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| STATEMENT OF DR. CHARLES L, FOX, JR., M.D.

“MICROBIOLOGY, AT .COLUMBIA UNIVERSITY COLLEGE OF PHYSICTANS & SURGEONS,

' 'NEW YORK, NEW YORK. I AM GRATEFUL FOR THE OPPORTUNITY TO BE WITH YOU

. FOR THE TREATMENT OF BURNS. I AM HERE TO TELL YOU OF THE IMPORTANCE OF

PRIOR TO AN UNDERSTANDING OF THE PROBIEM OF BURN SHOCK IN THE MID-1930'S,
““MOST PATIENTS SUFFERING BURNS GREATER THAN 40% OF THE TOTAL BODY SURFACE
~“DIED OF BURN SHOCK WITHIN 36 HOURS OF THE INJURY. WITH THE RECOGNITION

. >THAT LARGE AMOUNTS OF FLUIDS WERE NECESSARY TO PREVENT THIS SHOCK IN

“TODAY. T AM THE INVENTOR OF SILVER SULFADIAZINE, A LIFE-SAVING AGENT

lARGE AREA BURNS, PATIENTS WITH BURNS OF ALL STIZES BEGAN TO SURVIVE THE

EARLY POST-BURN PERIOD. THESE PATIENTS WITH LARGE BURi\TS ‘WHO SURVIVED THE _'

T AM CHARIES L. FOX, JR., M.D., PROFESSOR OF SURGERY AND

“/SILVER SULFADIAZINE, HOW IT WAS DEVELOPED, SUPPORTED, AND FINALLY MADE

 AVATILABIE TO BURNED PATIENTS-IN HOSPITALS AND AT MILITARY INSTALLATIONS.

“FIRST, I WOUID LIKE TO TELL YOU A LITTLE SOMETHING ABOUT BURNS.

INITIAL SHOCK PHASE, HOWEVER, WENT ON TO DIE FROM INFECTION IN 10-21 DAYS

“THE PRIMARY CAUSE OF THIS INFECTION WAS IN THE BURN WOUND ITSELF.
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. . WITH II.‘Hﬁ.'_ESTALB.]‘..ISPMENIf-.OF BURNWOUND INFECTION AS THE CA_T..ISE. oﬁ_ .
: :':-‘.:‘..-DEA’I'.H_- IN THESE PATIENTS, mxﬁobé "_IO_'..‘(l:ONTROLI 1T WERE .SOUGHT IN “'TI;IE'.':,.LATE : )
: so's AND EARLY .50'.3:.. .".EHE _F'I_RS.'I' ngROACH, SYS’i‘EMIC ANTIBIIOT'ICS,- ﬁAs |
' i‘OUND TO BE OF LITTIE VALUE‘:BECAUSE.“.OF_TI;IE LACK OF CIRcﬁIATIoN ™ THE
. BURN 'W{.)UN.D AND THEIR INABILITY 0 :-KIL.L THE PREDéMINANT BACTERTA. ﬁI"l‘Hi
| THE fA;LURE OF SYSTEMIC _ml'ﬁ.xoncs_, - LOCAI;. MEASURES WERE souéﬁr TO CONTROL
i ‘THE | SPREAD OF BACTERIA AND THE .le.'.‘_i?"EI..O.Pl.VI.I-ENT. OF. LIFE;THRﬁATEﬁING- IN:EEC_TiON'

- IN THE BURN WOUND.
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il :':‘A-“.].)UQII.\IG:LITHEEARLY 1960'5 SOME ‘-'succzs'sl WAS FOUND IN THE :USE.IOF.'

" :-':-';-.._.-?IOPIICAL_ STLVER NITRATE -j.SOLT.JT.IOI;{. INA'l/éz -CQNCENTEATION. : AT THE SAME. TIME
ASULFA COMPOUND, MAFENIDE, WAS DEVELOPED WHICH WAS Aﬁm Tb HELP CONTROL
;BURN -WOUND.INFEC;.[‘_ION._ T HAD A HICH DEGREE OF ACTIVITY AGAINST MANY FbRMS

: 0F ‘BACTERIA AND HELPED bECREAsE MORTAiI‘I‘Y IN MANY BURNS. BOTH OF THESE |
‘- :AGENTS, HOWEVﬁR, HAD SEVERE STDE EFFECTS WHICH MADE THEM NOT ONLYDI'FF.I-.

