
DEPARTMENT OF . 
HEALTH, EDUCATION, AND WELFARE 

PUBLIC HEALTH SERVICE 
W*sn~noTow 25. D. c. 

Dear Dr. Koprwrki: 

Ywr letter of January 26th, conceraing oral poliwlrt8 vaxine made 
fra atteaueted rttaiar which you hve developed, expresoea the hope 
.tttat T  n . . ..uill take the uaceuuy rteps to have there vaccines 
licensed,. . .‘I Since your letter rtatu song other thing& “.. ..wt, 
at Uistar Institute, ue mo8t eager to have our ore1 polL0 vacclnta 
Licesued for amufaetufe”, it rarld be well to clarify what the word 
l icensing actually means rhea applied to bIoLogica product,. 

&cording to the public 8~1th Service Act biological prduct~, (II 
defined, may uat be rold, bartered, or exchau@ in interstate c-rfe 
malecs runrtfrcturcd la a llcenred l etabli&ment and upon A ehcwlng thar 
the @ @ tebiiOhiBQTtt and the product wet rtudrrds derlgnrl! to lnlrurr tirr 
cwtfwed m fety, purity, ami potency of such producta, nte object :ve 
of this ie, of CourBa, to protect the public and the intent of the Act 
Ir mmplirbcd by 1Lcaarw otablirlmmntr urd prodoctr which meet the 
prwtriama *et forth in fornlly edopted qgulatiool;. 

Thw, to ukc a particular rrrcciaa w~LLublc a* a comercfal produr’t 
requires that 4 unuf4Cturer (1) qualify for aa tat&libhzwnt ‘Ite~nrr~ 
m& (2) d-rtrnt.a that the product for uhtch thr lfccncs in am&t 
meet& the prescribed rtmArd# u ret forth in the ?irS Regulrt ions. 
Uitbim thir c-text ft is clear that ao rueh action a.y ‘l.... to hrve.... 
oral polio vaccines liceuasb for m m m frcture” cm txcur. 

As I interpret your latter you wuld lith to see live, oral poLtovitlir 
vmzctner prepared fror m  attenuated rtrafnr available ccawlrcl*t’lu 
in thlb country aa l iceme products. 

Ihe Amgut 24, 1960 report to whfch you refer UA~ baee& upon the nrrtor- 
matim available at the time and was derigned to indlcatc the atatv of 
the very canplax and soPetfra eonfwing body of frrforcrt lw cunccr n~frg 
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