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l. INTRODUCTION (no requests and regponses cited in Memorandum).

Il. ROCHE SHOULD PRODUCE DOCUMENTS RELATING TO AMGEN'S
REQUESTED RELIEF AND ROCHE'S CURRENT AND IMMINENT ACTS
OF INFRINGEMENT.

Amgen’s Reguest for Production No. 45:

Document and things sufficient to show thspective role and respahsity of each ROCHE
team, group and/or third partyviolved in proposing, reviewing @xecuting any operation for or
launch of ROCHE’s commercial sale of MIRRE in the United States, including the
manufacture, importation, and advertising, proomatimarketing, training, pricing, sale, offer to
sell, distribution or renbursement Of MIRCERA.

Roche’s Response to Amgen’s Request for Production No. 45:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery chdmissible evidence.
Roche objects to this Request as seellimguments and information relevant only to
issues relating to 35 U.S.C. § 271(e)(1) thate the subject of ITC Investigation No.
337-TA-568 that are no longer issue in this action tthe extent it refers to importation,
distribution and related area$o the extent any of theseears are still relevant to any
issue in this action, Roche refers gem to Roche’s production from the ITC
investigation for documentsgponsive to this Request.

In light of Amgen’s current paigon that it does not seek rdlim the form of damages,

this Request is of unreasonable scame seeks documents and things, relating
particularly to sales, pricing, marketing amiimbursement, that bear no relevance to any
claim or defense in this action. Roche whikrefore produce such documents only to the
extent they relate to the factors consatkin a preliminary or permanent injunction
determination should those issues arise. To the extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subiject to these objectionscithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Reguest for Production No. 46:

All documents and things generated byarROCHE management or any ROCHE

organization, group or team since January 1, 2003 ¢ffrtence or relate fareparations for or

the commercial launch, supply, coraraialization, promotion, clieal development, current or
future pricing, sale or reimbsement of MIRCERA in the United States, including all goals,
budgets, forecasts, milestones, minutes, agendasnpaéens, tasks lists, schedules and plans of
action.
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Case 1:05-cv-12237-WGY  Document 174-2  Filed 12/15/2006 Page 3 of 50

Amgen Inc. v. Hoffmann LaRoche, Ltd., et. al.
Case No. 05-CV-12237WGY

APPENDIX A

Roche’s Responses to Amgen’s Request No. 46:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request as seedlmguments and information relevant only to

issues relating to 35 U.S.C. § 271(e)(1) tlwate the subject of ITC Investigation No.
337-TA-568 that are no longer issue in this action tthe extent it refers to supply and
related areas. To the extent any of these areas are still relevant to any issue in this action,
Roche refers Amgen to Roche’s productitom the ITC investigation for documents
responsive to this Request.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,

this Request is of unreasonable scapd seeks documents and things, relating
particularly to sales, pricing, marketing amimbursement, that bear no relevance to any
claim or defense in this action. Roche whiérefore produce such documents only to the
extent they relate to the factors consaédkin a preliminary or permanent injunction
determination should those issues aflsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdaithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 47:

All documents and things relaé¢o any communication with cumeor prospective employees
of ROCHE, members of any ROCHE advisboard, current or prospective customers of
ROCHE, or any reimbursement authorityagency regarding thetate(s) by which ROCHE
expects or plans to obtain FDA approt@bkell MIRCERA in the United States.

Roche’s Response to Amgen’s Request for Production No. 47:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request as seedlmguments and information relevant only to
issues relating to 35 U.S.C. § 271(e)(1) anchinence of FDA approval and commercial
launch that were the subject of ITC Intigation No. 337-TA-568. To the extent any of
these areas are still relevaotany issue in this action, Roche refers Amgen to Roche’s
production from the ITC investigation fdocuments responsive to this Request.

In light of Amgen’s current pdson that it does not seek rdlim the form of damages,

this Request is of unreasonable scape seeks documents and things, relating

particularly to sales and rebursement, that bear no relegarto any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

511360 _4.doc 2
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those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right tsupplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 48:

All documents and things relatéo any communication with curreor prospective employees
of ROCHE, members of any ROCHE advisboard, current or prospective customers of
ROCHE, or any reimbursement authorityageency regarding thaate(s) by which ROCHE
expects or plans to commence the s4dl®IIRCERA in the United States.

Roche’s Response to Amgen’s Reguest for Production No. 48:
Roche incorporates herein by refereitsdResponse to Request No. 47 above.

Amgen’s Request for Production No. 49:

All documents and things relating any forecast, plan, study or estimate the date(s), package
type(s) and amounts of MIRCERA to be importet ithe United States f@ommercial sale at
any time during 2006, 2007, 2008 and 2009.

Roche’s Response to Amgen’s Request for Production No. 49:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery chdmissible evidence.
In light of Amgen’s current pdason that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to sales, that bear no relevatcany claim or defemsin this action. Roche
will therefore produce such documents onlytte extent they relate to the factors
considered in a preliminary or permanent injunction determinationld those issues
arise. To the extent Amgen seeks remedagnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Reguest for Production No. 50:
All documents and things relag to any forecast, plan or study of the time required to
commence distribution or sale of MIRCERAthe United States following FDA approval.

Roche’s Response to Amgen’s Request for Production No. 50:

511360_4.doc 3
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Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Request as seellimguments and information relevant only to
issues relating to 35 U.S.C. § 271(e)(1) anchinence of FDA approval and commercial
launch that were the subject of ITC Intigation No. 337-TA-568. To the extent any of
these areas are still relevaotany issue in this action, Roche refers Amgen to Roche’s
production from the ITC investigation fdocuments responsive to this Request.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scapd seeks documents and things, relating
particularly to sales, that bear no relevatcany claim or defemsin this action. Roche
will therefore produce such documents onlyite extent they relate to the factors
considered in a preliminary or permanent injunction determinationld those issues
arise. To the extent Amgen seeks remedagnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 51:
All documents and things thatroprise or relate to ROCHE's marketing plan for MIRCERA in
the United States.

Roche’s Response to Amgen’s Request for Production No. 51:
Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to marketing, that bear no redace to any claim or defense in this action.
Roche will therefore produce such documents tmiyne extent they relate to the factors
considered in a preliminary or permanent injunction determinationld those issues
arise. To the extent Amgen seeks remedagnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 52:
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All documents and things that compriserelate to the 200€007 and 2008 marketing budget
and plan in the United States, includiniggmals, budgets, forecasts, milestones, minutes,
agendas, presentations, task lists, schedulepland of action of each team or group involved
therein.

Roche’s Response to Amgen’s Request for Production No. 52:
Roche incorporates herein by refereitsdResponse to Request No. 51 above.

Amgen’s Request for Production No. 53:

All documents and things generated by orR&CHE management, matkng or sales since
January 1, 2005 that reference or relate éparations for or theommercial launch, supply,
commercialization, clinical del@ment, promotion, pricinggale or reimbursement of
MIRCERA in the United States, including allas, budgets, forecasts, milestones, minutes,
agendas, presentations, task lists, schedakglans of action of each team or group involved
therein.

Roche’s Response to Amgen’s Request for Production No. 53:
Roche objects that this Request is dugilie of Request No. 46. Roche incorporates
herein by reference its Response to Request No. 46 above.

Amgen’s Request for Production No. 54:

All documents and things generated by orR&CHE management, matkng or sales since
January 1, 2005 that reference or relate toect or future use of MIRCERA in the United
States, including all goals, budgettydies, clinical trials, protocglforecasts, minutes, agendas,
presentations, task lists, schedules and mi&astion of each teawr group involved therein.

Roche’s Response to Amgen’s Request for Production No. 54:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche also objects to this Request adidative and cumulative over other Requests
herein. In light of Amgen’s current positioratht does not seek relief in the form of
damages, this Request is of unreasonaldpesand seeks documents and things, relating
particularly to marketing and sales, that beaurelevance to any claim or defense in this
action. Roche will therefore prodeisuch documents only to thgtent they relate to the
factors considered in a preliminary orp@nent injunction determination should those
issues arise. To the extent Amgen se@medies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 55:
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All documents and things generated by orR&CHE management, marketing or sales since
January 1, 2005 that referenca@ate to the current or futel cost or reimbursement of
MIRCERA use in the United States, including all goals, budgets, studies, clinical trials,
protocols, forecasts, milestones, minutes, agemdasentations, task lists, schedules and plans
of action of each team or group involved therein.

Roche’s Response to Amgen’s Request for Production No. 55:
Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,

this Request is of unreasonable scape seeks documents and things, relating

particularly to cost and reibursement, that bear no relevario any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

those issues arise. To the extent

Amgen seeks remedies beyond injunctive relRafche reserves the right to supplement

its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Reguest for Production No. 56:

All documents and things generated byasrROCHE management, marketing or sales

regarding projected customers, sales, dosingngriceimbursement, or use of MIRCERA in the
United States at any time during 2006, 2007, 20@Ba 2009, including all reports, analyses,
presentations, spreadsheets, minutes, agendas, task lists, and plans of action of each team or
group involved therein.

Roche’s Response to Amgen’s Request for Production No. 56:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche also objects to this Request adidative and cumulative over other Requests
herein.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,

this Request is of unreasonable scame seeks documents and things, relating
particularly to projected customers, markg, pricing, reimbursement and sales, that
bear no relevance to any claim or defeinsthis action. Roche will therefore produce
such documents only to the extent they reiatine factors considered in a preliminary or
permanent injunction determination should thigsees arise. To the extent Amgen seeks

511360_4.doc 6
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remedies beyond injunctive relief, Roche ressrthe right to supplement its response to
this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 57:
All documents and things relag to any analysis or evaluati of customers who may purchase
or use MIRCERA in the United Statasany time during 2006, 2007 and/or 2008.

Roche’s Response to Amgen’s Reguest for Production No. 57:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery chdmissible evidence.
In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to projected custars, that bear no relevanceatoy claim or defense in this
action. Roche will therefore prodeisuch documents only to thgtent they relate to the
factors considered in a preliminary orp@nent injunction determination should those
issues arise. To the extent Amgen se@medies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 58:
All documents and things re&d to any form of DDD repodrdered or obtained by ROCHE
regarding MIRCERA or any other ESP (inding EPOGEN ®, ARANESP® and PROCRIT®).

Roche’s Response to Amgen’s Request for Production No. 58:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome and not
reasonably calculated to lead to the discpwd admissible evidence. Roche objects to
this Request as vague and ambiguous wgheet to the undefined term “DDD report.”

