]

BH
W PHS PKLN

0456 EST
411372 VCIF D 3824 20,12,73 11.00

HEARING CLERK
FOOD AND DRUR ADMINISTRATION
ROOM 6-86

RE: DEPARTMENT OF HEALTH, EDUCATION AN® WELFARE
FOOD AND DRUG ADMINISTRATION (21 CFR PARTS 121 126, 133

PROPOSED RULEMAKING ON ASBESTOS PARTICULES IN FOOD AND NRUGS
AS PRINTED IN FEDERAL REGISTER, VOL. 3%, NO, 1%2  FRIDAY,
SEPTEMRER 2% 1673

PEAR SIR:

THE AROVE-MENTIONEN MEMORANDUM ON “~“aSBESTOS PARTICLES IN FoQD
AND DRURS °° COVERS THE PRINCIPAL OUFSTINN NF A POSSIALE HEALTH
RISK THROUGRY PARENTERAL NRUAS CONTAINING ASRESTAS PARTICLES,

THIS SURJECT HAD BEEN DPISCUSSED IN A MEETING OF AN EXPERT ‘
COMMITTER OF THE RBUNDESVERRAND DER PHARMAZEUTISCMEN INDUSTRIF,
THE WEST-GFRMAN PHARMACFUTICAL MANIFACTHRERS ° ASSOCTATION,

T™ME PARTICIPANTS WELCOMED AND SUPPORTED FPA FFFORTS TO AIM AT
ASRESTNS-FREE SOLUTIONS FOR PARENTERAL APPLICATION, HOWEVER
THE USE OF ASBESTOS-FILTFRS IN THE MANUFACTHRE OF PARENTFRAL
DRUAS CANNGT RF AVOIDED COMPLFTELY FSPECIALLY AS CONCFRNS
HIGHLY CONCENTRATED AND MIAHLY VISCOUS SOLUTIONS OR CFRTAIN
SERA AND VACCINES, FOR OTHFR SOLUTINNS 1T MAY ALSH RE CONVFNIENT
T0 YSE ASRESTNS-CONTAINING FILTERS IN ORDER Tn REMOVE POSSIRLE
PYROGENOUS PARTICLES, IT THEREFORF SEEMS TO US IMPOSSIRLF Tn
GIVE UP ASRESTOS-CONTAINING FILTER PADS IN RENERAL,

WEREVER POSSIBLE, FINAL FILTRATION WITH ASBESTOS~-FREE NON
FIMRE RELEASING FILTERS IS LONR SINCE CARRIED OUT IN PHARMA-
CEUTICAL TECHNICS ACCORDING TO 500D MANUFACTURINA PRACTICES,
FOR TH1S PURPOSE ONE GENERALLY USFS THDSE FILTERS WHICHM
RELIARLY REMOVE FIBRES WHICH AR® NOT TOLFRATED ACCORNING Tn
THE PROPOSED METHOD HSM 72-10267 (1972), IN NUR OPINION IT IS
T™EREFORE NOT NECESSARY T0 CONFIRM THIS nry FINAL FILTRATION
GUARANTEED FEFFECT THROUGH AN ADNITIONAL METHAD OF TEST,

WE DO HOPE HAVING CONTRIRUTED W(TH OUR COMMENTS TO THIS FOR
THE PHARMACRUTICAL INDUSTRY HIGHLY IMPORTANT SURJECT,

RESPECTFULLY YOURS,

RUNDESVERBAND DER
PHARMAZEUTISCHEN INDUSTRIE E,V,
DIRECTION

(DR. MARRIS) (DR, AUTERHOFF) ++

411372 VCIF D
DHEW PHS PKXLN