. :CULT ‘TO USE BUT ALSO ADDED TO THE BURDEN OF THE PATIENT IN SOME CASES.
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LATERON INjTHE‘. '1_96_0'8, WDEKIEG IN MY LABORATORY AT COLU'MEIA

| .__;;UEIVERSIEE WITH PARTIAL .FI_JNDITE\TG..OF SoniEWEAE IESSTHAN .$100;006. ox THE'.
: '-'P_ARTl o NIH, I SYNT.HES_I.Z]-E‘..D AND SCREENED MANY .‘mm ‘COMPOUNDS_-#?HICH“MIGHT
:.‘BE.'.;E?FFECTIVE o 'EHIs AREE_'-OE l]EIBURN. WOUND INFECTION. -1_- EINA.EEY .FOUN[.) |

-';_lSIEVEE suEEADEAz'I_NE Eo_EE_ 'THE_. MO-S'Tl EFFECTIVE IN LAEORAE_ORY ANTMALS .

LI THEN EECEiVED FROM .A-COM_?_E{(.IIAL DRUG COMPANY .T_HE .NE.CE-SS.ARY.

- “MATERIALS FOR THE EVALUATION OF THIS COMPOUND IN HUMANS AND TO MEET THE

o THAT wAS UNEER__TEE AUSPICES Of".-THE_I. UN_IEEE STATES STATE_EEPAE:E@NE SURGICAE;
= :rEAM TREATMENT FACILITIES. BAS_ED_.'O-N' THE RESULTS FIROM-’]A?HE- cEINICAE U.SE,. |
" IT BECAIE _APPAREN.T.THAT. SILVER SULEADIAZINE cout POSSIBLY BE THE ERéI_)_f{_JCT. (
. OF CHOICE FOR TEEATEEG MAJOR BURNS _.- | :.IT'AISO‘B’.E‘.CAME CLEAR THAT WE EOULD
: NEED THE COETINUING SUPBORT OF EREEATE ENEEEPRESE IN THE FO_RM.. OF A'r
-ﬁ_"..é;gﬁ;'PUTAELE PHARMACEUTICAL EANUEACTUEER IN ORDER TO DEVELOP TaE oEEIMAE |
v_""FORﬁUI.ATIOl\i AND TO CONDUCE THE PRECLINICAL AND CLINICAL EVALUATIONS

~'REQUIRED BY THE FOOD AND DRUG ADMINISTRATION, I FELT THAT STILVER SULFA_

' DIAZINE ‘C(:)ULD PROVIDE THIS COUNTRY WITH A MAJOR BREAKTHROUGH FOR TREATING.
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. ..BURNED PEOPLE BUT WITH IESS INCIDENCE OF SIDE EFFECTS THAN CURRENTLY &

 'AVATIABIE THERAPY.

i
* o

,‘ _,'TO'_LéCATE A’ COMPANY TO AqéOMPL;sﬁ THESE OBJECTiVES-,:.THE A.SSI.S'.IANCE.._.
- OF RES_EARCHl_ CORPokATiON WAS ENLISTED. RESEARCH CORPORATION'S CON’:RIBUHG;{
| WAS TWOFOID FIRST, THEY :RECOGN..IZED THAT _Ei{TENSIVﬁ PATENT PROTECTION
A' ‘MUST BE OBIAiNED TO JUSTIFY TI;E-;I_‘GNiF.ICANT .EXPENI-).I.TURE_. REQUIRED TO ﬁﬁING
R -::'-.SILVERSUL’E'AD;.I'.AZINE TO THE PozﬁT_mR}: IT COUID BE USED IN .I.._I.FE...
= ';iHBEA:EN;ﬁG-BUtN-siTﬁAT;Oﬁs THROUGHOUT THE, UjNITED- STATES AND, IN FACT,
-@Roﬁq;iom THE WORLD, RESEARCH CORPORATION ALSO DEVELOFED A SUCCESSFUL
". ____-:_-A-.--.a-I.OR_KING RELAT;ONS&IP BETWEEN.MYSE_'IF, COLMBIA UNIVERSITY, THE. NIH, AND A
-{-::QﬁALIFI_@ cbmmm FROM THE AMERTGAN :PHARD&ACEU‘I‘ICAL INDUSTRY; MOST MAJog
-:*“I?PHARMACEUT_i‘CAL COMPANIES WHO EXPRESSED INITIAL INTEREST H_AD.SERIC-)US. DbUBTs
. _I '.-:'-'-::%REGARDING PATENT 'VALIDITY, AND THE RESTRICTIONS fIHICH. WOULD LIKELY .BE
: <PLACED 0N THEIR MARKETING EXCIUSIVITY TO WARRANT THE EXPENDITURE REQUIRED