Amgen’s Request for Production No. 59:
All documents and things relatéo DDD reports ordered or purded by ROCHE regarding the
nephrology or chronic renal failure markets.

Roche’s Response to Amgen’s Request for Production No. 59:
Roche incorporates herein by refereitsdResponse to Request No. 58 above.

511360_4.doc 7
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Amgen’s Request for Production No. 60:

All documents and things that conge any analysis, agreemenguplor draft of contract terms

for sale, reimbursement or use of MIRCERAhe United States during 2006, 2007 and/or 2008
or any portion thereof, including each pro foraradraft contract fopurchase or sale of
MIRCERA by any category gfrospective customer.

Roche’s Response to Amgen’s Request for Production No. 60:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery chdmissible evidence.
In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scapd seeks documents and things, relating
particularly to projected customers, sakesmbursement or marketing, that bear no
relevance to any claim or defense in tesion. Roche will therefore produce such
documents only to the extent they relatéhi factors considered in a preliminary or
permanent injunction determination should thigsees arise. To the extent Amgen seeks
remedies beyond injunctive relief, Roche ressrthe right to supplement its response to
this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Reguest for Production No. 61:

All documents and things relating any analysis or evaluation pfficing of MIRCERA for sale
or use in the United States, including any anslgs evaluation of discounts, rebates or other
incentives for purchase or usSEMIRCERA with patients.

Roche’s Response to Amgen’s Request for Production No. 61:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery chdmissible evidence.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scame seeks documents and things, relating
particularly to projected customers, salad gricing, that bear no relevance to any claim
or defense in this action. Roche will thenef produce such documents only to the extent
they relate to the factors considerea preliminary or permanent injunction
determination should those issues arffsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subiject to these objectionschithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product

511360_4.doc 8
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immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 62:

All documents and things that comprise amgéast or projection of MIRCERA pricing in the
United States during 2006, 2007 and/or 2008, inolyidll documents forecasting pricing by any
use, customer, or customer segment.

Roche’s Response to Amgen’s Reguest for Production No. 62:
Roche incorporates herein by refereitsd&Response to Request No. 61 above.

Amgen’s Request for Production No. 63:

All documents and things relag to any analysis or evaluai of the dosing of MIRCERA for
use in the United States, incladiany analysis or evaluationtbie dose per patient, availability
of overfill, use of overfill, and/or price per dose.

Roche’s Response to Amgen’s Request for Production No. 63:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous, and not reasonably cddted to lead to the digeery of admissible evidence.
Roche objects to this Request to the extieatuse or availability of “overfill” lacks
relevance to any claim or defense in this action.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scapd geeks documents and things, relating
particularly to pricing, thabear no relevance to any ctabr defense in this action.
Roche will therefore produce such documents tmiyne extent they relate to the factors
considered in a preliminary or permanent injunction determinationld those issues
arise. To the extent Amgen seeks remedagnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 64:

All documents and things that comprise amgéast or projection of MIRCERA dosing in the
United States during 2006, 2007 and/or 2008uiticlg all documents forecasting dosing by any
use, customer, customer segment or patient category.

Roche’s Response to Amgen’s Request for Production No. 64:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery chdmissible evidence.
In light of Amgen’s current paigon that it does not seek rdlim the form of damages,

511360_4.doc 9
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this Request is of unreasonable scame seeks documents and things, relating
particularly to projected custars, that bear no relevanceatoy claim or defense in this
action. Roche will therefore prodeisuch documents only to thetent they relate to the
factors considered in a preliminary orp@anent injunction determination should those
issues arise. To the extent Amgen se@knedies beyond injunctive relief, Roche
reserves the right tsupplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Reguest for Production No. 65:

All documents and things relag to any analysis or evaluati of the intravenous and/or
subcutaneous dose(s) and dosing regimen of MIRCE#R®Aare equivalent or comparable to the
doses and dosing regimen of any o8P (including EPOGEN ®, ARANESP® and
PROCRIT® for use in treatment of any patiertegary, including any angsis or evaluation of
the dose conversion ratio between MIRCE&#A EPOGEN ®, ARANESP® and PROCRIT®.

Roche’s Response to Amgen’s Request for Production No. 65:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Requedat'se of the term “dosing regiméto the extent it is vague,
ambiguous and undefined.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 66:

All documents and things reiag to any communication, prestation or meeting between
ROCHE and any third party (including FDAgtiCenters for Medica& Medicaid Services
(CMS), the Government Accounting Offic6€§AQO”), any purchaseor provider of ESP
products) regarding any analysiscomparison of the intravenoaad/or subcutaneous dose(s)
and dosing regimen of MIRCERA and the ds$e&nd dosing regimen of any other ESP
(including EPOGEN®, ARANESP@&nd PROCRIT® for use itnreatment of any patient
category, including any analyss evaluation of the dose cagngion ratio between MIRCERA
and EPOGEN®, ARANESP® and PROCRIT®.

Roche’s Response to Amgen’s Request for Production No. 66:
In light of Amgen’s current pdson that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating

511360_4.doc 10
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particularly to reimbursement and pricing, thatr no relevance to any claim or defense
in this action. Roche will therefore produce sdctcuments only to thextent they relate

to the factors considered in a preliminary or permanent injunction determination should
those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right tsupplement its response to thisgest. Roche incorporates herein

by reference its Response to Request No. 65 above.

Amgen’s Request for Production No. 69:

All documents and things relatinig any current or projectedfect of MIRCERA pricing on any
large dialysis organization, small dialysis argation, hospital, nephrology clinic, physician,

the Veterans Administration, pharmacies, wholesalers or retailehsding any effect on such

entities’ purchasing, consumption, usgimbursement or profitability.

Roche’s Responses to AmgenRequest for Production No. 69:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery chdmissible evidence.
In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to pricing, thabear no relevance to any ctabr defense in this action.
Roche will therefore produce such documents tmiyne extent they relate to the factors
considered in a preliminary or permanent injunction determinationld those issues
arise. To the extent Amgen seeks remedagnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 70:

All documents and things relag to any current or projectedfect of ROCHE’s pricing of
MIRCERA on the average wholesglgce, the wholesale acquisitiaost or the average selling
price of any other ESP (includiifPOGEN ®, ARANESP® and PROCRIT®).

Roche’s Response to Amgen’s Request for Production No. 70:

Roche objects to this Request’s us¢hefterms “wholesale price,” “wholesale

acquisition cost’ ‘and “averageelling price” to the extent they are vague, ambiguous and
undefined. Roche incorporates herein by refeedts Response to Request No. 69 above.

Amgen’s Request for Production No. 71:
All documents and things relag] to any current or projectedffect of ROCHE's pricing of
MIRCERA on the pricing, sales or use ofygESP for treatment of oncology patients.

Roche’s Response to Amgen’s Request for Production No. 71:
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Roche incorporates herein by refereitsdResponse to Request No. 69 above.

Amgen’s Request for Production No. 72:

All documents and things that comprise dateto any budget grlan of ROCHE medical

affairs relating to MIRCERA in the United S¢at including all goaldudgets, forecasts,
milestones, minutes, agendas, presentations, téskdthedules and plans of action of each team
or group involved therein.

Roche’s Response to Amgen’s Request for Production No. 72:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scope andssmtuments and things, such as sales and
costs, that bear no relevance to any clairdedense in this action. Roche will therefore
produce such documents only to the extent théte to the factors considered in a
preliminary or permanent injunction deteraiion should those issues arise. To the
extent Amgen seeks remedies beyond injueatalief, Roche reserves the right to
supplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 73:

All documents and things generated by orR&CHE medical affairs since January 1, 2005 that
reference or relate to prep#éions for or the commercialdach, supply, commercialization,
clinical development, promotion, pricing, salereimbursement of MIRCERA in the United
States, including all goals, budgets, forecasts,stoiiees, minutes, agendas, presentations, task
lists, schedules and plans of action of each team or group involved therein.

Roche’s Response to Amgen’s Request for Production No. 73:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request to the exitesteks documents and things relating to
ongoing clinical trials postating Roche’s filing of it8LA No. STN 125164/0. In order
to avoid unnecessarily delaying or disrupting these trials, Roche will provide relevant
documents relating to these triaisly upon their completion, if any.

In light of Amgen’s current paigon that it does not seek rdlim the form of damages,
this Request is of unreasonable scope apissdocuments and things, such as sales,
costs, pricing, marketing and reimbursem#émdt bear no relevance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considemed preliminary or permanent injunction
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determination should those issues arffsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 74:

All documents and things generated by orR&CHE medical affairs since January 1, 2005 that
reference or relate to current or future us®tRCERA in the United States, including all goals,
budgets, studies, clinical trials, protocols, fosgsaminutes, agendas, presentations, task lists,
schedules and plans of actioneaich team or group involved therein.

Roche’s Response to Amgen’s Reguest for Production No. 74:
Roche incorporates herein by refereitsdResponse to Request No. 73 above.

Amgen’s Request for Production No. 75:

All documents and things generated by orR&CHE medical affairs since January 1, 2005 that
reference or relate to the current or futursta reimbursement of MIRCERA use in the United
States, including all goals, budgedtudies, clinical trials, protols, forecasts, milestones,
minutes, agendas, presentations, task lists, stdeednd plans of action of each team or group
involved therein.

Roche’s Response to Amgen’s Reguest for Production No. 75:
Roche incorporates herein by refereitsdResponse to Request No. 73 above.

Amgen’s Request for Production No. 76:

All documents and things thatmoprise or relate to any budgatplan of ROCHE governmental
affairs relating to MIRCERA in the United S¢at including all goaldudgets, forecasts,
milestones, minutes, agendas, presentationsliséskschedules and plans of action of each team
or group involved therein.

Roche’s Response to Amgen’s Request for Production NoO.76:
Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scope andssmtuments and things, such as sales and
costs, that bear no relevance to any clairdedense in this action. Roche will therefore
produce such documents only to the extent tiéate to the factors considered in a
preliminary or permanent injunction deter@iion should those issues arise. To the
extent Amgen seeks remedies beyond injueatilief, Roche reserves the right to
supplement its response to this Request.

