STATEMENT OF DR. CHARIES L, FOX, JR., M.D.
L PROFESSOR OF SURGERY AND MICROBIOLOGY
' COLUMBIA UNIVERSITY COLLEGE OF PHYSICIANS & SURGEONS *
NEW YORK, NEW YORK

. AT THE JOINT PRESS CONFERENCE OF
SENATOR ROBERT DOIE OF KANSAS .

-AND .. o

, SENATOR BIRCH BAYH OF INDIANA '

~ ANNOUNCING

. THE INTRODUCTION or A BILL ESTABLISHING A FEDERAL PATENT POLICY_-'
FOR UNIVERSITIES AND SMALL BUSINESSES TO DEVELOP
INVENTIONS FUNDED WITH GOVERNMENT SUPPORT '

CONFERENCE HELD IN ROOM 318 RUSSELL SENATE OFFICE BUIIDING
WASHINGTON D. C R :

AT 9330 AM. N
WEDNESDAY 13 SEPTEMBER 1978




U S 4
1

STATEMENT OF DR. CHARIES L. FOX, JR., M.D. -

1 Aﬁ_cHARLaé L. Fox,'jﬁ;; M.5.;*éRbFESSOR OF SURGERY AND-;
MICROBIOLOGY,.Af COﬁUﬁBiA UNIVERSITY COLLEGE OF.PHYSICIANS & SUR?EONS?
NEW VYOlRK, N’:.'IW.YORK.' I AM ‘GR-A'I‘E.FUI.: F..OR THE oéPqRTUNITY TO BE wmﬁ YOU'
_ T§DAY;- I AM THE iNVENTQR 6FSILVER SU;EAbIAZ;NE; A LIFE—SAYING-;GENT
'fOR'THE TREATMENT OF 3ﬁRNS.}I_AM HER$ To TELL.?Qﬁ GE.fHE'iﬂQORféNCE OF

SIIVER.SﬂifADIAZINE, ﬂdﬁ.IT WAS.DEVELOPED;”SﬁPﬁoﬁxﬁn, AND gINAL#Y MAﬁE
AVATIABIE TO BURNED PATiENTS iE.HOSPITALé:AND AT MILITARY INSTAﬁLA?IONS;.'
B 'FiRST, I woi;i__p Like '-_:o TELL YQU A :me; So@rrmﬂc'@ouifﬁﬁgﬁs. o
Pklog TO AN.UNDﬁﬁSTANDING OE_EHE PROBLEM OF BURN:SHCCK.IN.IﬁE Mio;193o's; 
.'ﬁOST ?AIiENTs.suFFERxﬁc Bugys'GREAiﬁﬁfiﬁAﬁ.4@%'03 $5£-iQTA;;§0g§ SﬁRFACE:f

A

A

DIED OF BURN SHOCK WITHIN 36 HOURS OF THE INJURY. WITH THE RECOGNITION = -

| THAT 1ARGE AMOUNTS OF FLUIDS WERE NECESSARY TO PREVENT THIS SHOCK 1IN
| LARGE AREA BURNS, PATIENTS WITH BURNS OF ALL SIZES BEGAN TO SURVIVE THE
EARLY POST-BURN PERIOD, THESE PATTENTS WITH LARGE BURNS WHO SURVIVED THZ

* INITIAL SHOCK PHASE, HOWEVER, WENI GN TO DIE FROM INFECTION IN 10-21 DAYS

THE PRIMARY CAUSE OF THIS INFE_CTION WAS IN THE BURN WOUND ITSELF.
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N IWifn THEiﬁ?TABLiSHMEﬁf.éF.BURS_@OUSD INFEgTION'As THE CAUSE'Of':
'iDEATﬁ IN THESE PATIENTS, MEfHQDs TO CbNTROL IT WERE SOUGHT N iﬁE LATE
',go}s AND EARLY éofs,: iHE FIRS?IAPfROACH; SYSfEMIc .ANTIBIOTICSFIﬁAS ”
,3pbusn_io:§E_GF.L1rTLE VALUE BﬁCAUSﬁ.OF THE:LACK_GF.éiRcﬁLAIIONéiN Tﬂﬁ |
_;1ﬁURN‘W6UNﬁ.AND THEI# iNABILIT?ITO.KILﬁ THE:PREﬁéMINANT BACTERIA. .W;TH
;.:?Tﬁﬁ FATLURE OF SQSTEMIQ.ASTIBlptics,_#Dbﬁ%lﬁﬁ#éﬁ?ﬁé.ﬁﬁﬁgiSdﬁéﬁT;TQ CQﬁTRCL
iHﬁ S?REAﬁ‘OF BACTERiA A0 THEDE&E#@PMENI.Of.LiﬁﬁfiHRﬁA?ﬁﬁiNciiNEEC?ibN
é_ o TIQTﬁE.éﬁRN ﬁ6Uﬁ§. f
"iﬁﬁil:.DﬁRiHGiﬁHE:#AR?XIigébes;éOME-éUCQESS.Wﬂsn#OﬁND‘iﬁ.Tﬂﬁ USE?QF_

