CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
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STATISTICAL REVIEW(S)




STATISTICSFILING CHECKLIST FOR A NEW NDA/BLA

ClinOleic 20% (20% lipid
injectable emulsion)

NDA; 505(b)(2)

NDA/BLA Number: Applicant: Stamp Date:
204508 Baxter Healthcare Cor poration 03JAN2013
Drug Name: NDA/BLA Type: Indication:

Parenteral Nutrition
providing a source of calories
and essential fatty acids when
oral or enteral nutrition is not
possible, insufficient, or
contraindicated

Oninitial overview of the NDA/BLA application for filing:

Content Parameter for RTF

Yes

No | NA Comments

reports, tables, data, etc.

Paper Submission: Index is sufficient to locate necessary

Thiswasan
X electronic submission
by the sponsor.

1B

reports, tables, data, etc.

Electronic Submission: Indexing and reference links
within the electronic submission are sufficient to permit
navigation through the submission, including accessto

This electronic
submission was
eCTD compliant and
of satisfactory
quality.

2 | ISS, ISE, and complete study reports are available
(including original protocols, subsequent amendments, etc.)

There were adequate
and complete clinical
study reports (CSRs)
along with ISE and
ISS reports
submitted.

3 | Safety and efficacy were investigated for gender, racial,
and geriatric subgroups (if applicable).

No subgroup
analyses for gender,
X race and age (e.g.
geriatric) were
presented.

4 | Datasetsin EDR are accessible and conform to applicable
guidances (e.g., existence of define.pdf file for data sets).

All tabulation
datasets provided
were of satisfactory
quality and were
mostly compliant
with CDISC/SDTM
data standards.
X Appropriate data
definition filesin
Define XML format
were included.
However, no analysis
datasets, with
corresponding data
definition files, were
submitted.

ISTHE STATISTICAL SECTION OF THE APPLICATION FILEABLE?

YES

If the NDA/BLA isnot fileable from the statistical perspective, please state below the reasons and
provide comments to be sent to the Applicant.

N/A
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STATISTICSFILING CHECKLIST FOR A NEW NDA/BLA

Please identify and list any potential review issuesto be forwarded to the Applicant for the 74-

day letter.
Content Parameter (possiblereview concernsfor 74- | yes | No | NA | Comment
day letter)
Designs utilized are appropriate for the indications requested. There were no
X studiesidentified as
pivotal studiesin this
submission.
Endpoints and methods of analysis are specified in the Analysis methods
protocols/statistical analysis plans. were specified in the
X protocols. T'he_re
were no Statistical
Analysis Plans
(SAPs) submitted.
Interim anal yses (i!c present) were p_ref-specified in the protocol Therewere no
and appropriate adjustments in significance level made. X | traditional interim
DSMB meeting minutes and data are available. analyses conducted.
Appropriate references for novel statistical methodology (if The satistical
. methodology was not
present) are included. % | novel per se hence no
references were
presented.
Safety data organized to permit analyses across clinical trials ety dafasts were
inthe NDA/BLA. study individually;
X however this data can
beintegrated. 1SS
datasets were also
submitted.
Investigation of effect of dropouts on statistical analyses as No investigation of
described by applicant appears adequate. X effects of dropouts

appears to have been
submitted.

Reviewer’s comment:

Noindividual clinical study submitted appears to be identifiable as pivotal for efficacy review

and labeling purposes. The submitted study results should be considered descriptive or

observational only asthey do not rely on appropriate inferential statistics or trial designs that
would be considered adequate to support specific endpoint testing. At the time of filing, we
considered this application as ‘No Action Indicated’. The statistical reviewer will, however, be
available to the clinical team as needed to address specific questions or concerns that would

require statistical response.
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
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BEHRANG VALI
02/01/2013

MICHAEL E WELCH
02/05/2013
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