511360_4.doc 13



Case 1.05-cv-12237-WGY Document 174-2  Filed 12/15/2006 Page 15 of 50

Amgen Inc. v. Hoffmann LaRoche, Ltd., et. al.
Case No. 05-CV-12237WGY

APPENDIX A

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 77:

All documents and things generated by arROCHE governmental affairs since January 1,
2005 that reference or relate to prepares for or the commercial launch, supply,
commercialization, clinical del@ment, promotion, pricingale or reimbursement of
MIRCERA in the United States, including allas, budgets, forecasts, milestones, minutes,
agendas, presentations, task lists, schedulepland of action of each team or group involved
therein.

Roche’s Response to Amgen’s Reguest for Production No.77:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Request to the exitesteks documents and things relating to
ongoing clinical trials postating Roche’s filing of it88LA No. STN 125164/0. In order
to avoid unnecessarily delaying or disrupting these trials, Roche will provide relevant
documents relating to these triaisly upon their completion, if any.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scope aplssdocuments and things, such as sales,
costs, pricing, marketing and reimbursem#émt bear no relevance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considered preliminary or permanent injunction
determination should those issues arffsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 78:

All documents and things generated by arROCHE governmental affairs since January 1,
2005 that reference or relatedarrent or future use of MIRCERIA the United States, including
all goals, budgets, studies, clinical trials, poails, forecasts, minutes, agendas, presentations,
task lists, schedules and plans of @tibf each team or group involved therein.

Roche’s Response to Amgen’s Request for Production No. 78:
Roche incorporates herein by refereitsdResponse to Request No. 77 above.
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Amgen’s Request for Production No. 79:

All documents and things generated by arROCHE governmental affairs since January 1,
2005 that reference or relatetb@ current or future cost cgimbursement of MIRCERA use in

the United States, including all goals, budgets, s diaical trials, protocols, forecasts,
milestones, minutes, agendas, presentations, téskdthedules and plans of action of each team
or group involved therein.

Roche’s Response to Amgen’s Reguest for Production No. 79:
Roche incorporates herein by refereitsdResponse to Request No. 77 above.

Amgen’s Request for Production No. 80:

All documents and things relatinng any analysis or evaluation afly reimbursement rate, plan
or policy for future MIRCERA use in the tad States, including average selling price,
discounts, rebates or othecentives for purchase or use of MIRCERA with patients.

Roche’s Response to Amgen’s Request for Production No. 80:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request'se of the term “average sellipgce” to the extent it is
vague, ambiguous and undefined.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scopesamtks documents and things, particularly

relating to pricing and reimbursement, that bearelevance to any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 81:

All documents that comprise or relate to argmplforecast or projection of Medicare, Medicaid
and/or private reimbursement rates or police@sVIIRCERA use in the United States at any
time during 2006, 2007, 2008 and/or 2009.

Roche’s Response to Amgen’s Request for Production No. 81:
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery of admissible evidence.
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In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scopesamtks documents and things, particularly
relating to pricing and reimbursement, that bearelevance to any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to

the factors considered inpaeliminary or permanent injunction determination should
those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 82:

All documents and things relag to any analysis, evaluation presentation regarding the
pharmaco-economics of MIRCERA use in anemi@tealialysis patients and/or anemic renal
patients not on dialysis.

Roche’s Response to Amgen’s Request for Production No. 82:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Request becahseterm “pharmaco-economics” is vague,
ambiguous and undefined.

Amgen’s Reguest for Production No. 83:

All documents and things reiag to any comparison of the pharmaco-economics of MIRCERA
use in anemic patients with the pharmaco-ecoc®wof the use of any other ESP in anemic
patients, including EPOGEN®, ARANESP® and PROCRIT®.

Roche’s Response to Amgen’s Reguest for Production No. 83:
Roche incorporates herein by refereitsd&Response to Request No. 82 above.

Amgen’s Request for Production No. 85:

All documents and things reiag to any communication, mieg, presentation or proposal
between ROCHE and any representative of amlip or private reimbursement authority or
agency in the United States (including the ENBEAO, any state Medicaid authority or any
private reimbursement or health maintenance orgdion) relating to the current or future sale,
use, efficacy, safety, cost-effectiveness, irsement or pricing of any ESP, including
MIRCERA.

Roche’s Response to Amgen’s Request for Production No. 85:
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery of admissible evidence.
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Roche objects to this Request as overly baratiseeking informationot relevant to any
claim or defense in this action to the extémefers to “any ESP” other than MIRCERA.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scopesaatks documents and things, particularly
relating to future sale, cesffectiveness, reimbursememnd pricing, that bear no
relevance to any claim or defense in thision. Roche will therefore produce such
documents only to the extent they relatéfactors considered in a preliminary or
permanent injunction determination should thigsees arise. To the extent Amgen seeks
remedies beyond injunctive relief, Roche ressrthe right to supplement its response to
this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 86

All documents and things reélag to any communication, mieg, presentation or proposal
between ROCHE and any representative of amfip or private reimbursement authority or
agency in the United States (including the ENEAO, any state Medicaid authority or any
private reimbursement or health maintenancerorgéion) relating to anginalysis, evaluation or
presentation regarding the hemoglobin and/oedesponse of anemic patients receiving ESP
therapy.

Roche’s Response to Amgen’s Request for Production No. :86

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request as overly baratiseeking informationot relevant to any
claim or defense in this action to the exteém not limited to anemic patients receiving
MIRCERA TM Subject to thesobjections and the General Responses and Objections
above, relevant, non-cumulative documengpoasive to this Request which are in
Roche's possession, custody or control and wdmeot subject to a claim of privilege
or work product immunity or otherwise protected from disclosure, will be produced or
made available for inspection and copying.

Amgen’s Request for Production No. 87

All documents and things relating to the “WhitgB#é attached hereto as Exhibit A, including
communications within ROCHE or between ROEBINd any third party regarding the White
Paper, any draft of the White Paper or caimmations referenced in the White Paper.

Roche’s Response to Amgen’s Reguest for Production No.:87
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlke discovery chdmissible evidence.
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Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 88:

All documents and things relatitig any current or projected efft of the sale of MIRCERA in
the United States on government reimbursemeBSH use in the United States, including the
effect on reimbursement of EPOGEN ®, ARANESP® and PROCRIT®.

Roche’s Response to Amgen’s Request for Production No. 88:
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scame seeks documents and things, relating

particularly to sales and rebursement, that bear no releearto any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right tsupplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 89:

All documents and things that compriserelate to ROCHE’s 2006, 2007 and 2008 sales budget
and plan for MIRCERA in the United States;luding all goals, budgets, forecasts, milestones,
minutes, agendas, presentations, task listsdstée and plans of aoth of each team or group
involved therein.

Roche’s Response to Amgen’s Request for Production No. 89:
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.

In light of Amgen’s current pdson that it does not seek rdlim the form of damages,

this Request is of unreasonable scape seeks documents and things, relating
particularly to sales budgets, forecasts aildstones, that bear no relevance to any claim
or defense in this action. Roche will thenef produce such documents only to the extent
they relate to the factors considemed preliminary or permanent injunction
determination should those issues arise. To
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the extent Amgen seeks remedies beyond itipmcelief, Roche reserves the right to
supplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 90:

All documents and things thatroprise or relate to any farast or projection of MIRCERA
sales in the United States during 2006, 2007arJ08 or any portion thereof, including all
documents forecasting sales by territgrgtient use or customer segment.

Roche’s Response to Amgen’s Request for Production No. 90:
Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scapd geeks documents and things, relating
particularly to sales forecasts and projeasi, that bear no relevance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considered preliminary or permanent injunction
determination should those issues arflsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 91:

All documents and things relag to any solicitation, recruitmenor hiring of sales personnel,
medical liaisons or reimbursement speciakgi®se duties include promotion or support of
MIRCERA, including any budget, plan, orézast of hiring positions and levels.

Roche’s Response to Amgen’s Request for Production No. 91:
Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.

In light of Amgen’s current pdson that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to sales and rebursement, that bear no relegarto any claim or defense in
this action. Moreover, Roche objects to tRequest as any saliation, recruitment and
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hiring of sales personnel, medical liais@m& reimbursement specialists bears no
relevance to any claim or defense in this action.

Amgen’s Request for Production No. 92:

All documents and things relag to any training or instrucin of sales personnel, medical
liaisons or reimbursement specialists regaydhe forecasting, budget, marketing, promotion,
contracting, use, pricing, dosing, and/anmeursement of MIRCERA, including all such
instructional materials provided tw used with such individuals.

Response to Amgen’s Request for Production No. 92:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scape geeks documents and things, relating
particularly to sales, forecasting, budgetimgrketing, pricing and reimbursement, that
bear no relevance to any claim or defengimaction. Moreover, Roche objects to this
Request as any training amgtruction of skes personnel, medical liaisons and
reimbursement specialists bears no relevamegy claim or defense in this action.

Amgen’s Request for Production No. 93:

All manuals, sales forms, sales contact forms, forecasts, quotas, and tracking documents
used by ROCHE to train its personnel to margeli, and/or obtain reimbursement of MIRCERA
in the United States.

Roche’s Response to Amgen’s Request for Production No. 93:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.
In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to sales, forecasts and quotaat fear no relevance to any claim or defense
in this action. Moreover, Roche objects to tRequest as any trairg and instruction of

sales, marketing and reimbursement persopeats no relevance to any claim or defense

in this action.

Amgen’s Request for Production No. 94:

All documents and things relating any training or instructioaf physicians, nurses, patients,
clinic administrators, reimburseent authorities or other cosbers regarding the promotion,
contracting, training, use, pria, dosing, and/or reimburseme@ftMIRCERA use, including all
such instructional materials providamdor used with such individuals.

Roche’s Response to Amgen’s Regquest for Production No. 94:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
In light of Amgen’s current pdson that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
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particularly to pricing, promotion and reimisement, that bear no relevance to any claim
or defense in this action. Moreover, Rodigects to this Request as any training and
instruction of physicians, nurses, patiemigic administrators, reimbursement
authorities and other customers bears no ralev# any claim or defense in this action.

Amgen’s Request for Production No. 95:

All documents and things reiag to any communication, meegj, presentation or solicitation
between ROCHE and any purchaseconsumer of ESP produdgtacluding any dialysis care
organizations, hospitals, nephrology clinics, mefdyists, dialysis nurses, group purchasing
organizations, the Veterans Administration, Erepartment of Defense and other governmental
organizations) relating to the current or futptechase, pricing, use cgimbursement of peg-
EPO or MIRCERA in the United States.

