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May 8, 2001

Dockets Management Branch

HFA-305

Food and Drug Administration
5630 Fishers Lane

Room 1061

Rockville, MD 20852

Dear Sirs:

The Susceptibility Testing Manufacturers Association (STMA) is an organization
recently formed to stimulate and enable cooperative and effective interaction between
manufacturers of antimicrobic susceptibility test devices and pharmaceutical companies,
regulatory agencies, standards organizations, and ‘ thers regarding issues related to the
field of susceptibility testing. We have reviewed [[Reference Docket No. 00N-1269
(Requirements on Content and Format of Labeling for Human Prescription Drugs and
Biologics: Requirements for Prescription Drug Product Labels)", and offer the following
comments on the proposal to removg #n vitro information related to the activity of an
anti-infective from the drug’s package insert. |

Comment 1

We understand and support FDA's desire to help combat the spread of bacterial resistance
to anti-infective agents, but we beligve the propo ]cd labeling changes will not help
accomplish that goal, and may in fa¢t hinder the jforts of physicians to effectively treat
infections.

Our members strongly believe that in vitro information should be retained in drug
labeling. '
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oM 126G O YA

4945 St. Thomas Dr., Fair Oaks, CA 95628 » Phone: 916.965.5620/¢ Fax: 916.965.0728 « Web: www.stmaonline.org




adequate and well-controlled clinica
limitations of the data. In fact, we ¢
Silver in their January 19, 2001 co
educating physicians about how to i

“The pharmacological pararlxieters and in

suggest in vivo activity agai
those sites indicated under
clinically.”

The STMA supports this proposed wording,

Comment 3

1 trials.") see s to\ clearly convey to the reader the

ments fo t

st the following organisms

ndications

Practically speaking, the vast major
knowing only the possible site of i

based on historical data). The precise species

therapy is started, so knowing whic
species known to cause specific type
appropriate drug. Removal of the "7

effectively remove a large amount d?

y of courses

ection (ang

drugs are
s of infecti
vitro" se

which drug will give the broadest ¢

Comment 4

verage of

There are a number of causative ag
enough in a given clinical trial to be
known to cause the infections for wi
from the "in vitro" section of drug P
how to treat infections caused by the

Comment 5

Antimicrobial susceptibility testing (
data for evaluation of species listed 1
vitro" section than in the "indicated
limit the data used to demonstrate e
reference methods. This deletion wi

FDA approval for additional indicat
additional clearances to add the new
could be avoided if all of the possibl
device submissions.

To summarize, the STMA agrees wi

included i

s will mak
se particul

nadrugs

ential equ

informatioh
the

nts of infecti
nt
ich the drug
el

onsider the ¢ nge proposed by Dr. F. Marsik and H.
e Jocket to be even more useful in

terpret the "

vm;'o section:

itro slusceptlblhty data for the drug

“‘ for infection occurring at
d Usage”. This has not been proven

of antimicrobial therapy are initiated
erefore, the probable causative agents

almost never known when empiric
most active against the majority of the

is essential to selection of the most
of an anti-infective's PI will
needed by physicians to determine
probable pathogens.

s disease that do not occur frequently
"iddicated uses” section, yet are
approved. Excluding these organisms

more difficult to physicians to know
species.

AST) device submissions to FDA may only include
./As more species appear in the "

section,
iva

removal of the former will severely
ence between AST test devices and

uld potentially lead to a need for more and more
510(k) and PMA submissions, as each time a pharmaceutical company seeks and receives

ns, the de
species 10
y relevant

VlC
the ‘
%pe‘;ies could be included in the initial

‘with the conclu
comments that the in vitro list provides valuabl

e manufacturers would have to seek
device labeling. Unnecessary delays

jjﬁns provided by others in their
el

ormation to clinicians and that the




user of anti-infectives should be ap
information can be used.

