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GOOD MORNING. MY NAME ISLISALOPEZ AND IAM VICEPRESIDENTAND
GENEIL4LCOUNSEL OF HAEMONETICS CORPORATION,A MEDICAL DEVICE
FIRMBORN INBOSTON OVER 25YEARS AGO.WE ARE NOW A GLOBAL
COMPANY WITH CUSTOMERS THROUGHOUT THE US,EUROPE AND ASIA,
BUT OUR HEADQUARTERS ISHERE,A LANDMARX ON ROUTE 128IN
BMINTREE.

HAEMONETICS HAS ALWAYS MEN ASSOCIATED WITH ~ENTIoN AND
INOVATION,PIONEERINGTHE COLLECTION OF SPECIFICBLOOD
COMPONENTS FROM HEALTHY DONORS INTHE 1970’SAND 80’S,AND
PIONEERINGBLOOD SALVAGE AND RE-INFUS1ONFOR PATIENTSIN
HOSPITALOPERATING ROOMS. MOST RECENTLY,WE INTRODUCED A
SYSTEM FOR THE SAFECOLLECTION OF;?UNITSOF RED CELLSFOR
TRANSFUSION FROM A SINGLE DONOR. THISADVANCE WILL IMPROVE
BOTH THE AVAILABILITYOF BLOOD AND THE SAFETY OF TIL4NSFUSION
MEDICINEPRACTICES.

HAEMONETICS ISGRATEFUL FOR THISC’PPORTUNITYTO TALK WITH
CBER’S LEIIDERSHIP.

WE ARE ENCOURAGED BY THE RESPONSES FDA HAS MADE TO THE FDA
MODERNIZATION ACT. WE BELIEVETHAT THE BENEFITSOF THESE
FUNDAMENTAL CHANGES INTHE WAY YOU INTERACT WITH INDUSTRY
WILL REAP BENEFITSFOR THE AGENCY, INDUSTRY,AND MOST
IMPORTANT,THE PUBLIC.

THE QUESTIONSPOSED FOR THISMEETING CENTER AROUND THE
CHALLENGING ENVIRONMENT THAT WE SHARE WITH YOU AT FDA:ONE
OF UNAVOIDABLE RISKAND IMPERFECT SCIENCE.ONE WHERE THE
PRESSURESOF COST CONTAINMENT, COMPETITION,AND TECHNOLOGY
ARE FUNDAMENTALLY ALTERING THE ARCHITECTURE OF OUR BLOOD
PRODUCTS DELIVERY SYSTEMS.

INADDITIONTO SHARING ENVIRONMENTAL CHALLENGES, WE ALSO
SHARE A PUBLICTHAT ISQUICK TO FINDFAULT AND SLOW TO FORGIVE.
PERHAPS BECAUSE OF THESE CHALLENGES, INDUSTRY AND FDA ARE
MOTIVATED BY MANY OF THE SAME GOALS.

“1.THE DESIRETO MAKE DEVICESAS SAFE AS POSSIBLEFOR PATIENTS,
DONORS, AND OPERATORS;

‘2,THE NEED TO MAKE SURE THAT OUR PRODUCTS MEET CUSTOMER
NEEDS AND EXPECTATIONS,

“3.THE DESIRETO MAKE TO WORLD A B,ETTERPLACE AND
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“4.THE NEED TO IMPROVE OPERATIONS EIYADOPTING “BESTPRACTICES”
TO MEET EXPECTATIONS OF OUR SHAREHOLDERS, OR INFDA’SCASE,ITS
STAKEHOLDERS.

THESE SHARED GOALS ARE TOO OFTEN OVERLOOKED BY THE MEDIA
AND EXTERNAL CONSTITUENCIESTHAT WE ALSO SHARE --PATIENTSAND
THEIRFAMILIES,BLOOD OVERSIGHT BODIES,AND OTHER ARMS OF
FEDERAL AND STATE GOVERNMENTS, BZCAUSE WE HAVE SHARJ3D
CONSTITUENCIES,WE WILL IMPROVE OUR COMMUNICATIONS WITH
THEM IFWE SEND A CONSISTENTMESSA.GE--ONE THAT SAYS “WE’RE
DOING THE BEST WE CAN BUT WE’RE NOT PERFECT.”WE MUST BE
PREPARED TO SAY WE’RE SORRY WHEN WE MAKE A MISTAKE AND AVOID
SETTINGUNREALISTIC“ZERORISK”EXPECTATIONSFOR OUR PRODUCTS
AND SERVICES.

BECAUSE SEVEIUU OF THE QUESTIONSFOR THISMEETING INVOLVE
FDA’SRESPONSIBILITIESTHROUGHOUT ,iPRODUCT’SLIFECYCLE,I’D
LIKETO TAKE A FEW MOMENTS TO EXPLAINTHE UNIQUE ENVIRONMENT
INWHICH HAEMONETICS OPERATES INTHE US,WITH OUR LICENSED
BLOOD/PLASMA CUSTOMERS.