Roche’s Response to Amgen’s Reguest for Production No. 95:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing, duplicative, cumulagivand not reasonably calculatedead to the discovery

of admissible evidence. Rochkso objects to this Requestise of the term “peg-EPO”

as vague, ambiguous and misleading. Roche olijethss Request to the extent it seeks
documents, things and information progetfrom disclosure by third party

confidentiality agreements. light of Amgen’s current mtion that it does not seek

relief in the form of damages, this Requiesdf unreasonable scope and seeks documents
and things, relating particulartg pricing and reimbursemerihat bear no relevance to

any claim or defense in this action.

Amgen’s Request for Production No. 96:

All documents and things relag to any monthly or otherpert or summary of activities
relating to MIRCERA during angeriod since October 1, 2005afly ROCHE sales director,
sales manager, sales representative, medicatiaor member of any marketing, sales, brand,
medical affairs or governmental affairs team or group.

Roche’s Response to Amgen’s Request for Production No.:96

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.

In light of Amgen's current position that it does not seek relief in the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to sales and matieg, that bear no relevanceaay claim or defense in this
action.

Amgen’s Request for Production No. 97

Documents and things sufficient to show the neostent quota or forecast of MIRCERA sales
by month, quarter and year for eaales territory and region the United States and its
possessions during 2006, 2007 and 2008.
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Roche’s Response to Amgen’s Request for Production No. :97

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlke discovery chdmissible evidence.

In light of Amgen's current position that it does not seek relief in the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to sales quotas and forecasiat ffear no relevance to any claim or defense

in this action. Roche will therefore produce sddtuments only to thextent they relate

to the factors considered in a preliminary or permanent injunction determination should
those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right tsupplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche's possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 98

Documents and things sufficient to show the neostent quota or forecast of MIRCERA sales
by month, quarter and year for each customéhnenUnited States and its possessions during
2006, 2007 and 2008.

Roche’s Response to Amgen’s Reguest for Production No. :98
Roche incorporates herein by refereitsd&Response to Request No. 97 above.

Amgen’s Reguest for Production No. 99

Documents and things sufficient to show plodicy and method by which sales of MIRCERA in
the United States will affect the compensation of members of ROCHE's sales force, medical
liaison, and medical affairs personnel.

Roche’s Response to Amgen’s Request for Production No. :99

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.

In light of Amgen's current position that it does not seek relief in the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to sales, that bear no relesato any claim or defense in this action.
Moreover, Roche objects to this Requedih@scompensation of members of ROCHE'’s
sales force, medical liaison and medicaliaff@aersonnel bears no relevance to any claim
or defense in this action.

Amgen’s Reguest for Production No. 100:

All documents and things relating to any customer or potential customer for peg-EPO, including
large dialysis organizations, small dialysiganizations, group pcinasing organizations,
hospital-based dialysis centers, governmentmhaies, individual clinis, and/or individual
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physicians, but excluding patientegjific information, relating téhe importation, use, offer for
sale, sale or reimbursementpEg-EPO in the United States.

Roche’s Response to AmgenRequest for Production No. 100:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery of admissible evidence.
Roche objects to this Recgits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Reqte#te extent it ssks documents, things
and information protected from disclosumethird party confidetnality agreements.
Moreover, Roche objects to this Requestesking documents and information relevant
only to issues relating to 35 8.C. § 271(e)(1) that were thabject of ITC Investigation
No. 337-TA-568 that are no longer in issuéhis action to the dgnt it refers to
importation and related areas. To the extentdrliese areas are relevant to any issue in
this action, Roche refers Amgen to Roch@'aduction from the ITC investigation for
documents responsive to this Request.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scapd seeks documents and things, relating

particularly to sales and rebursement, that bear no relegario any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdaithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 101:

All documents and things reiag to any communication betwe®OCHE and any customer or
potential customer for peg-EPO, includinggla dialysis organizeins, small dialysis
organizations, group purchasing organizatitvspital-based dialystenters, government
pharmacies, individual clinicand/or individual physiciangut excluding patient specific
information, relating to the importation, use, offersell, sale or reimbursement of peg-EPO in
the United States.

Roche’s Response to Amgen’s Regquest for Production No. 101:
Roche incorporates herein by refereitsdResponse to Request No. 100 above.

Amgen’s Request for Production No. 102:

All documents and thing relaty to any negotiation betwe®&OCHE and any customer or
potential customer for peg-EPO, includinggla dialysis organizeins, small dialysis
organizations, group purchasing organizatitwspital-based dialystenters, government
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pharmacies, individual clinicsnd/or individual physicians reiag to the importation, use, offer
to sell, sale or reimbursemearftpeg-EPO in the United States.

Roche’s Response to Amgen’s Reguest for Production No. 102:
Roche objects to this Requeatise of the term “negotiatn” as vague and ambiguous.
Roche incorporates herein by refereitsdResponse to Request No. 100 above.

Amgen’s Request for Production No. 103:

All documents and things reiag to any agreement or coatt between ROCHE and any
customer or potential customer for peg-EP@hm United States, including but not limited to
large dialysis organizations, small dialysrganizations, group pcinasing organizations,
hospital-based dialysis centers, governmentmhaies, individual clinis, and/or individual
physicians, relating to the importation, use, offesdd, sale, or reimbursement of peg-EPO in
the United States.

Roche’s Response to Amgen’s Regquest for Production No. 103:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Recits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Reqteetite extent it ks documents, things

and information protected from disclosumethird party confidetnality agreements.
Moreover, Roche objects to this Requestesking documents and information relevant
only to issues relating to 358.C. § 271(e)(1) that were tkabject of ITC Investigation
No. 337-TA-568 that are no longer in issuéhis action to the dgnt it refers to
importation and related areas. In lightAwhgen’s current position that it does not seek
relief in the form of damages, this Requiestf unreasonable scope and seeks documents
and things, relating particularly to sales aemnbursement, that bear no relevance to any
claim or defense in this aion. To the extent Amgeresks remedies beyond injunctive
relief, Roche reservesdhright to supplement itesponse to this Request.

To Roche’s current knowledge, no documentthings responsive to this Request exist.

Amgens’ Request for Production No. 104:
Documents and things sufficient to showammunications between ROCHE and DaVita Inc.
or its affiliates relating tpeg-EPO or any other ESP.

Roche’s Response to Amgens’ Request for Production No. 104:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery chdmissible evidence .
Roche objects to this Request's usthefterm "peg-EPO" as vague, ambiguous and
misleading. Moreover, Roche objects to fRequest to the extent it seeks documents,
things and information protected from disclosure by third party confidentiality
agreements. Subject to these objectamd the General Responses and Objections
above, relevant, non-cumulative documengpoasive to this Request which are in
Roche's possession, custody or control and wdniemot subject to a claim of privilege
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or work product immunity or otherwise protected from disclosure, will be produced or
made available for inspection and copying.

Amgen’s Request for Production No. 105:
Documents and things sufficient to sholwcammunications between ROCHE and Dialysis
Clinic Inc. (DCI) or its affiliates fating to peg-EPO or any other ESP.

Roche’s Response to Amgen’s Reguest for Production No. 105:
Roche incorporates herein by refereitsdResponse to Request No. 104 above.

Amgen’s Request for Production No. 106:

Documents and things sufficient to sholwcammunications between ROCHE and Fresenius
Medical Care North America or Fresenius M&diCare AG & Co . KGaA or their affiliates
relating to peg-EPO or any other ESP.

Roche’s Response to Amgen’s Reguest for Production No. 106:
Roche incorporates herein by refereitsdResponse to Request No. 104 above.

Amgen’s Request for Production of Documents No. 107:
Documents and things sufficient to showa@immunications between ROCHE and Gambro AG
or its affiliates relating tpeg-EPO or any other ESP.

Roche’s Response to Amgen’s Request for Production No. 107:
Roche incorporates herein by refereitsdResponse to Request No. 104 above.

Amgen’s Request for Production No. 108:
Documents and things sufficient to showaimmunications between ROCHE and Renal Care
Group, Inc . (RCG) or its affiliates reiag to peg-EPO or any other ESP.

Roche’s Response to Amgen’s Reguest for Production No. 108:
Roche incorporates herein by refereitsdResponse to Request No. 104 above.

Amgen’s Request for Production No. 109:

Documents and things sufficient to showaimmunications between ROCHE and any agency
or procurement office of the United States Daparit of Defense, Veterans Administration or
other governmental procurement officéatmg to peg-EPO or any other ESP.

Roche’s Response to Amgen’s Reguest for Production No. 109:
Roche incorporates herein by refereitsdResponse to Request No. 104 above.

Amgen’s Request for Production No. 111

All documents and things reilag to any executed or proposed understanding or agreement
between ROCHE and any third parélating to any past, curreot future use of peg-EPO or
EPO in the United States.
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Roche’s Response to Amgen’s Request for Production No. 111:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Ratjas seeking documents and things that
have no relevance to any claim or defeinsthis action as EPO is not the accused
product in this case. Moreovd®pche objects to this Reido the extent it seeks
documents, things and information protected from

disclosure by third party confidentiality agreements.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,

this Request is of unreasonable scape geeks documents and things, relating

potentially to licenses or assignments, thedrino relevance to any claim or defense in

this action. Roche will therefore produce such documents only to the extent they relate to
the factors considered inpaeliminary or permanent injunction determination should

those issues arise. To the extent Amgeeks remedies beyond injunctive relief, Roche
reserves the right teupplement its response to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim gfivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 113:

All documents and things relatiig any offer to provide peg-EPO or EPO for use in the United
States to any person or entity for any purposgserthat is not related to the development and
submission of information to FDA under a federal l&gulates the manufacture, use, or sale of
erythropoietin products.

Roche’s Response to Amgen’s Request for Production No. 113:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Reqassteeking documents and things that have
no relevance to any claim or defense in #uson as EPO is ntite accused product in

this case. Moreover, to Roche’s current knalgke, no documents or things responsive to
this Request exist.

Amgen’s Request for Production No. 114:

All documents and thing®lating to any offer to sell peg-EPOBPO to any person or entity for
any use in the United States not related ¢odbvelopment and submission of information to
FDA under a federal law that rdgtes the manufacture, use, or sale of peg-EPO or EPO
products.
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Roche’s Response to Amgen’s Reguest for Production No. 114:
Roche incorporates herein by refereitsdResponse to Request No. 113 above.

Amgen’s Request for Production No. 115:

All documents and things relating any agreement or understanding to sell, supply or provide
peg-EPO or EPO for use in the United Statieany time after BA approval of ROCHE'’s
pending BLA.

