti ve drug woul d be available
fo r al l art hritis suff erers.

Do you think i t is OK or not OK to do t his s tudy ?"*

An important virtue of the vignettes is that respondents

find them inherently interesting. In addition, this mode of

questioning is specifica lly suited to our objectives for two

reasons. First, it makes it possible to systematical ly vary

level of risk, level of benefit, and other dimensions of inter-

est. Second, the vignette mode lends itself to an educational

sequence of questioning in which respondents are presented

first with relatively simple issues and then, step by step, with

more complex issues that build upon the definitions and concepts

established in earlier questions. Thus the sequence of ques-

tioning begins with relatively simple issues involving risk/

level of risk, level of benefit, and other dimensions of inter-

est. Second, the vignette mode lends itself to an educational

sequence of questioning in which respondents are presented

first with relatively simple issues and then, step by step, with

more comp lex issues that build upon the definit ions and concepts

established in earlier questions. Thus the sequence of ques-

tioning begins with relatively simple issues i nvol vi ng risk/

benefit ratios, and then proceeds with more complex issues and

concepts involving research design (e.g., control groups, the



use of placebos in drug research, and "wash-out" designs), with

issues of informed consent. confidentiality, the use of special

subgroups in research (children, prisoners, etc.), and finally,

institutional safeguards and regulations.

Several aspects of our research strategy are worth noting.

Obviously, the major methodological problem we face is to devel­

op an interview schedule that will elicit meaningful judgments

from as broad a segment of the general population as possible.

For t hi s reason we have done even more pretesting of our ques­

tions than we usually do, and much of the pretesting has been

concentrated among persons with relatively little education.

Each vignette goes through many revisions until we are reason­

ably confident that it can be understood by most respondents.

At this point we also submit the vignettes to our medical col­

leagues and consultants to be sure they are credible from a med­

ical viewpoint.

Early in pretesting we began using a visual aid to help the

interviewer explain the use of placebos and control groups. Al­

though we have not yet perfected that device. we have found that

it does help some respondents understand these concepts. More

recently we have also found that another visual aid, early in

the interview, seems to help overcome the difficulty that some

of our less sophisticated respondents have in understanding the

concepts of risk and benefits.

- 7 -
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Findings to Date

Thus far we have completed three pilot studies, in addition

to extensive pretesting. One pilot study was conducted with 104

persons in a suburban area near Berkeley. Most of these persons

had at least some college education, and the major purpose of

the study was to evaluate our questioning procedures under opti­

mal conditions . The second pilot study was conducted with 159

residents of a socioeconomically marginal area in Oakland. The

main objective of this study was to evaluate our ability to con­

vey these ethical issues in a way that could be comprehended by

persons with relatively little education.*

We should emphasize that these samples were small and were

not probability based, although we did select respondents sys­

tematically to represent a broad range of socioeconomic charac­

teristics. In any case, the findings have to be regarded as

preliminary and tentative.

1. Even though it is quite clear from the first two pilot

studies that most persons have not given a lot of

thought to these ethical issues in research, most re-

not probabil ity based, although we did select respondents -sys~ -- -'-'- -­

tematically to represent a broad range of socioeconomic charac­

teristics. In any case, the findings have to be regarded as

preliminary and tentative.

1. Even though it is quite clear from the first two pilot

studies that most persons have not given a lot of

thought to these ethical issues in research, most re­

spondents find the interview interesting and recognize the
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issues being discussed as important.

2. Respondents in both pilot studies were more willing than

we expected to approve the research situations described

ln the vignettes, even when the risks to normal adult sub­

jects were quite high. In no case did the percentage of

persons rejecting a study exceed 40 percent. We should

add, however, that all of the vignettes we wrote for these

first two studies described situations in which the bene­

fits to be gained from the research were substantial and

more or less commensurate with the risk. We have devel­

oped a new series of vignettes, a few of which are design­

ed to test the limits of majority acceptance by describing

situations in which the risk is high relative to the prob­

ability and degree of the potential benefit.