THE BULLETS AFTER “PREMARKET CLEARANCE” LISTTHE CHANNELS OF
COMMUNICATION WITH FDA THAT ALREADY EXISTFOR HAEMONETICS
AND OUR CUSTOMERS DURING A PROD-XT’S LIFE CYCLE. THE
INFORMATION GATHERED VIATHESE MECHANISMS PROVIDES AN
IMPORTANT RESOURCE FOR scIENTmICSTAFFWOLVED m ~sK BASED
DECISIONMAKING.PARENTHETICALLY,WE HOPE THAT THIS
INFORMATION ISAVAILABLE TO THE SCIENTISTSWHO COULD BENEFIT
FROM THE EXPOSURE --AND NOT JUSTLIMITEDTO THE ADMINISTRATIVE
STAFFCH~GED WITH ROUTINE REVIEW.

BEFORE LEAVING THISSLIDE,IWANT T(}MENTION THE TWO-TIER
PREMARKET APPROVAL PROCESS THAT .CURRENTLYEXISTSFOR
HAEMONETICS AND OUR LICENSEDBLOOD/PLASMA CUSTOMERS. ITIS
UNIQUE INTHE US PUBLICHEALTH REG]JLATORY SCHEME AND INTHE
WORLD.

ALTHOUGH DEVICEOR DRUG MANUFACTURERS INOTHER MEDICAL
FIELDSNEED ONLY OBTALN PREMARKET CLEARANCE TO INTRODUCE
THEIRPRODUCTS INTHE US,THISSCHEME APPLIESTO HAEMONETICS
ONLY INSOFARAS OUR SALE OF INSTRUMENTS TO UNLICENSED
CUSTOMERS, FOR EWLE A HOSPITAI.CUSTOMER. BUT THE USE OF THE
SAME NEW DEVICESAND DRUGS INLICl~NSEDBLOOD OR PLASMA
FACILITIESISROUTINELY SADDLED WITH A SECOND APPLICATION
REVIEW,INSPECTION,AND APPROVAL PROCESS.
THISMEANS THAT EVEN AFTER A 510(K)REVIEW PROCESS WHICH CAN
TAKE UP TO SEVEIU4LYEARS FOR A DEVICE,AND LONGER FOR NDA
REVIEW OF A NEW ANTICOAGULANT SC~LUTION,THERE ISA FURTHER
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DELAY FOR A YEAR OR MORE INIMPLEMENTATION OF NEW
TECHNOLOGIES BY LICENSEDUSERS.THISTMNSLATES TO UP TO THREE
YEARS BETWEEN THE TIMENEW TECHNOLOGY HAS COMPLETED THE R&D
CYCLE,AND THE TIMEITMAYBE UTILLTEDBY USERS.

INBALANCING THE PUBLICPOLICYCONSIDERATIONS OF REGULATING
BLOOD INTHE WORLD AFTER AIDS,WE MUST ACKNOWLEDGE THAT THE
RISKOF INDECISION,OR AN UNDULY DELAYED DECISIONMAY BE JUST
AS DANGEROUS TO THE PUBLICHEALTH AS A POOR DECISION, GIVEN
THE WORLD WIDE NEED FOR SAFER ,HIGHER QUALITY,SUFFICIENTLY
AVAILABLE BLOOD PRODUCTS,INDUSTRY SHOULD BE ENCOUIL4GED TO
DIRECT ITSENGINEERS AND SCIENTISTSTO BE MORE INNOVATIVE,MORE
CREATIVE,AND LESSCONSTIWl_NEDBY CONVENTIONAL APPROACHES TO
PRODUCT DESIGN.FOR THESEEFFORTS TO RESULT lN THE KINDS OF
EXTRAORDINARY PUBLICHEALTH IMPROVEMENTS DEMANDED BY THE
PUBLIC’SSENSE OF URGENCY ABOUT B1,,00DSAFETY AND AVAILABILITY,
THEY MUST BE COUPLED WITH LESSBURDENSOME PATHS TO
REGULATORY APPROVAL.

A GOOD EXAMPLE WAS THE BURDENSOME APPROACHES FOR BLOOD
TESTINGWHICH WERE USED SUCESSFUI.LYBY CBER WHEN ITWAS
RECOGNIZED THAT THE PUBLIC’SURGENCY FOR IMPROVEMENTS
DEMANDED NO LESS. SIMILARLY,LES3BURDENSOME APPROACHES FOR
BLOOD COLLECTION EQUIPMENT USERS COULD SAVE FDA RESOURCES
WITHOUT COMPROMISING PUBLICHEM TH. LET’SREMEMBER THAT
AUTOMATED BLOOD COLLECTION DEVICESHAVE HAD A GOOD TIUICK
RECORD FOR OVER 25YEARS.