Roche’s Response to Amgen’s Request for Production No. 115:
Roche incorporates herein by refereitsdResponse to Request No. 113 above.

Amgen’s Request for Production No. 116:
All documents and things related to the retongint, solicitation or hiring of any Amgen
employee by ROCHE since January 1, 2004.

Roche’s Response to Amgen’s Request for Production No. 116:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.
Roche objects to this Request relating to the recruient, solicitation and hiring of
Amgen employees by Roche and therefesksg documents and things bearing no
relevance to any claim or defense in this action.

Amgen’s Request for Production No. 117:
All documents and things relatealany plan or budget of ROCHE recruit, solicit or hire
Amgen sales personnel, medical liaisons, reimboese specialists or marketing personnel.

Roche’s Response to Amgen’s Request for Production No.117:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,

this Request is of unreasonable scame seeks documents and things, relating
particularly to sales, marketing and reimbunsat, that bear no relance to any claim or
defense in this action. Moreover, Roche otgea this Request as relating to the
recruitment, solicitation ankiring of Amgen employees by Roche and therefore seeking
documents and things bearing no relevaonany claim or defense in this action.

Amgen’s Request for Production No. 118:

All documents and things reéd to any communication betweBR®OCHE and any third party
regarding recruitment, soitation or hiring of any Amgen employee for employment by
ROCHE since January 1, 2004.

Roche’s Response to Amgen’s Reguest for Production No. 118:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
Roche objects to this Request to the extent it seeks documents, things and information
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protected from disclosure by third party confidentiality agreements. Moreover, Roche
objects to this Request as relating to treeugment, solicitation and hiring of Amgen
employees by Roche and therefore seeking deatsrand things bearing no relevance to
any claim or defense in this action.

Amgen’s Request for Production No. 119:
All documents and things re&d to any listing, directory asther information of Amgen
regarding its employees, business dealings, customers or internal organization.

Roche’s Response to Amgen’s Request for Production No. 119:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
Roche objects to this Request relating to the emplegs, customers and internal
organization of Amgen and therefore seeldoguments and things bearing no relevance
to any claim or defense in this action.

Amgen’s Request for Production No. 120:
All documents and things re&d to any listing, directory asther information of Amgen
regarding its employees, business dealings, customers or internal organization.

Roche’s Response to Amgen’s Request for Production No. 120:
Roche incorporates herein by refereitsdResponse to Request No. 119 above.

Amgen’s Request for Production No. 121:

All documents and things relag to information of Amgen regding its instruction, training,
organization, supervision or compensation®employees, including manuals, directories,
forms, reports and spreadsheets.

Roche’s Response to Amgen’s Request for Production No. 121:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.
Roche objects to this Recgieas relating to the imrsiction, training, organization,
supervision and compensation of Amgerpéoyees and therefore seeking documents
and things bearing no relevance ty alaim or defense in this action.

Amgen’s Request for Production No. 122:
All documents and things relating to information of Amgen reiggrids instruction, training or
support of customers or reimbursement personnel.

Roche’s Response to Amgen’s Request for Production No. 122:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
In light of Amgen’s current paigon that it does not seek rdlim the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to reimbursement, that
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bear no relevance to any claim or defengimaction. Moreover, Roche objects to this
Request as relating to the instructitljning or support oAmgen customers and
reimbursement personnel and therefaeking documents and things bearing no
relevance to any claim or defense in this action.

Amgen’s Request for Production No. 123:
Documents and things sufficient to identifydadescribe all activiidgs sponsored by ROCHE
since January 1, 2005 to enhancedb@petitive profile of peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No. 123:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
and not reasonably calculatediead to the discovery of admissible evidence. Roche
objects to this Request’s ugkthe term “peg-EPO” as vague, ambiguous and misleading.
Roche objects to this Request’s use of the teenhance the competitive profile” as it is
vague, ambiguous and undefined.

Amgen’s Request for Production No. 124:

Documents and things sufficient to identify atebcribe each clinical use or study of peg-EPO
in the United States (excludj patient-specific informatio@dfter April 19, 2006, including the
identity and location of each féity, the sponsor administerirdyug and the clinical protocol
pursuant to which such adminidtoa was, is or will be made.

Roche’s Response to Amgen’s Request for Production No. 124:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche refers Amgen to ReshNo. STN 125164/0 and IND Nos. BB-IND
10158 and BB-IND 10964, already producedtogen in ITC Investigation No. 337-
TA-568, for information concerning thdirical use and study of MIRCERA TM.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-duplicative, non-cumulative documentatieag to any complked communications,
updates, amendments or supplemenidohe’s BLA No. STN 125164/0 and INDs Nos.
BB-IND 10158 and BB-IND 10964 and the finabtdts of any completed studies or
protocols underlying these submissionsjclitare in Roche’s possession, custody or
control and which are not subject to a clahprivilege or work product immunity or
otherwise protected from disclosure, will fp@duced or made available for inspection
and copying.

Amgen’s Request for Production No. 125:

All documents and things relateéalany plan, study protocol, dtgfrotocol, concept, schedule,
budget or supply forecast for use of peg-EP@GuUmans in the United States for any study not
included in ROCHE’s April 19, 2006 Biologitscense Application, including any “Phase
HIb/IV” study.
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Roche’s Response to Amgen’s Request for Production No. 125:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Subject to these objectiond ¢he General Responses and Objections
above, relevant, non-duplicative, non-cuntiviadocuments relating to any completed
communications, updates, amendmentsupplements to Roche’s BLA No. STN
125164/0 and INDs Nos. BB-IND 10158 and 88D 10964, and the final results of any
completed studies or protocols underlythgse submissions, which are in Roche’s
possession, custody or control and which aresabject to a claim of privilege or work
product immunity or otherwise protectedrn disclosure, will be produced or made
available for inspection and copying.

Amgen’s Request for Production No. 126:

All documents and things comprising or rethte any communicatioar presentation after
January 1, 2006 between ROCHE and any tandy (including all communications with
clinicians and investigationalwew boards) regarding any plastudy protocol, draft protocol,
concept, schedule or budget to study the ugegfEPO in anemic renal patients in the United
States, including any “Phase IlIb/IV” study.

Roche’s Response to Amgen’s Request for Production No. 126:
Roche incorporates herein by refereitsdResponse to Request No. 125 above.

Amgen’s Request for Production No. 137:
For each clinical trial involving peg-EPO, a copytloé study protocol, investigator brochure and
material transfer agreement.

Roche’s Response to Amgen’s Request for Production No. 137:

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Regits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche refers Amgen todRe’s BLA No. STN 125164/0 already produced

to Amgen in ITC Investigation No. 337-FB68 for information responsive to this
Request. Roche also objects to this Requettte extent it seeks documents and things
relating to ongoing clinicarials postdating Roche’s filing of its BLA No. STN

125164/0. In order to avoid unnecessarily delaying or disrupting these trials, Roche will
provide relevant documents relating to #ésals only upon theicompletion, if any.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.
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Amgen’s Request for Production No. 138:

For each clinical trial involving peg-EPO, docurteeand things sufficient to show the peg-EPO
used, the principal investigatorsructing each such ttjaand the clinical ad safety results of
each such clinical trial.

Roche’s Response to Amgen’s Reguest for Production No. 138:
Roche incorporates herein by refereitsdResponse to Request No. 137 above.

Amgen’s Request for Production No. 139:
For each clinical trial involving mgeEPO, all documents and things comprising or relating to any
analysis or assessment of the safety of peg-EPO use in humans.

Roche’s Response to Amgen’s Request for Production No. 139:

Roche incorporates herein by referenc&esponse to Request No. 137 above. Roche
Should be Ordered to Produce Documents Rizgg its Recruitment and Training of a
Sales Force To Sell peg-EPO in the United States.

Amgen’s Request for Production No. 146:

All documents and things comprising or relatitogany communication, presentation or proposal
between ROCHE or its attorneys and any third party regardingamnglinical study or
investigation of peg-EP@&PO, or any other ESP.

Roche’s Response to Amgen’s Request for Production No. 146:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request as seekifaymmation protected from disclosure by the
attorney-client privilegend the attorney work product doce. Roche also objects to

this Request’s use of the term “peg-EPO “as vague, ambiguous and misleading. Roche
also objects to this Request as seeking naddéeand information that have no relevance

to any claim or defense in this actionE20 is not the accused product in this case.
Moreover, Roche objects to this Request todktent it seeks documents and things in

the possession, custody or control of partther than Roche or protected from

disclosure by third party confidentiality agreements. Roche further objects to this Request
to the extent it seeks information regaglproducts or molecules other than Roche’s
CERA or MIRCERATM product for which commaal approval is sought in Roche’s

BLA No. STN 125164/0.

Amgen’s Request for Production No. 148:

Documents and things sufficient to show the afleach ROCHE-affiliatedntity in any current
or future importation, distributin, sale or use of peg-EPOtire United States, including the
manufacture, supply, distribah, use, marketing, sale mimbursement of MIRCERA.

Roche’s Response to Amgen’s Request for Production No. 148:
Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlke discovery of admissible evidence.
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Roche objects to this Regits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Refjas seeking documents and information
relevant only to issues relating to 35 U.S§@71(e)(1) that were the subject of ITC
Investigation No. 337-TA-568 arate no longer in issue inighaction to the extent it
refers to importation, distribigin and related areas. To thaemnt any of these areas are
still relevant to any issue ihis action, Roche refers Amgen to Roche’s production from
the ITC investigation for documents responsive to this Request.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scapd seeks documents and things, relating
particularly to sales, marketing and reimbunset, that bear no relance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considered preliminary or permanent injunction
determination should those issues aflsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 149:

Documents and things sufficient to show the afl&. Hoffmann-La Roche Ltd. in any current
or future importation, distributin, sale or use of peg-EPOtire United States, including the
manufacture, supply, distridah, use, marketing, sale mimbursement of MIRCERA.

Roche’s Response to Amgen’s Reguest for Production No. 149:
Roche incorporates herein by refereitsdResponse to Request No. 148 above.

Amgen’s Request for Production No. 150:

Documents and things sufficient to show the afl&oche Diagnostics GmbH in any current or
future importation, distribution, sale or usepafg-EPO in the United States, including the
manufacture, supply, distridah, use, marketing, sale m@imbursement of MIRCERA.

Roche’s Response to Amgen’s Reguest for Production No. 150:
Roche incorporates herein by refereitsdResponse to Request No. 148 above.

