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(o ~our ‘.Request for Comments on Development of Options to Encourage Animal
Species and for Minor Uses” - as listed in Federal Register Volume 62, No. 120,
~ctNumber 97N-02 17.

he North American Gamcbird Association (NAGA) that is involved in the feed
Nthe Vice-President of the NAGA and will become the President in January 1998.
forts to assist those of us \vho are in the business of raising minor species.

ati}c for commercial garnebird farms to maintain (heir flocks and their livelihood.
lCMinor Species Animal Health Coalition to strive to find a solution to the feed
~ortthe Minor Species Animal Health Coalition plan as submitted in response to
In addition TJCadd the following comments:

pemlil cxtrn-label usc of feed medication seems to be the easiest fix. But it seems
it ill need to bc found.

lited inccnti~’esto clear their medications for minor species. We all would
xlld either strcanilhc the approval process or provide incentives for drug
:dications for minor species use, If drug companies can be induced to get the
[at is a solution. BLItI believe another solution will need to be found.

Iat garnebird raisers want arc currently approved for use in the commercial poultry
roval research has already been completed for the major species (chickens and
duccr groups can coordinate efficac>studies - that would be an excellent
fo needed for appro~al, Perhaps CVM standards that would require only limited
w 1be implcmented. Of course each species of gamebird would require separate
studies secm lo me to be one of the best options available.
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This section tends to imply a stricter interpretation of electronic identification than is required in
the regulations for I~aper-based systems, where signatures are not required. Is the intent to
describe log-in secun ty as opposed to electronic signature?

V.A. I.: Entry of c!Iectronic signatures should be linked to a “commit” action rather than the
entry of tl .e data on the screen.

V. A.2.:This is appro ?riate if the intent. is to cover login security only. Otherwise, this seems

superfluous in a true electronic signature system, because a user should not be able to commit a
record with his autho :ization code for a session under an other’s login ID.

V, A.5.: This is ti ]propriate if V,A. applies to login security. However, 21 CFR Part 11
requires 2 levels of security if a screen-saver lockout occurs. This may be overly
restrictive .

SECTIONV.B.

V.B. 1.a. There is a level of insecurity regarding system clocks on stand-alone workstations.

V,B.2. Suggest c mnging to “Audit trails should not be permitted to be altered.”

V.B.5. Time stan ~ping for the audit trail should be in the audit trail file, not on the audit trail
file. It sh ~uld be acceptable to update an audit trail file as long as the time stamping
of each ac tual change record in the file is secure.

SECTIONV.C.

The final paragraph i 1 section V.C 3 should be the first in the section, preceding section V.C. 1.

V.C.3. The time; ~one should be included in the time stamp.

VI. System Design :

SECTIONVI.A.

Subparts 1 and 2 are ~:00 specific and should be deleted, or listed as examples

SECTIONVI.C.

The statement “and as necessary for record retrieval and review.” is in

statements in Part

VII. Security:

SECTIONVII.A.

In Paragraph VII.

11 e.g. as cited in response to comments 30 and 69.
contravention to

sufficient to guarantt

SECTIONVII.B.

VII.B.2 & 3. This i
trial and t
SWinar

VII.B.3. Agree wi
make it cl

A.$. “Lock and key” may be too specific. “External safeguards should be
the integrity of the data and collection devices”

too restrictive. A given computerized system can support more than one
erefore should not be restricted to one. Also, can we not validate our study
we complex environment if it makes business sense?

1 the intention here, however recommend to reword the last sentence to
ar that change management SOPS need to be in place.
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VIII. System Depe ridability

SECTIONVIII.C.

VIH.C. 1. SW devel ~pers can not perform validation. At most they can perform a limited part
of the qu ilification testing and supply documents required to support parts of the
validation . Some testing must be carried out in the production environment.

The secor d paragraph needs to be reworded. It currently implies that companies are
expected :0 collect evidence of testing for products like Lotus 1-2-3 and Microsoft
Excel. w hat should be done is some sort of qualification testing of the applications
built in su ch SW packages.

VIII. C.2.b. Remover :ference to structural analysis - delete “including both structural”.

SECTION D:

VIII.D.2. All chang x to the system, regardless of the relation to original design specifications,
should be handled according to established change management procedures. This
includes evaluation of the extent of testing.

1X. System Contro 1s

SECTION C:

IX. C.2,The location of back-up records should not be specified, merely that they be separate
Erom the originals.

XI. Records Inspe( ;tion

SECTION A:

XI.A. Do companie: ; need to provide licenses to FDA to view copies of electronic data which
uses SW not cwned by the agency? Is it sufficient to provide them with the use of the
software at company’s facility?

SECTION B:

XI.B. This is contra y to other sections of this document which state that certified copies of
electronic datii are acceptable source documents. In other words, at the close of a study, if
all records, in(;Iuding audit trails are printed and certified and the hardware removed from
the site to be 1lsed elsewhere, the certified copies should be sufficient for inspection. It is
not efficient t() leave equipment at the investigators site after the close of a trial if he or
she will not C(retinue to require the equipment. It is also not efficient to reinstall
equipment or ;Oleave the equipment at the site unused, on the chance that an inspection
will be sched~ led for that particular site.
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