3. As one might expect, our survey respondents were more

II prot ect i ve ll (i.e., more inclined to say the research

should not be done) when the subjects were children or

mentally retarded persons. Even here the majority of

persons were willing to condone such research, provided

that the vignette offered some rationale for conducting

the research with subjects of thi s type. (In other

words, the research had to be relevant to the disease

or clinical state of the subjects.) The one instance
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in which we did not offer a specific rationale to using a

particular subject population was overwhelmingly rejected

when the subjects were children or mentally retarded. However

most respondents accepted doing the same research with various

types of adult non-retarded subjects . This is just one of

many instances in which our lay respondents seemed to be both

willing and able to make reasonable and discriminating judg-

ments regarding the situations presented to them.

4. It is interesting that protectiveness with respect to using

children in research did not extend to two other special

population groups, namely, prisoners and persons on welfare .

5. In this connection, one of the most striking results was t he

very high degree of protectiveness we found among nonwhite

respondents, most of whom were black residents in Oakland.

Nonwhites were much more likely than whites to judge particu­

lar research situations as unacceptable, and they were much

more likely to favor institutional safeguards (including

legislation and governmental regulations) for protecting

human subjects. Among the nonwhites, women, younger persons,

• r . I I

very high degree of protectiveness we found among nonwhite

respondents, most of whom were black residents in Oakland.

Nonwhites were much more likely than whites to judge particu­

lar research situations as unacceptable, and they were much

more likely to favor institutional safeguards (including

legislation and governmental regulations) for protecting

human subjects. Among the nonwhites, women, younger persons,

and better educated persons were more likely than others to

adopt a protectionist stance on these issues. It may be no



especially following disclosure of the Tuskegee experiments.

6. The willingness of our survey respondents to approve conducting

research contrasts sharply with their protectiveness when it

comes to informed consent. Consistently large majorities in­

sisted that informed consent should be required in medical

research, even when the vignette specified that this require­

ment would make it difficult to conduct research with high

potential benefit. There were only two situations in which

the majority of persons were willing to forego informed con­

sent. One involved the collection of data anonymously from

computer records. The other specified three conditions: the

benefit was quite high, the risk and cost to subjects (a

urine test) was essentially nil, and we specified that it

would be impossible (not just difficult) to conduct the re­

search if informed consent were required. Only under such

conditions as these do we find the majority of persons willing

to forego informed consent. Thus many persons appear to rely

heavily on informed consent as the primary means of protecting

human subjects; many seemed reluctant to accept the possibility

that fully informed consent may sometimes be difficult to

achieve. Some respondents explicitly verbalized the opinion

that it is permissible to do anything to a human subject so

long as he agrees.

7. One final set of findings has to do with rationales and values
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underlying the ethical judgments made by our respondents. We

elicited this information by asking respondents to explain

their judgments regarding selected vignettes. In many cases,

judgments focussed specifically on the level of risk to sub-

jects. Reactions based on level of benefit or on the ratio

of risk to benefit were less frequent. The most frequently

occurring value orientation associated with approval of re-

search was one that expressed a high regard for science and

the importance of medical progress. Less frequent ly, re­

spondents referred either positively to their faith in the

ethical behavior of physicians and scientists, or negatively

to doubts about physicians, scientists or the use of drugs in

medicine. Not infrequently respondents mentioned some per-

sonal experiences or concern with the medical disorder described

in the vignettes. Still another value underlying judgments

favorable to research was altruism -- the belief that human

subjects can make a valuable contribution to society by taking

part in research.

Following are some actual responses illustrating these points.
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sonal experiences or concern with the medical disorder described

in the vignettes. Still another value underlying judgments

favorable to research was altruism -- the belief that human

subjects can make a valuable contribution to society by taking

part in research.

Following are some actual responses illustrating these points.

One vignette described a hypothetical test of a new drug for con-

trolling hypertension. The new drug, it was postulated, will



drug for two weeks in order li t o be sure that their high blood

pressure is not temporary ll. One respondent (a 26.year-old female

college graduate) said it would be proper to do this research,

'~ecause there are so many people with high blood pressure .
MY mother sometimes gets really depressed and she has
high blood pressure. If they can do a study on people
to find a drug wi t h fewer side effect s, t hen they should
do it -- especially si nce these f ew peopl e could help
so many others . "

A 46-year-old male wi t h some college educat ion approved the re-

search because,

"(the subject) wants to get well and i f they haven 't
got the medicine to cure him, then i t ' s t o his advant age.
They don 't know, so (t he doct ors) are going t o have to
search. That' s what research i s -- searching -- trying
to find out better t hi ngs."