Amgen’s Request for Production No. 154:

Documents and things sufficient to identifydadescribe the goals, milestones, budgets and
tasks, for each quarterly and annual @efrom 2001 through 2008, of each team or group
within ROCHE involved in the preclinical, cloal, regulatory or technical development,
manufacture and supply of MIRCER#r sale in the United States.

511360 _4.doc 32



Case 1.05-cv-12237-WGY Document 174-2  Filed 12/15/2006 Page 34 of 50

Amgen Inc. v. Hoffmann LaRoche, Ltd., et. al.
Case No. 05-CV-12237WGY

APPENDIX A

Roche’s Response to Amgen’s Regquest for Production No. 154:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request to the exitesteks documents and things relating to
ongoing clinical trials postating Roche’s filing of it8LA No. STN 125164/0. In order
to avoid unnecessarily delaying or disrupting these trials, Roche will provide relevant
documents relating to these triaisly upon their completion, if any.

Subject to these objectionsdaithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 155:

Documents and things sufficient to identifydadescribe the goals, milestones, budgets and
tasks, for each quarterly and annual gefrom 2001 through 2008, of each team or group
within ROCHE involved in the marketing, commgl launch, brand strategy, reimbursement,
promotion, or medical education MIRCERA use in the United States.

Roche’s Response to Amgen’s Reguest for Production No. 155:
Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.

In light of Amgen’s current paon that it does not seek rdlim the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to marketing and reimbursemehtt bear no relevance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considered preliminary or permanent injunction
determination should those issues aflsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 158:

Documents and things sufficient to identify, dése and explain ROCHE'’S use of enterprise
resource planning (ERP) and product lifecyclenagement (PLM) software and databases in
connection with its manufacture, packagyilabeling, inventorytransfer, importation,
distribution and sale of peg-EPOthe United States (including MIRCERA).
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Roche’s Response to Amgen’s Regquest for Production No. 158:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Requsatse of the term “peg-EPO * as vague, ambiguous and
misleading. Roche also objects to this Retjas seeking documents and information
relevant only to issues relating to 35 U.S8@71(e)(1) that were the subject of ITC
Investigation No. 337-TA-568 that are no longerssue in this action to the extent it
refers to inventory, importatn, distribution and related ared® the extent any of these
areas are still relevant emy issue in this action, Roche refers Amgen to Roche’s
production from the ITC investigation fdocuments responsive to this Request.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scame seeks documents and things, relating
particularly to sales, that bear no relevatmcany claim or defemsin this action. Roche
will therefore produce such documents onlytte extent they relate to the factors
considered in a preliminary or permanent injunction determinahonld those issues
arise. To the extent Amgen seeks remeldegnd injunctive reliefRoche reserves the
right to supplement its response to this Request.

Subject to these objectionsdathe General Responses and Objections above, relevant,
non-cumulative documents responsive to Begjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 159:

Documents and things sufficient to identify axglain all material master numbers assigned or
used by ROCHE to track or record the manufestpackaging, labeling, inventory, transfer,
importation, distribution and Eaof peg-EPO (including MIRCERA) in the United States.

Roche’s Response to Amgen’s Reguest for Production No. 159:

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to the use of the term “matenaster numbers” as it is vague, ambiguous
and undefined. Roche also objects to this Request’s use of the term “peg-EPO” as vague,
ambiguous and misleading. Moreover, Roobgects to this Request as seeking
documents and information relevant only teuiss relating to 35 8.C. § 271(e)(1) that
were the subject of ITC Investigation No. 3BA-568 that are no longen issue in this
action to the extent it refers to inventoimgnsfer, importation, diribution and related
areas. To the extent any of themreas are still relevantaay issue in this action, Roche
refers Amgen to Roche’s production frdhe ITC investigation for documents
responsive to this Request.
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Amgen’s Request for Production No. 160:

Documents and things sufficient to showladlations throughout th&orld at which ROCHE
maintains any inventory of peg-EPO and the noastent stock levels of peg-EPO (including
MIRCERA) at each location by vialr syringe size and quantity.

Roche’s Response to Amgen’s Request for Production No. 160:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
Roche objects to this Recgits use of the term “peg-EPO” as vague, ambiguous and
misleading.

Moreover, Roche objects to this Requestaxly broad and harassing as it relates to
inventory and stock levels “throughout therld” and therefore seeks documents and
things bearing no relevance to any claim dedse in this action. Roche also objects to
this Request as seeking documents and irdtan relevant only tessues relating to 35
U.S.C. § 271(e)(1) that were the subjeclTd® Investigation No. 337-TA-568 that are no
longer in issue in this actido the extent it refers toatk levels and inventory and
related areas. To the extent any of these anesastill relevant to any issue in this action,
Roche refers Amgen to Roche’s productitom the ITC investigation for documents
responsive to this Request.

Amgen’s Request for Production No. 161:

Documents and things sufficient to identifysdebe and explain ROCHS use of software
database systems, including any SAP or PMXesgsised to track transfers and shipments of
peg-EPO to and within the United States.

Roche’s Response to Amgen’s Regquest for Production No. 161:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Refjas seeking documents and information
relevant only to issues relating to 35 U.S8@71(e)(1) that were the subject of ITC
Investigation No. 337-TA-568 that are no longerssue in this action to the extent it
refers to transfers and shipme and related areas. To théest any of these areas are
still relevant to any issue this action, Roche refers Amgen to Roche’s production from
the ITC investigation for documents responsive to this Request.

Moreover, Roche objects to this Requestedating to the use of software database
systems and therefore seeking documents angslbearing no relevance to any claim or
defense in this action.

Amgen’s Request for Production No. 162:
Documents and things sufficient to identify, dése and explain evergabulation of EPO and
peg-EPO imported into the United States.
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Roche’s Response to Amgen’s Reguest for Production No. 162:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonablycatated to lead to the diseery of admissible evidence.
Roche objects to this Reagits use of the term “peg-EPO” as vague, ambiguous and
misleading. Moreover, Roche objectdlis Request as seeking materials and
information that have no relevance to amird or defense in thigction as EPO is not
the accused product in this case. Roche abjects to this Request as seeking
documents and information relevant only tsuiss relating to 35 8.C. § 271(e)(1) that
were the subject of ITC Investigation No. 3BA-568 that are no longeén issue in this
action to the extent it refers to importation and related areas.

To the extent any of these aseme still relevant to any issue in this action, Roche refers
Amgen to Roche’s production from the ITit/estigation for docuents responsive to
this Request.

Amgen’s Request for Production No. 163:
Documents and things sufficient to account fer titansfer or shipment into the United States
and ultimate disposition of all EPO apdg-EPO imported into the United States.

Roche’s Response to Amgen’s Request for Production No. 163:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
Roche objects to this Recgits use of the term “peg-EPO” as vague, ambiguous and
misleading. Moreover, Roche objectshes Request as seeking materials and
information that have no relevance to amgirdl or defense in thiaction as EPO is not
the accused product in this case. Roche abjects to this Request as seeking
documents and information relevant only teuiss relating to 35 8.C. § 271(e)(1) that
were the subject of ITC Investigation No. 3BA-568 that are no longen issue in this
action to the extent it refers to transferfdjipment[s], importatioand related areas. To
the extent any of these areas are still relevant to any issue in this action, Roche refers
Amgen to Roche’s production from the ITit/estigation for docuents responsive to
this Request.

Amgen’s Request for Production No. 164:

For each instance of importation into the Uni&dtes of any EPO product, including (without
limitation) peg-EPO, EPO, or any non-PEG @ament of peg-EPO, documents and things
sufficient to separately describe and accdoneach importation of such product, including
(without limitation):

(a) The location(s) where the BRor peg-EPO is manufactured;

(b) The date(s) otach importation;

(c) The ROCHE entity that contracteddioip the product to the United States;

(d) The commercial carrier for each importation;

(e) The ROCHE entity that deliked the product to such carrier;

() The unit(s) and volume(®)f product(s) imported;

(g) Any customs agent or broker for such importation;
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(h) The ROCHE entity receiving the imported product(s);

(i) The port of entry for the imported product(s);

() The disposition of all imported product(s) after importationluding (without

limitation) identifying each recipient of such product(s), the unit(s) and volume(s) of such
product(s) provided to each recipigthe date(s) such product(s) was provided to each recipient,
and all purposes for which such protlu@s provided to each recipient;

(K)AIl uses of such product(s) includintige date(s) of use and the unit(s) and

volume(s) used; and

() All documents recording or reflectirapy purpose(s) and use(s) for which any

product was consumed or ud®dROCHE or any recipient.

Roche’s Response to Amgen’s Request for Production No. 164:

Roche objects to this Request as ovbrlyad, unduly burdensome, vague, ambiguous,
harassing and not reasonabljcatated to lead to the diseery of admissible evidence.
Roche objects to this Regits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Reqaesteeking materials and information that
have no relevance to any claim or defeinsthis action as EPO is not the accused
product in this case. Moreover, Roche objects to this Request as compound and
duplicative. Roche further objects to thisqRest as seeking documents and information
relevant only to issues relating to 35 U.S8@71(e)(1) that were the subject of ITC
Investigation No. 337-TA-568 that are no longerssue in this action to the extent it
refers to importation, shipmenand related areas. To thaemt any of these areas are
still relevant to any issue this action, Roche refers Amgen to Roche’s production from
the ITC investigation for documents responsive to this Request.

Amgen’s Request for Production No. 165:
All documents and things relag to the location(s) and amount(s) of all EPO and peg-EPO in
the United States.

Roche’s Response to Amgen’s Request for Production No. 165:

Roche objects to this Request as overly broad, duplicative, unduly burdensome, vague,
ambiguous, harassing and not readiy calculated to lead the discovery of admissible
evidence. Roche objects to this Request’s use of the term “peg-EPO” as vague,
ambiguous and misleading. Moreover, Roche objerthis Request as seeking materials
and information that have no relevance to eaym or defense in this action as EPO is
not the accused product in this case. Rochtbdu objects to this Request as seeking
documents and information relevant only teuiss relating to 35 8.C. § 271(e)(1) that
were the subject of ITC Investigation No. 3BA-568 that are no longen issue in this
action to the extent it refets “the location(s) and amoun}(sf all EPO and peg-EPO in
the United States” and related areas. To thenexigy of these arease still relevant to

any issue in this action, Roche refersgen to Roche’s production from the ITC
investigation for documentgsponsive to this Request.
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Amgen’s Request for Production No. 166:

Documents and things sufficient to show thertpréy and monthly volume of peg-EPO, EPO or
any non-peg component of peg-EROCHE plans to import into ¢hUnited States at any time
through December 31, 2008, including United Statdss forecasts, manufacturing requirement
forecasts (either worldwide or for the Unitect®et), and manufacturing schedules and plans.

