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AGENCY NEGOTIATION WORKSHEET - INSTRUCTIONS

How to use this tool:

Refer to the Regulatory Plan and overall team development strategy.

List the key 1ssues that will be negotiated with the agency during this interaction.

3. Review the key 1ssues with your Director and any technical mentors you feel would add
value to this effort.

4. Discuss the issues with the team, identify any other 1ssues, and determine the company’s

strategic positions on each (“NEED”, “WANT”, & “STRETCH”).

[\

STRETCH: Low probability of regulatory success; High leverage potential for current compound
or future development projects; Would accelerate current timeline

WANT: Desired outcome from meeting, Medium probability of regulatory success, Often serves as
the basis of the briefing document; Keeps development timeline on track to current plan

NEED: Absolutely need from the meeting; High probability of regulatory success; Well grounded
in regulatory reality

UNDESIRABLE/NEGATIVE OUTCOME: Adversely affects strategy or timeline

5. Complete the Worksheet. For Section II, this may require some additional prework using the
method of your choice. This prework will facilitate the focusing of 1ssues for the Briefing
Document.

6. Develop the Briefing Document for submission to agency to resolve key 1ssues. Gain
agreement with team on how questions should be ordered (most critical first, or most logical
order for desired outcome)

7. Schedule time with Ann Gibson (7-1949) to make presentation to the “WIN” Council (should
be at least two weeks prior to the Briefing Document being submitted)

8. Distribute completed worksheets at least 24 hours in advance of “WIN” Council meeting to
members, G. Brophy, T. Copmann, G. Enas, P. Gesellchen, E. Sloan, J. Stotka, T. Massa, and
L. Holzhausen with cc to their AA’s.

9. At least two (2) weeks prior to the submission of the Briefing Document, have a meeting
with the WIN council to review Section II.. They will serve as a discussion/comment forum
for Section 1.

10. Finish preparation of the Briefing Document.
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11. Following the Agency meeting, assess the outcome for each 1ssue by completing the
Section I (Summary Section) table. Mark an “X” in the Outcome column that reflects the
outcome for each issue discussed in the Agency interaction.

AGENCY NEGOTIATION WORKSHEET

I. SUMMARY SECTION

Product/Division: Zyprexa — Discussion of Glucose/ CDER-Neuropharm Meeting Date:
October 17, 2002, 2002

Type of Meeting: Discussion of safety data Regulatory Scientist/Associate: M. Bruno Council
Date: September 25, 2002 Version 1

ISSUES and OBJECTIVES (WHAT’S AT STAKE)
Refer to Regulatory Plan and Strategy Document

STRATEGIC ISSUES TO BE WHAT IS AT STAKE? OUTCOME
NEGOTIATED What element(s) of the regulatory strategy is (mark result with “X” in correct
One issue per ling; list in order of dependant upon resolution of this issue? Why | STRETCH | WANT | NEED
importance. Expand table as this 1ssue 1s important to the regulatory GOAL

needed to accommodate additional | strategy. e.g.. label claim, development time,

1SSues. L308S, etc. N
1. Gain understanding of the Future labeling for Zyprexa and potentially

Division’s position regarding other antipsychotics regarding glucose

Lilly’s interpretation of data dysregulation.

presented in the briefing document
including: study HGIM, study
S013, retrospective analysis on
TED, Glucose 4 (Postmarketing-
Clintrace), MedWatch FOI,
Advanced PCS database and the
GPRD database analysis within the
context of the evolving information

in the field.

2. Gain understanding regarding Future labeling for Zyprexa and potentially
what data FDA is examining other antipsychotics regarding glucose
pertaining to glucose dysregulation.

dysregulation, if there are any new
data expected soon, and whether
Lilly’s data are demonstrating the
same outcomes as FDA'’s.

3. Gain FDA perspective on a Decision to move forward with a new trial.
proposed study design that would
address the impact of therapy on
glycemic events.

BRIEF DESCRIPTION OF MEETING:
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NEW OR UNRESOLVED ISSUES IDENTIFIED AT MEETING:
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II. PLANNING SECTION

ISSUE 1: Gain understanding of the Division’s position regarding Lilly’s interpretation of data presented in the briefing docum
HGIM, study S013, retrospective analysis on TED, Glucose 4 (Postmarketing-Clintrace), MedWatch FOI, Advanced PCS datab:
database analysis within the context of the evolving information in the field.

COMPANY NEED COMPANY WANT COMPANY STRETCH G(
Absolute need from the meeting, Desired outcome from meeting —keep development High leverage potential if sux
Well grounded in Regulatory Reality timeline on track to current plan current timeline

High Probability of Success Regulatory Probability of Success=Medium Regulatory Probability of Su
FDA’s opinion on Lilly’s interpretation | FDA’s agreement with Lilly’s conclusions that is: FDA believes that no additio
of the data and the conclusions cumulative data currently available do not indicate | come to conclusions regardir
(cumulative data currently available do consistent, substantial differences in the risk for dysregulation 1n atypical anti
not indicate consistent, substantial diabetes of in changes in markers of glucose. there 1s no anticipation of lat
differences in the risk for diabetes of in regulation in patients treated with olanzapine

changes in markers of glucose). compared with other atypical antipsychotics.
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ISSUE 2: Gain understanding regarding what data FDA 1s examining pertaining to glucose dysregulation, if there are any new ¢
and whether Lilly’s data are demonstrating the same outcomes as FDA’s.

COMPANY NEED COMPANY WANT COMPANY STRETCH G(
Absolute need from the meeting, Desired outcome from meeting —keep development High leverage potential if suc
Well grounded in Regulatory Reality timeline on track to current plan current timeline

High Probability of Success Regulatory Probability of Success=Medium Regulatory Probability of Su
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The company needs to know what The company would like to learn about the outcome | The company would like to k
additional data could be considered as of the VA study (if available) and whether the what the Division’s final opu
helpful in FDA’s evaluation of glucose | cumulative data that Lilly’s has examined 1s be regarding glucose dysregu
dysregulation and when new consistent with the interpretation/trends seen in data | antipsychotics.

information (the “VA” study) 1s available to FDA.

anticipated to be finished and data In terms of labeling: FDA aj
interpreted. From this information the labeling with emphasis on ps
company can project when FDA may be and risk factors.

likely to update atypical antipsychotic

labeling.
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ISSUE 3: Gain FDA perspective on a proposed study design that would address the impact of therapy on glycemic events.
COMPANY NEED COMPANY WANT COMPANY STRETCH G(
Absolute need from the meeting, Desired outcome from meeting —keep development High leverage potential if suc
Well grounded in Regulatory Reality timeline on track to current plan current timeline

High Probability of Success Regulatory Probability of Success=Medium Regulatory Probability of Su
The Division’s agreement to something | The Division’s agreement that there 1s no need for If a study 1s initiated, no acti
close to the current study design further studies as the results would not be timely for | antipsychotic labeling until a
parameters (i.€. open label vs blinded) labeling purposes. complete.

so that a study could be completed

within a reasonable period of time.
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WIN METRIC SCORE SUMMARY

WIN Outcome that keeps strategy or timeline on track, or improves it in some way | No. of X’s
[Stretch Goal and Want]

NEUTRAL (Outcome that is minimally acceptable; may not adversely affect
strategy/timeline per se, but may require additional effort or contacts with Agency
to resolve) [Need]

LOSS (Undesired/Unexpected Negative Outcome; adversely affects strategy or
timeline) [Undesireable/Negative]

PROJECTS DATES ISSUES STRATEGY

UNEXPECTED OUTCOMES (Positive or Negative) ¢
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