HAEMONETICS WOULD WELCOME THE 0PP0RTUN1T% TO COMMUNICATE
WITH FDA SCIENTISTSINA LESSFORMAL MANNER--OUTSIDE THE
CONTEXT OF APPLICATIONREVIEW,INSPECTIONS,OR ENFORCEMENT
ACTIONS.

WE WOULD BE WILLINGTO HOST SCIENTIFICVISITORSFROM FDA OR
COME TO FDA,TO DEMONSTIL4TEHAEMONETICS’ TECHNOLOGIES,AND
TO ASSISTINGENERAL TRAININGAND EXCHANGES OF IDEASAND
EXPERTISE.INADDITIONTO IMPROVING THE SCIENTIFICKNOWLEDGE
BASE UPON WHICH FDA DECISIONS~, MADE, WE BELIEVETHAT SUCH
INTEIL4CTIONWOULD PREVENT MISUNDERSTANDINGS, REDUCE THE
NUMBER OF CYCLES DURING APPLICATIONREVIEW,AND FOSTER A MORE
CONSTRUCTIVE CLIMATE FOR PROBLEhlSOLVING WHEN NECESSARY.

FDA’SEFFORTS TOWARD HARMONIZAT [ONWITH REGULATORY
AUTHORITIESINOTHER COUNTRIES HAVE BEEN ENCOURAGING. WE HOPE
THAT THEY WILL CONTINUE UNTILA SINGLEDOSSIERISACCEPTED
WORLD-WIDE.
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SIGNSOF INTERNAL HARMONIZATION BETWEEN CDRH AND CBER AS
EXHIBITEDBY CBER’SDEVICE ACTION PLAN,AND MONDAY’S FEDER4L
REGISTERNOTICE ARE ALSO ENCOtJMGING. ITHAS ALSO BEEN
GRATIFYINGTO SEECOMMENTS FROM THE STAKEHOLDERS MEETINGS
LAST FALL NOW BEING INTEGRATED INTOWORKING GROUPS AT CBER.
EVERYONE WILL BENEFITFROM THESE PLANS.

ISPOKE EARLIERABOUT LAYERS OF REGULATION --WHILE ITMAY NOT
BE POSSIBLETO ELIMINATETOTALLY THE REDUNDANCIES INTHE
PREMARKET CLEARANCE OF BLOOD TECHNOLOGIES AND THE BLOOD
PRODUCTS THEY MANUFACTURE, FDA COULD MAKE SOME APPROVAL
ROUTES LESSBURDENSOME FOR ITSELFAND INDUSTRY BY
REEXAMINING TRADITIONALAPPROACHES TO REGULATION WITH AN EYE
TOWARD INTEGRATINGSOME PREMARKET APPROVAL PROCESSES AND
STREAMLININGDATA SUBMISSIONREQUIREMENTS WHERE RISKISLOW
AND TRACK RECORDS HAVE BEEN ESTABLISHED.

THIRDPARTY REVIEWS ARE BEINGUSED BY CDRH BUT HAVE NOT BEEN
TRIEDINTHE “BLOOD” DEVICE SECTOR,AND COULD BE.

FINALLY,THANK YOU,FDA,FOR BEGINNING TO MOVE AWAY FROM
“zERoR.IsK”RHETORIC.PARTICULARLY FOR THOSE OF US INTHE BLOOD
SECTOR,THE DECISIONPARALYSISTHAT RESULTED FROM THOSE YEARS
ISJUSTBEGINNINGTO SUBSIDE.NOW IT’SJUSTDECISIONANXIETY.
PERHAPS NOW WE CAN MOVE FORWARD TO EDUCATE THE PUBLICAND
OTHER EXTERNAL CONSTITUENTS ABOUT PATIENTDECISIONMAKING
AND RISKACCEPTANCE.

PROMOTING MEDIA STORIESABOUT RISK,EVEN TV SHOW STORY LINES
(ASISBEINGPLANNED FOR THE HEPATITSC EDUCATION CAMPAIGN)
WOULD REAP BENEFITS.BUT THESE EFFORTSMUST BE ONGOING. MAYBE
WE’LLEVEN GET THROUGH TO THE PHYSICIANSAND LAWYERS INTHE
PROCESS.

THANK YOU FOR THISOPPORTUNITY TO SPEAK TODAY, AND FOR THE
IMPROVED COMMUNICATIONS WE HAVE SEEN VIATHE INTERNET AND
THESEPUBLICMEETINGS. WE HOPE THAT THESE TYPES OF
COMMUNICATIONS WILL CONTINUE. NOW THAT WE HAVE ACTION PLANS
WITHINCBER FOR BOTH BLOOD AND DEVICES,WE LOOK FORWARD TO
CONTINUED PRoGREss REPORTS ON TH~IRIMPLEMENTATION. A mm
TO PRODUCT APPROVALS WITHIN STATUTORILY MANDATED TIMELINES
ISNOT A NOBLE GOAL.IT’STHE LAW. AND A PUBLICPOLICYIMPERATIVE.
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