Roche’s Response to Amgen’s Regquest for Production No. 166:

Roche objects to this Request as overlyad, unduly burdensome, vague, ambiguous
and not reasonably calculatedlead to the discovery of admissible evidence. Roche
objects to this Request’s uskthe term “peg-EPO” as vague, ambiguous and misleading.
Roche also objects to this Request asiagakaterials and information that have no
relevance to any claim or defense in thisarcas EPO is not the accused product in this
case. Moreover, Roche objects to this Reqassiverly broad and tessing as it relates

to sales and manufacturing forecasts ‘tdwide” and “at any time through December

31, 2008” and therefore seeks documents amgishbearing no relevance to any claim or
defense in this action.

In light of Amgen’s current pason that it does not seek rdlim the form of damages,
this Request is of unreasonable scopesaatks documents and things, particularly
relating to sales and manufacturing forecabts, bear no relevance to any claim or
defense in this action. Roche will therefpreduce such documents only to the extent
they relate to the factors considered preliminary or permanent injunction
determination should those issues arffsethe extent Amgen seeks remedies beyond
injunctive relief, Roche reserves the rightsupplement its resnse to this Request.

Roche further objects to this Requestesking documents and information relevant only
to issues relating to 35 U.S.C. § 271(e)(Bx tere the subject of ITC Investigation No.
337-TH-568 that are no longer siue in this action tthe extent it refers to importation
and related areas. To the extent any of thesssaare still relevant to any issue in this
action, Roche refers Amgen to Roche’squrction from the ITC investigation for
documents responsive to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 167:

Documents and things sufficient to show how@ME plans to use the EPO, peg-EPO, or any
non-peg component of peg-EPO to be impomal the United States from January 1, 1995
through December 31, 2008.
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Roche’s Response to Amgen’s Request for Production No. 167:

Roche objects to this Request as overly broad, duplicative, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Reaits use of the term “peg-EPO” as vague, ambiguous and
misleading. Roche also objects to this Reqassteeking materials and information that
have no relevance to any claim or defeinsthis action as EPO is not the accused

product in this case. Moreover, Roche otgdo this Request as overly broad and
harassing as it relatesitaportation and use “throughddember 31, 2008” and therefore
seeks documents and things bearing no relevance to any claim or defense in this action.
Roche further objects to this Requestesking documents and information relevant only
to issues relating to 35 U.S.C. § 271(e)(Bx tere the subject of ITC Investigation No.
337-TA-568 that are no longer issue in this action tthe extent it refers to importation

and related areas. To the extent any of thesssaare still relevant to any issue in this
action, Roche refers Amgen to Roche’squrction from the ITC investigation for
documents responsive to this Request.

Subject to these objectionsdithe General Responses and Objections above, relevant,
non-cumulative documents responsive to Regjuest which are in Roche’s possession,
custody or control and whichenot subject to a claim @fivilege or work product
immunity or otherwise protected from disclosuwill be produced or made available for
inspection and copying.

Amgen’s Request for Production No. 176:

All documents and things reiag to any existing or proposed understanding or agreement
relating to peg-EPO between ROCHE and any persairdmot a party to this lawsuit regarding
the importation or transfer of peg-EPO ayaon-peg component of peg-EPO in the U.S.

Roche’s Response to Amgen’s Reguest for Production No. 176:

Roche incorporates herein by referenc&esponse to Request No. 175 above [Roche
objects to this Request as overly braaajuly burdensome, vague, ambiguous, harassing
and not reasonably calculatedliead to the discovery of admissible evidence. Roche
objects to this Request's use of the tgpeg-EPO” as vague, ambiguous and misleading.
Moreover, Roche objects to this Requeghmextent it seeks documents, things and
information protected from disclosure by third party confidentiality agreements. Roche
further objects to this Request as seekioguments and information relevant only to
issues relating to 35 U .S.C. § 271(e)(1) thate the subject of ITC Investigation No.
337-TA-568 that are no longer issue in this action tthe extent it refers to importation,
transfer and related areas. Te #xtent any of these areas siitt relevant to any issue in
this action, Roche refers Amgen to Rosh@oduction from the ITC investigation for
documents responsive to this Request].

ROCHE SHOULD PRODUCE DOCUMENTS AND THINGS REGARDING
THE STRUCTURE AND ACTIVITY OF THE EPO CONTAINED IN ITS
ACCUSED PRODUCT.
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Amgen’s Request for Production No. 5:

Documents and things sufficient to characteazeurately the amino acid sequence, molecular
weight, structure, spectra, pdstnslational modification, glycgkation, sialylation, acetylation,
phosphorylation, sulfation, pteolysis, homogeneityntegrity, purity, specit activity, in vitro

or in vivo biological activity, and any other physical or functicstaracteristic of the EPO from
which MIRCERA is produced.

Roche’s Response to Amgen’s Reguest for Production Na. 5

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedlde discovery of admissible evidence.
Roche objects to this Request as ssgknaterials and information that have no
relevance to any claim or defense in thisarcas EPO is not the accused product in this
case. Moreover, Roche objects to this Requeeite extent it uses terms that may require
construction by the Court. Roche refers Amgen to Roche's BLA No. STN 125164/0
already produced to Amgen in ITC Irstgation No. 337-TA-568 for information
concerning the production, composition, charactesstnd relevant analytical test results
of MIRCERA™,

Amgen’s Request for Production No. 14

For each cell line used by ROCHE to produce the EPO component of peg-EPO (including DN2-
3a3 cells), all documents and things sufficienshow the amount &PO produced in culture

over 24 hours by each such cell line as measured by radioimmunoassay (“RIA”) or comparable
means, including documents sufficient to show the methods and materials by which such
measurement or calculation is made.

Roche’s Response to Amgen’s Request for Production No.:14

Roche objects to this Request to the exiterdlls for Roche to perform experiments or
analysis for the benefit of Amgen and te #xtent it may call foexpert opinion. Roche
incorporates herein by reference Response to Request No. 13 above.

Amgen’s Request for Production No. 15
All documents and things relating to the compditstor non-comparability of estimates of the
amount of EPO in a sample based on RIA amziyme-linked immunosorbent (“ELISA”) assays.

Roche’s Response to Amgen’s Regquest for Production No.:15

Roche objects to this Request as vague, gnois and indeterminate with respect to its
use of the terms “comparability or nonsgparability” and “the amount of EPO in a
sample.” This Request does not identify dipalar sample nor does it identify what that
sample should be compared to. Seeprses to Request Nos. 13 and 14 above.

Amgen’s Reguest for Production No. 16
Documents sufficient to show each celkliconsidered, evaluated and/or used by
ROCHE to produce the EP&mponent of peg-EPO.
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Roche’s Response to Amgen’s Reguest for Production No.:16
Roche incorporates herein by refereitsdResponse to Request No. 13 above.

Amgen’s Request for Production No. 17
All documents and things relag to any comparison of eachldme used to produce the EPO
component of MIRCERA with anglaim in any patent-in-suit.

Roche’s Response to Amgen’s Reguest for Production No.:17

Roche objects to this Request as seekifgynmation protected from disclosure by the
attorney-client privilegend the attorney work product doctrine. Roche further objects to
this

Request to the extent it calls for a leganclusion. Roche incorporates herein by
reference its Response to Request No. 13 above.

Amgen’s Request for ProductionNo. 18

Roche incorporates herein by reference its Resgto Request Nos. 13 [Roche objects to this
Request to the extent it@averly broad, unduly burdensome, vague, ambiguous and not
reasonably calculated to lead to the discowdrgdmissible evidence. Roche objects to this
Request as seeking materials and informationtthe¢ no relevance to any claim or defense in
this action as EPO is not the accused productisncse. Roche also objects to this Request's
use of the term "EPO componéas misleading, inaccurate anddefined. Roche also objects
to this Request's use of the term "peg-EB®vague, ambiguous and misleading. Roche also
objects to this Request to the extent it seeksnmation regarding celines other than those
used to create Roche's MIRCERMproduct for which commercial approval is sought in
Roche's BLA No. STN 125164/0. Roche refers Amgen to Roche's BLA No. STN 125164/0
already produced to Amgen in ITC Investigation No. 337-TA-568 for information concerning
the cell lines used to produce MIRCERA] and 17 above.

Roche’s Response to Amgen’s Reguest for Productidin. 18
Roche incorporates herein by referenc&gsponses to Request Nos. 13 and 17 above.

Amgen’s Reguest for Production No. 19

All documents and things reiag to any analysis of thHeNA sequence encoding EPO in each
cell line (including the “DN2-30tell line) used to producedEPO component of MIRCERA,
including documents sufficient to showetinethods and materials by which each such
determination is made.

Roche’s Response to Amgen’s Reguest for Production No.:19

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to fedke discovery chdmissible evidence.
Roche objects to this Request as ssgknaterials and information that have no
relevance to any claim or defense in thisaarcas EPO is not the accused product in this
case. Roche also objects to this Regsiese of the term “EPO component” as
misleading, inaccurate and undefined.
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Moreover, Roche objects to the phrase “DNA sequence encoding EPO” as vague,
ambiguous, misleading, inaccurate, and reqgidlaim construction and/or expert
opinion. Roche further objects to this Requeghe extent it seekaformation regarding
cell lines and DNA sequences other tHamse used to create Roche's CERA or
MIRCERATM product for which commercial ppoval is sought in Roche's BLA No.
STN 125164/0.

Roche refers Amgen to Roche's BLA NBXN 125164/0 already produced to Amgen in
ITC Investigation No. 337-TA-568 for infmation concerning the DNA sequence used
to produce MIRCERA.

Amgen’s Request for Production No. 20

All documents and things relating any analysis of the DNA sequenthat regulates or controls
transcription and/or expression of EPO DNA in eeehline (including the “DN2-30” cell line)
used to produce the EPO component of MIRCERAIuding documents sufficient to show the
methods and materials by which batich determination is made.