. "TO BRING IT TO THE MARKET PIACE AND THE PATIENT'S BEDSIDE.
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ff{NALLY, #ICENSING ARRAthMENTs.WERE“gapE WITH MARTON LABORATORIES
';OF*ﬁANSAS.CITY T0 DEVELOP, TEST ANp SECURE FDA APPROVAL FOR A’SUITABLE.f.
i }fSILVER sULFADIAZINE TOPICAL PﬁbDﬁCT.. — wAs-SUCCESSFﬁL-IN‘DEVEﬁby;NG
 “*¢£-FQRM OF szLﬁEﬁ_SULFAbIAZINﬁ FOR APPLICATION DIRECTLY To.BURmﬁD PATIENTS.
.“fHISxéRODﬁCT WAS.STUDiEDﬁNDER.MARIONfS.DIRECTION.iN 2500 CLINICAL
- ;CaSE$ AT.ALL MAJOR U.S. BURN CESTERS;_ FDA'AP?ROVAL FOR MARKETTNG was
'-'féRANTED.NOVEMBERSZG, l973; APPR6XIMATELY-FQUR'YEARS AFTER THE iIcEﬁSE
_ ;§#RA§GEME§T WAS éQNCtﬁDED.. as A coﬁéEQUENCE, SILVER.SULFA'biAQINE IS NOW
f1ﬁ GENERAL Usﬁf'

. AN “SUMMARY, THE DEVELOPMENTS OF SILVER SULFADIAZINE IS5 AN EXAMPLE

"iprfﬁow.iﬁPORTANT'ANQ SOMETIﬂES:LIFE—SAVING-PRODﬁCTS, WAICH HAVE BEEN

" "PARTIALLY FUNDED BY HEW, CAN MAXIMIZE CONTRIBﬁTION'TO_PﬁBLIC.ﬁELfAR;.:
”IN-PREPARING'TO SPEAK TO YOU TODAY, AND AS A DOCTOR INVOLVED IN
,,meLEVIAT;NG HUMAN SUFFERING AND PAIN, I WAS HAPPY TO LEARN THAT AFTER

~ “EXPENDITURE OF OVER 3 BILLION DOLLARS IN NIH GRANTS TO UNIVERSITIES, OF
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' ZTHE 28,000 PATENTS IN THE PATENT OFFICE PORTFOLIO, "ONE.OF THE PETITIONS |

'**PHARMACEUTICAL COMPANY, CLINICALLY TESTED UNDER THE DIRECTION OF THE

B

\GRANTED INVOLVED A BURN OINTMENT DISCOVERED AT A UNIVERSITY, WHICH WAS

~PATENTED FOR THE UNIVERSITY BY RESEARCH CORPORATION, LICENSED TO A

L]

“COMPANY, AND CLEARED‘BY:THE FOOD AND DRUG ADMINISTRATION ON THE COMPANY'S

“INITIATIVE. THE DRUG IS NOW COMMERCIALLY AVAIIABIE, TO MY KNOWLEDGE ,

.?'THIS IS THE ONLY DRUG'OUTSiDE THﬁ CANGER CHEMOTHERAPY PROGRAM WHICH WAS

LINITIALLY'DISCOVERED WITH DEPARTMENT SﬁPPORT AND HAS REACHED THE MARKET=-

"PLACE THROUGH THE INVESTMENT OF RISK CAPITAL FROM THE DRUG %NDUSTRY."




