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ACNP-SNM PETITION FOR RULEMAKING
-

I

i

The petition was docketed June 8, 1989, and published
for public comment September 15, 1989.

'

The primary issues are: ,

.

"

- Use of byproduct material in research using human
subjects

Use of biologics containing byproduct material-

- Departures by medical use licensees from the
manufacturer's instructions- for eluting generators and h;.

preparing reagent kits 70
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The primary issues (cont'd) ~

.

Departures from the package insert for unlisted-

indications and routes of administration
.

- Departures by nuclear pharmacies from the -

manufacturer's instructions for eluting generators
.

and preparing reagent kits, and

Compounding -radiopharmaceuticals from reagent--

chemicals by either medical use or radiopharmacy

licensees
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PUBLIC COMMENTS
_

.

/The public comment period ended December 14,1989

/ 466 comment letters were received

/ Almost all letters supported the petition
.

/The majority of the letters did not provide specific
supporting rationale

/Some letters provided examples of clinical cases.to
demonstrate the need for departure from the package insert

/Some letters stated.that requesting each specific exemption
from the regulations is time consuming and cumbersome
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COORDINATION WITH FDA
~

,

/The issues in the petition require coordination with FDA
because of our overlapping regulatory responsibilities

: 4

/Several discussions with'FDA were held in 1989 and early (
1990

-

/ A draft of the staff's proposed rule was first provided to
FDA in March 1990 with a revision provided in April 1990-

/We received FDA's final comments on May 18,1990
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STAFF PROPOSAL ;
1,

_

.

:i

The Commission is currently considering staff's proposed :"

rule to address:
'

Departures from the manufacturer's instructions for ia.
eluting generators and preparing reagent kits, and -

I
:

!
i

!

b. Departures from the package insert for indications or
,

i

routes of administration.
,

:

The ACMUI has- reviewed staff's proposed rule and j
,

recommended publication ,
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The remaining issues will be resolved in one or more j
.

[
rulemakings !

!
,
, ~

,

F The remaining primary issues are: !

| |

j Use of byproduct ~ material :in research using human j'
-

! . subjects! [
1

4

fi

| Use of biologics. containing byproduct material j-

11

o .

: ~ Compounding radiopharmaceuticals by either medical |
-

use or radiopharmacy licensees '|
-

;
r
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The ' schedule will :be about two years
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