. 'TOPICAL SILVER NITRATE SOLUTION IN A 1/2% CONCENTRATION, AT THE SAME TIME,

A STIDA COUROTI, MAFENIDS, AS DETRIORED WHIGH WAS ABEE TO SIP CONEROL
" DURY VOUND TWECITON. IT HAD A RIGH DECRSE OF ACTIVITY AGAINST MANY FORS
'fOF BACTEﬁIA;éNDTﬁELPEDTDECR&%S#EﬁQBTAiIfihiﬁ;QAﬁﬁféﬁRNS.- BQfH“§FlfHESE.'
" KeENTS, 3OWEVER?.HADSEVE§E SiéﬁtEfFECTS Wﬁzéﬂjmﬁﬁﬁ Iﬁém ﬁoxzéﬁii'pjsfi_

.. GULT TO USE BUT AISO ADDED TO THE BURDEN OF THE PATIENT IN SOME|CASES. |
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Ta

- "LATER ON. IN THE 1960'S, WORKING IN MY LABORATORY AT COLIMBIA

UNIVERSITY WITH PARTIAL FUNDING OF SOMEWHAT LESS THAN $100,000

'ON THE

" PART OF NIH, I SYNTHESIZED AND SCREENED MANY MANY COMPOUNDS WHICH MIGHT

" BE EFFECTIVE IN THIS AREA OF BURN WOUND INFECTION. I FINALLY FOUND

. SILVER SULFADIAZINE TO BE THE MOST EFFECTIVE IN LABORATORY ANIMALS.

1 THEN RECEIVED FROM A COMMERCIAL DRUG COMPANY THE NECE

. © MATERTALS FOR THE EVALUATION OF THIS COMPOUND IN HUMANS AND TO

- THAT WAS UNDER THE AUSPICES OF THE UNITED STATES STATE DEPARTM

| OF CHOICE FOR TREATING MAJOR BURNS. IT ALSO BECAME CLEAR THAT

SSARY

MEET THE

¢ 'MEDICAL NEEDS FOR BURN THERAPY OF THE PATIENT POPULATION TN SOUTH VIETNAM

ENT SURGICAI

7" TEAM TREATMENT FACILITIES. BASED ON THE RESULTS FROM THE CLINICAL USE,

e s IT BECAME APPARENT THAT SIIVER SULFADTAZINE COULD POSSIBLY BE THE PRODUCT -

WE WOUID -

- NEED THE CONTINUING SUPPORT OF PRIVATE ENTERPRISE IN THE FORM OF A

* REPUTABIE PHARMACEUTICAL MANUFACTURER IN ORDER TO DEVELOP THE [OPTIMAL

" FORMULATION AND TO CONDUCT THE PRECLINICAL AND CLINICAL EVALUATIONS

RIS TR

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

__DIAZINE_COUID PROVIDE THIS COUNTRY WITH A MAJOR BREAKTHROUGH KOR TREATING
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BURNED PEOPLE BUT WITH LESS INCIDENCE OF SIDE EFFEGCTS THAN CURRENTLY

 AVATIABIE THERAPY,

' TO LOCATE A COMPANY TO ACCOMPLISH THESE OBJECTIVES, THE

' OF RESEARCH CORPORATION WASgENLISTED._ RESEARCH CORPORATION'S

'ASSISTANCE .

ONTRIBUT IO

WAS TWOFOID. FIRST, THEY RECOGNIZED THAT EXTENSIVE PATENT PROTECTION

' MUST BE OBTAINED TO JUSTIFY THE SIGNIFICANT EXPENDITURE REQUIRED TO BRING

~ 'STLVER SULFADTAZINE TO THE POINT WHERE IT COUID BE USED IN LIFE

. THREATENING BURN SITUATTONS THROUGHOUT THE UNITED STATES AND, IN FACT,

' THROUGHOUT THE WORLD. RESEARCH CORPORATION ALSO DEVELOPED A SUCCESSFUL -

' WORKING RELATIONSHIP BETWEEN MYSELF, COLUMBIA UNIVERSITY, THE NIH, AND A

. QUALIFTED COMPANY FROM THE AMERTCAN PHARMACEUTICAL INDUSTRY. MOST MAJOR -

- PHARMACEUTTCAL COMPANIES WHO EXPRESSED INITTAL INTEREST HAD SERTOUS DOUBTS

" REGARDING PATENT VALIDITY, AND THE RESTRICTIONS WHICH WOUID LIKELY BE

~ PLACED ON iHEIR'MARKETING EXCLUSIVITY TO WARRANT THE EXPENDITUﬁE REQUIRED;