A 52-year- old-female high school graduate expla i ned her answer in

the following way :

"Well , because, getting back to these drugs that have
had bad side effects ... because I had one (f or ar thritis)
that di d it to me and I know what it 's like . If t his
experiment is done under the careful, watchfu l eye of a
doctor, and i f i t 's not f or a long time wi thout medi cine,
I think it 's worth taking the risks . "

The Prob lem of Respondent Comprehension

A major objective of these studies is to test the feasibil­

ity of obtaining informed public judgments about ethical issues

i n biomedical research. Respondent interest and comprehension

have been major issues t hroughout the i nst rument development and

pretesting phases. From the outset we al er t ed our interviewers

- 13 -

in biomed ical research. Respondent interest and comprehension

have been major issues throughout the i nst rument development and

pretesting phases. From the outset we alerted our interviewers

- 13 -



to be on the lookout for any evidence of misunderstanding in

spontaneous comments by respondents or in answers to open-ended

questions. We made a special effort to include among our pretest

respondents a substantial number of older persons with relatively

little education.

We assess comprehension in various ways, each of which has

inherent virtues and limitations: 1) We instruct interviewers to

indicate, after the interview is completed, whether the respondent

seemed to understand the questions and answer readily or whether

s/he seemed to have trouble answering and understanding. 2) We

code and analyze spontaneous comments and responses to open-ended

(free answer) questions that suggest a comprehension problem. 3)

We construct indices which count the number of times respondents

replied "don't know" to the questions posed. 4) We use the

Guttman Scaling procedure to count the number of times a respon­

dent1s sequence of answers to two or more questions ran counter

to the prevailing trend of answers and to the "ethical l oqf c" of

the questions. A "reversal" of this kind would be illustrated by

a pair of answers in which the respondent was more protective re­
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replied "don't know" to the questions posed. 4) We use the

Guttman Scaling procedure to count the number of times a respon­

dent1s sequence of answers to two or more questions ran counter

to the prevailing trend of answers and to the "ethical l oqf c" of

the questions. A "reversal" of this kind would be illustrated by

a pair of answers in which the respondent was more protective re­

garding a vignette situation involving little risk than in one

involving a higher degree of risk -- holding benefit constant. Re-



vignettes. Included in each set is one rationale that is either

illogical or inconsistent with the premises of the vignettes. A

respondent1s willingness to endorse these false rationales provides

a direct test of comprehension.

Results of our early pilots lead to the following conclusions:

1. Almost all respondents (regardless of educational level) are

very interested in the subject matter and issues presented and

are willing to participate in the study, even though the in­

terviews frequently exceed one hour in length.

2. Most respondents who have at least a high school education

appear to comprehend the questions and to provide meaningful

answers.

3. Among respondents with less than a high school education

(especially those who are older) we find evidence of difficulty

in comprehending some of the issues and dilemmas. However,

relatively few persons display consistent comprehension

problems across many or all of the vignettes.

4. Persons with relatively little education appear to have

difficulty primarily with some of the more complex and abstract

vignettes. And, among these persons, our preliminary evidence

suggests that the visual materials are quite effective as aids

to comprehension. There are some respondents, of course, for

whom these ethical issues appear to be totally beyond com­

prehension, but such persons can be readily identified in our
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to comprehension. There are some respondents, of course, for

whom these ethical issues appear to be totally beyond com­

prehension, but such persons can be readily identified in our
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analyses.

5. It is encouraging that willingness to approve research varies

systematically (as it should) with level of risk and level of

benefit. Equally important, the majority of persons are able

to make meaningful and consistent discriminations among the

vignettes. We find this to be the case even among persons

with less than a high school education, provided that we use

visual aids in the interview .

6. Although responses to the open-ended questions are generally

logical and rational, we occasionally find responses sugges­

ting that the judgments people make regarding the ethical

dilemmas are based on considerations and values that might

not be anticipated.

