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27 July, 2001

Dockets Management Branch (HFA-305)

Food and Drug Administration |

5630 Fishers Lane, Rm. 1061 - ‘ }

PHARMACIA Rockville, MD 20852

RE: Docket No. 00N-0074

Interim Rule: Additidlfal Safeguards for
of FDA-Regulated Products

Dear Sir or Madam:

Pharmacia appreciates the opp

Safeguards for Children in Clinical Investigation
In this regard, the following are our comments and

General 1
In general, FDA has done
document provides a good
" Interim Rule and clearly st
the complexity of the task
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artunity to review tl

1 reasonably good jo
review of the backg

Jenny L. Peters

Director

Global Regulatory Affairs
7000 Portage Road
Kalamazoo, MI 49001-0199
Mailstop 0636-298-112

TELEPHONE (616) 833-8141
Facsimile No. (616) 833-0512
jenny.l.petets@pharmacia.com

Children in Clinical Investigations

interim rule, “Additional
of FDA-Regulated Products.”
requests for clarification.
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The FDA has modified del
the Pediatric Final Rule, th
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different agencies.

This Interim Rule does not
it will be even more difficult for
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t another regulatory|/document. The FDA has
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subpart D for the Interim Rule. In

e FDA referred to |

th the HHS subpart D and the

ng safeguards for CﬂndUCting clinical trials in children,
yet in this Interim Rule, tlfla only reference is made to the HHS subpart D. This

may introduce some con ‘ sion as to which to fallow. By modifying definitions,
there are now several legaT

‘/regulatory documents that are all using slightly
different definitions and terms. This will creaEe ‘challenges as sponsors meet the
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requirements under one d‘
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There needs to be a clearél' definition of "Greater than Minimal Risk".
This term is vague in this|section and the definition is open to
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interpretation. In the secon “ paragraph, theFDA does spécify the type of
procedure that might fall into this category, but|these are only examples.

IL. D. , o
The FDA discusses study design that might "mitigate risks," including exit
strategies, DMCs, and study amendments. TheE

i stitution, but it may not be
appropriate action for an IR , involved in a sponsored global clinical trial where a
DMC is part of the protoco] and amendments are generated by the responsible
sponsor. !

‘ ¢ may be appropriate measures
for an IRB for a clinical trigl ‘conducted by that

Again, thank you for the opportdmty to comment. Should any clarification of our input be
required, please don’t hesitate to contact Jenny Peters at (616)-833-8141.

Sincerely,

Pharmacia Corporation

Jgnny L. Peteks
Director '
Global Regulatoxy Policy & Int elligence




:k(.,..—,;

£ SR TR BT e T L T R TR

FROM

L e BLE &@@&&
PHARNACIA ﬁ@%ﬁ@ﬁ%%i&ﬂ“ '

BLBG 2948
?ﬁﬁﬁ 9@%?%&? RR

gt

ﬁ&aﬁﬁﬁzﬁﬁ . '» ML %ﬁﬁﬁ

Payment Orlgm Alrbl" Number ) =

@L.nﬁ%ﬁ%?aaﬁ

33

| Billto:

:RE]elver 3r<E’__TﬂY : AIRBORNE EXP }{

B tter - 150 ibs)

D Pa!d in
Advarice

| Jenny Peters 616-633-8141
_j?ﬁﬁd ﬁﬂﬁ %rua A@m%a%atw&tﬁﬁn u
5630 Faghavg Lan@ Room 1061

‘ ‘,ﬁ@ﬁk%}?l@ C .ﬁw , g@g@%‘x

Eﬁlill g

001 @eeys07

PACKAGE LABEL

B -————_—————————‘-———_*'————————————————_—d

2 Bﬂhng ‘Reference (will appear on invoicé)’

NASQ”

# Liétter Expiess
P

¥i
Packaglng One box musl be checked §

B Ciher
Express .. Pack Packaging 9§
oG-

: e

{Letter - 5 lbs

Spédial Ipstruciloﬁs :

-IIESA(r .xt:uqﬁux

OB O

RO G i men Paubambs -

HHH H?B 2533

auqvg?a,aaaa