. TO BRING IT TO. THE MARKET PLACE AND THE PATIENT'S BEDSIDE, . =

“;
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FINALLY, LICENSING ARRANGEMENTS WERE MADE WITH.MARION LABORATO

' SILVER SULFADIAZINE TOPICAL PRODUCT. MARION WAS SUCCESSFUL IN DEVELOPING -

OF KANSAS CITY TO DEVELOP, TEST AND SECURE FDA APPROVAL FOR A SUITABLE

RIES

A FORM OF SILVER SULFADIAZINE FOR APPLICATION.DIRECTLY TO BURNED PATIENTS.

THIS PRODUCT WAS STUDIED UNDER MARION'S DIRECTION IN 2500 CLINICAL

" CASES AT ALL MAJOR U.S. BURN CENTERS. FDA APPROVAL FOR MARKETING WAS

' GRANTED NOVEMBER 26, 1973, APPROXIMATELY FOUR YEARS AFTER THE LICENSE

. ARRANGEMENT WAS CONCLUDED. AS A CONSEQUENCE, SILVER SULFA DIAZINE

. IN GENERAL USE.

. IN SUMMARY, THE DEVELOPMENTS OF SILVER SULFADIAZINE IS AN EXAMPLE

ST e e

' OF HOW IMPORTANT AND SOMETIMES LIFE-SAVING PRODUCTS, WHICH HAVE BEEN .~

" PARTIALLY FUNDED BY HEW, CAN MAXIMIZE CONTRIBUTION TO PUBLIC WELFARE, .

. . IN PREPARING TO SPEAK TO YOU TODAY, AND AS A DOCTOR INVOLVED, IN

°  ALLEVIATING HUMAN SUFFERING AND PAIN, I WAS HAPPY TO LEARN THAT AFTER -

AT

. EXPENDITURE OF OVER 3 BILLION DOLLARS IN NIH GRANTS TO UNIVERSITTES,.OF’ '3;
i - . . B . B . + . U ' B -k ! . -
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THE 28,000 PATENTS IN THE PATENT OFFICE PORTFOLIO, "ONE OF THE PETITIONS -
'GRANTED INVOLVED A BURN OTNTMENT DISCOVERED AT A UNIVERSITY, WHICH WAS

PATENTED FOR THE UNIVERSITY BY RESEARCH CORPORATION, LICENSED TQ A

_PHARMA¢EU¢ICAL_CO¥PANY; CLINICALLY TESTED.UNPER:TﬁE DIRECTION OF THE
-COMfAmi;'AND CLEARED BY THE FOOD AND DRUG.ADMINISiRATION'QN.féﬁECbeAﬁYfS ?
INITIAIIVE.-.THE DRUGmiS §QW:ébMﬁERCiALLf AVAILAﬁL$a TQ.MY.KNO%IEDGE,
THIS ié_IﬁE-ONLY DRUG 0UTSiD?‘THﬁ bANCER.¢HﬁMQiHﬁ#é?Y:PEQGEAM ﬁﬁICH ﬁAs
- iNIfiAiLfiéISCOVﬁﬁﬁﬁiwi$H Dﬁ?AéfMENT'Sﬁff0R& ANﬁJHAS.REACHEP iH@_MARKE¢-

* PIACE THROUGH THE INVESTMENT OF RISK CAPITAL FROM THE DRUG INDUSTRY."
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* GOVERNMENT OWNED PATENTS

™
+

> ! il
AVAILABLE FOR LICENSING

[AS
O .

l

NUMBER OF PATENTS
5

! . LICENSED

O 1 L
63 64 65 66 67 66 69 70 7 72 713 T4 75
 FISCAL YEAR "

While the number of government patents available for licensing has incfeased,
the percentage of those actually licensed has remained below 5 percent;
Universities are estimated to licemse 33 percent of their patents.

INVENTION DISCLOSURES AND PATENTS RESULTING FROM
" FEDERALLY FUNDED R&D 1970-75

16,2 10829

4 BILLIONS

i
%
o
3
=

1970 . 197t 1972 1973 1974

b

The number of paténts'arising out of federally.funded research has beén;iﬁ'
a steady decline. Even in 1975 when research expenditures actually increased
over the previous year, the number of patents filed continued to decline.

; {Sowrce: Testimony of Dn. Betsy Aﬁéhenijbhnbon; formen Assistant Secneiang
: of Science and Technology, Department of Commerce before the House Subcommiiiee
on Domestic and International Scientific Planning and Analysis, October 1, 1976.)