Si ly, ‘
1ncerey ZE &/’é ; f/— Ve

Wlllem Folkerts Robert
President Vice F

‘opriately

Badal
resident

informec

{

1 as to how this in vitro




. TISA Airbill

Xpress

A27042283875

0200 & - FedEx Retrieval Copy

19§ -341%- 5

4a Fupross Package Sewice P Packages up 1o 50 1bs,

Dsiivery commitment may be later In some areas. H

Ex Priosity Overnight 5 { | FedEx Standard Overnight  § [} FedExFirst Ovemight

Next business morning Nexi businass aftarnoon Earliest next business morning

ot ILEA PO

NI T

oy B0 Didh

N dalivery to selactfocations
‘

Phone gfhﬁ gﬁé@ @g@mﬁ? 3 [ Fedex 20ay* 26 FedEx Express Saver®
S AL

Second business day Third business day * FodEx Envelape/Letter Rate not avalable '
Mirimum charga: One-pournd rate
4b Express Freight Sewics ’ Pachages sver 150 fbs.

Delivery commitment may be later in some areas,

v

S N

' 3 [7) FedEx 1Day Freight™ g FedEx 2Day Freight 3 FedEx 30ay Freight
“? )&w’ !g@&& £ j NexlbusmeSS\}l‘\/ 4 Q”D Seccndbugxesvsdj'g 3& D Thirdhusinnssya s
‘ Address I@M ﬂ *Callfor - :
A 5 . ?aﬁ%ﬁ&géﬂﬁ - | * Declated vatue fivit $508 2
Sity & BdBhdix Envelope/ 2] redixpPak* % [ other Pig.
—F =art TICITES Fenf Box, YeqE ne,
cew and customer pkg.
2 Your Interpal Billing Referencs T - - A
: b Sl N - : Acaddrois i Sootinn
- § Sﬁggﬁiiﬁﬁdhﬁg notud addrodsinSobtions
- We&‘y SUMDAY Dalivery Hﬁmwgmkdav HOLD Semnday
3 ESC s . iC @:gg?j:g%g;emw &0 Aoty o Vgl—]gtFedlE&( Lolgahmgim gvfﬁzliElefo»aum :
Ll g ipht 1t 3val
Recients . Nryg f 7% AN &am o e RN L M. S
N g
Doss this shi oiHain gootls? - :giacflonanogza
% i Drie box musthe chesked, ————— 7
ﬁ?}k S — 1 Yes = Dyl
Z’A@iﬂi : = p—— :\Lseper ELER T — 'STTelppersu Ciarano g [— Drynllc_e?;?urv TS ———X
' . Shipper's Declaration notrequiret. K
% @ g‘i é # g;f& ﬁ Zy &M & Dangerous Goods tannot be shipped in FedEx packaging. ] SargoA:rcrgz(?n;y .
3 \% mé; ey in Recip,
Address z 1 7 Payment 3"”‘" — Entor Fadix Acet o, o Gradit Bant Mo, oo, — ] Asct. No.

Yo "HOLD" at FedEx location, print FedEx address.

We cannot deliverto P.0. boxes o P.0. 7IP cades.

w  OLEOILLE

|

8270 4228 3875

il

% @;ﬁmggm Sem”g,[:[ Aecipient 2 [ ] ThirdPary 4[] CreditCard § D Cash/Check

Vol b il
Fedbuhcet No. j % % ff ?g Exp.
Crelit Gard No. — l ﬁ Date

Total Paakagas

i Ed - TreditCard A,
Tour liability is fimited to $100 unless you dectare 3 higher value. Sea the fedFx Service Guide for details.

Total Chavges

3 ﬁeieasa Sigﬂaﬁﬁ‘% Signto aulh;)uze delivery without obiaining signaturs.

By signing you autharize us to dellver this shipment without abtaining a signaeure . 3 E D
-and agree to indemnify and hold us harmless from-any resuking claims.

Rev, Date 7/00+Fart 00 Fex D iINUS.A. - GBFE 1/01