This last point is ill ustrated by responses to a vignette

si milar to the one described earlier. This research project

would test the effectiveness of another new drug that is expected

to be more effective than existing drugs in relieving the pain of

arthritis. Subjects in the research would be subject to some risk

of incurring gastric ulcers . One respondent said he would not

not be anticipated.

This last point is illustrated by responses to a vignette

similar to the one described earlier. This research project

would test the effectiveness of another new drug that is expected

to be more effective than existing drugs in relieving the pain of

arthritis. Subjects in the research would be subject to some risk

of incurring gastric ulcers. One respondent said he would not

condone the research, not because he was concerned about the risk

to subjects, but rather because he himself has arthritis and does



did not approve of offering prisoners reduced sentences in return

for participating in research. His answer was based, however, not,

on the view that such inducements constitute undue pressure, but

rather on his fear of releasing "dangerous criminals" into society.

These examples are instructive in two respects. First, they

demonstrate that it is sometimes difficult to distinguish lack of

comprehension from idiosyncratic value orientations in assessing

free-answer responses. Thus it is necessary to seek various ways

of assessing the level of comprehension. Second, the examples

cited above illustrate the diversity of values that the general

public may bring to bear in judging the benefits and risks of

biomedical research. In this respect they lend broader perspec­

tive to the policy issues currently under debate -- perspectives

that should not be discounted readily even though they do not

always coincide with our own. The examples cited above also

demonstrate the care that must be exercised in formulating ques­

tions in this area, and in interpreting the results. Simple

polling-type questions would not reveal the diversity of perspec­

tives described above and could lead to very misleading conclusions.

Discussion

We began by observing that the general public has an impor­

tant stake in the process of evolving a practical research ethic.

The public provides the pool from which volunteers for research

are drawn; it is the ultimate beneficiary of research; and it
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provides a substantial share of the resources which support bio­

medical research. On these grounds alone it would seem that the

public is entitled to express its views.

We suggest further that it would be a serious mistake to

ignore public sentiments in these issues. In any realm of public

policy, decisions cannot always correspond exactly with public

preferences, informed or otherwise. Such preferences, however,

represent important boundary conditions, and policies that con-

sistently violate these conditions ultimately lose their viability

and become vulnerable to unreasoned attack .

We also believe that taking account of public preferences in

the process of evolving a practical research ethic is in the best

interest of all parties concerned. For the research scientist,

data derived from cross-section sample surveys can afford pro-

tection against overly zealous proposals that are made on behalf

of the public, but that go farther than informed public prefer-

ences would desire. For the human subject , such data can afford

protection (in a way that informed consent cannot) by clearly

establishing which research procedures are generally acceptable
. - .. . .,

interest of all parties concerned. For the research scientist,

data derived from cross-section sample surveys can afford pro-

tection against overly zealous proposals that are made on behalf

of the public, but that go farther than informed public prefer-

ences would desire. For the human subject, such data can afford

protection (in a way that informed consent cannot) by clearly

establishing which research procedures are generally acceptable

under specified conditions, and which are not. For those involved

in formulating ethical standards or regulations, the same data



The strategy and methodology of the research we have describ­

ed provides a way of defining the boundary conditions and the

normative structure of ethical values within which viable policies

for biomedical research can evolve.

At the same time the results of these studies must be in­

terpreted judiciously. The kinds of judgments we elicit in our

studies cannot be particularized to real life research situations;

the vignettes we present to respondents are, of necessity, greatly

simpl ified and represent the ethical essence of issues that in

reality can be highly technical and complex. Even at this l evel ,

there is no doubt that elements of irrationality occasionally

find their way into some of the judgments made by our respondents

-- as they sometimes do even in the judgments and decisions of

scientists. It is also clear that some survey respondents are

uninterested in these issues or fail in varying degrees to under­

stand the ethical issues involved. The same is true of the body

politic when it comes to complex matters of political and economic

policy. The solution, however, lies not in disenfranchising

the uninformed and disinterested, but rather in striving for more

enlightened participation. It is our hope that the results of

the research described here will contribute to that goal by en­

couraging the public to think about ethical issues in research

within a realistic framework of costs, risks and benefit.
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