Roche’s Response to Amgen’s Reguest for Production No.:20
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 21
Documents sufficient to show all methods amakerials considereéyaluated or used by
ROCHE to express DNA encoding EPO in cells for use in producing peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No.:21
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 22

Documents and things sufficient to show all hogls and materials considel evaluated or used
by ROCHE to operatively link a galatory DNA segment (e.g., a proter and/or enhancer) to
DNA encoding EPO in a cell for use in producing peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No.:22
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 23

All documents and things relag to any analysis of the gp number per cell of the DNA
sequence encoding EPO in each cell line (incluthed'DN2-30” cell line) used to produce the
EPO component of MIRCERA, including documesisficient to show the methods and
materials by which each such measurement or calculation is made.

Roche’s Response to Amgen’s Reguest for Production No.:23
Roche incorporates herein by refereiisdResponse to Request No. 19 above.
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Amgen’s Request for Production No. 24
Documents sufficient to show all methods amakerials considereéyaluated or used by
ROCHE to amplify DNA encoding EPO acell for use in producing peg-EPO.

Roche’s Response to Amgen’s Regquest for Production No.:24
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 218

All documents and things relating to ttegin and meaning of each name by which
ROCHE refers to peg-EPO, including “CERAVMIRCERA,” “Continuous Erythropoiesis
Receptor Activator” and any established name or USAN.

Roche’s Response to Amgen’s Request for Production No. 218

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedke discovery of admissible evidence.
Roche objects to this Request's usthefterm “peg-EPO” as vague, ambiguous and
misleading. Moreover, Roche objects ts tRequest as the ming of MIRCERA TM
bears no relevance to any aeor defense in this action.

Amgen’s Request for Production No. 219
All documents and things reiag to every proprietary amtbn-proprietary name Roche
considered for peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No. 219
Roche incorporates herein by refereitsdResponse to Request No. 218 above.

Amgen’s Request for Production No. 220
All documents and things reiag to any communication between ROCHE and any third party
(including FDA) regarding any name for peg-EPO.

Roche’s Response to Amgen’s Request for Production No. 220
Roche incorporates herein by refereitsdResponse to Request No. 218 above.

V. ROCHE SHOULD BE ORDERED TO PRODUCE A COMPLETE COPY OF
ITS BLA AND IND DOCUMENTS.

Amgen’s Request for Production No. 1

All documents and things producbg ROCHE in discovery In thMatter of Certain Products
and Pharmaceutical Compositions ContagnRecombinant Human Erythropoietin, ITC
Investigation No. 337-TA-568, including a trangtof each depositioma each declaration of
each ROCHE witness therein.

Roche’s Response to Amgen’s Reguest for Production Na. 1
Roche objects to this Request as overly broad, unduly burdensome, duplicative and
harassing to the extent it seeks documantkthings already in Amgen's possession. For
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instance, Amgen is already in possessiothefdeclarations of each Roche witness from

the ITC investigation and all the transcripts of the depositions from the ITC investigation

as Amgen itself requested the depositiams laired the court reporethat transcribed

them and therefore Roche will not reproduce these documents. Moreover, Roche already

expended great effort and expense duringTkeinvestigation to produce its extremely
voluminous BLA No. STN125164/0 andD Nos. BB-IND 10158 and BB-IND 10964
related to MIRCERAY in both hard copy and the seaable electronic format requested
by Amgen and therefore Roche will not reproduce these documents.

Subject to these objections and the GahResponses and Objections above, the
documents produced by Roche during I'f@dstigation No. 337-TA-568, excluding the
depositions and declaratioftem that matter and RockeBLA and INDs relating to
MIRCERA™, will be produced or made available for inspection and copying in this
action.

Amgen’s Reguest for Production No. 37

A copy of each electronic submission of REE to the FDA relating to or comprising its
Biologics License Applicationral/or Investigational New Drug@lications (IND) for peg-EPO
(in the electronic form and data format prowlde FDA with all embdded links intact and
operable), including all communications, updatepptements and patient data related thereto.

Roche’s Response to Amgen’s Reguest for Production No.:37

Roche objects to this Request as overly broad, unduly burdensome, duplicative and
harassing to the extent it seeks documantkthings already in Amgen's possession.
Roche also objects to this Request's usbeterm “peg-EPO” as vague, ambiguous and
misleading.

Roche refers Amgen to Roche'sBNo. STN 125164/0, IND No. BB-IND 10158 and
IND No. BB-IND 10964 and documents relatbéreto previously produced In the
Matter of Certain Products and PharmaaaitCompositions Containing Recombinant
Human Erythropoietin, ITC Inwigation No. 337-TA-568, whitare to be treated as
duly produced in this case, for documengsponsive to this Request. During the ITC
investigation, Roche went great lengths to produce ggtremely voluminous BLA and
INDs in both hard copy and the OCR'ed shable electronic format then specifically
requested by Amgen. Thiseetronic format is not gopatible with the embedded
hyperlink format Amgen now requests. Theommation contained in the BLA and INDs

in both these formats is the same and Roche will not reproduce these documents solely

based on Amgen's changing whims. Moreoiwelight of the Court's recent decision
denying Amgen's motion for reconsideratiortltd restrictions placed on the use of the
BLA and INDs, Roche will not change thefieat of these documents. See D.I. 159.

Subiject to these objectionscithe General Responses and Objections above, relevant,
non-duplicative, non-cumulative documentstieag to any compked communications,
updates, amendments or supplemenidohe’s BLA No. STN 125164/0 and INDs Nos.
BB-IND 10158 and BB-IND 10964 and the finabtdts of any completed studies or
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protocols underlying these submissionsjolitare in Roche's possession, custody or
control and which are not subject to a clahprivilege or work product immunity or
otherwise protected from disclosure, will fpp@duced or made available for inspection
and copying.

Amgen’s Request for Production No. 38

All INDs filed with the FDA relating to peg-EP, including the original IND filed by ROCHE
with FDA in November 2001 and all communications with the FDA related thereto, including
any amendment, supplement or update thereto.

Roche’s Response to Amgen’s Regquest for Production No.:38
Roche incorporates herein by refererisdResponse to Request No. 37 above.

Amgen’s Request for Production No. 39

All documents and things comprising or relattogany supplement or amendment to ROCHE's
Biologics License Application for peg-EPO senpril 19, 2006, including all communications,
updates, analyses and patidata related thereto.

Roche’s Response to Amgen’s Reguest for Production No.:39
Roche incorporates herein by refereitsdResponse to Request No. 37 above.

Amgen’s Request for Production No. 40
All documents and things comprising or relattbgany communication, meeting or exchange of
information between ROCHE and FDA regaglpeg-EPO or EPO since April 19, 2006.

Roche’s Response to Amgen’s Reguest for Production No.:40

Roche objects to this Request as ssgknaterials and information that have no
relevance to any claim or defense in thisarcas EPO is not the accused product in this
case. Roche incorporates herein bynegiee its Response to Request No. 37 above.

Amgen’s Request for Production No. 41
Documents and things sufficient to configure colyeahd execute properkach electronic copy
of submissions made to FDA produced in response to Requests 37-40, above.

Roche’s Response to Amgen’s Reguest for Production No.:41
Roche incorporates herein by referenc&kegsponses to Request Nos. 37 and 40 above.

Amgen’s Request for Production No. 42

All documents and things comprising or relatitbgany communication, meeting or exchange of
information between ROCHE and any thirdtgaegarding ROCHE's Biologics License
Application for peg-EPO and/oA's review or approval thereof.

Roche’s Response to Amgen’s Reguest for Production No.:42
Roche incorporates herein by refereitsdResponse to Request No. 37 above.

511360_4.doc 45



Case 1.05-cv-12237-WGY Document 174-2  Filed 12/15/2006 Page 47 of 50

Amgen Inc. v. Hoffmann LaRoche, Ltd., et. al.
Case No. 05-CV-12237WGY

APPENDIX A

V. ROCHE SHOULD BE ORDERED TO PRODUCE DOCUMENTS
REGARDING ITS FAILED ATTEMP TS TO DESIGN-AROUND AMGEN'S
PATENTS.

Amgen’s Reguest for Production No. 16
Documents sufficient to show each celkliconsidered, evaluated and/or used by
ROCHE to produce the EP&mponent of peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No.:16
Roche incorporates herein by refereitsdResponse to Request No. 13 above.

Amgen’s Request for Production No. 17
All documents and things relag to any comparison of eachldme used to produce the EPO
component of MIRCERA with anglaim in any patent-in-suit.

Roche’s Response to Amgen’s Request for Production No.:17

Roche objects to this Request as seekifgnmation protected from disclosure by the
attorney-client privilegend the attorney work product doctrine. Roche further objects to
this Request to the exteintalls for a legal conclusiofRoche incorporates herein by
reference its Response to Request No. 13 above.

Amgen’s Request for ProductionNo. 18
All documents and things relag to any comparison of eactopess used to produce the EPO
component of MIRCERA with anglaim in any patent-in-suit.

Roche’s Response to Amgen’s Request for Productidin. 18
Roche incorporates herein by referenc&esponses to Request Nos. 13 and 17 above.

Amgen’s Request for Production No. 19

All documents and things relag to any analysis of the DNgequence encoding EPO in each
cell line (including the “DN2-30tell line) used to producedliEPO component of MIRCERA,
including documents sufficiemd show the methods and teaals by which each such
determination is made.

Roche’s Response to Amgen’s Reguest for Production No.:19

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous and not reasonably calculated to tedlde discovery chdmissible evidence.
Roche objects to this Request as segknaterials and information that have no
relevance to any claim or defense in thisaacas EPO is not the accused product in this
case. Roche also objects to this Regsieste of the term “EPO component” as
misleading, inaccurate and undefined.

Moreover, Roche objects to the phrase “DNA sequence encoding EPO” as vague,
ambiguous, misleading, inaccurate, and reqgidlaim construction and/or expert
opinion. Roche further objects to this Requeghe extent it seekaformation regarding
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cell lines and DNA sequences other thaose used to create Roche's CERA or
MIRCERATM product for which commercial ppoval is sought in Roche's BLA No.
STN 125164/0.

Roche refers Amgen to Roche's BLA NBXN 125164/0 already produced to Amgen in
ITC Investigation No. 337-TA-568 for infmation concerning the DNA sequence used
to produce MIRCERA.

Amgen’s Request for Production No. 20

All documents and things relating any analysis of the DNA sequenihat regulates or controls
transcription and/or expression of EPO DNA in eeehline (including the “DN2-30” cell line)
used to produce the EPO component of MIRCERAIuding documents sufficient to show the
methods and materials by which batich determination is made.

Roche’s Response to Amgen’s Reguest for Production No.:20
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 21
Documents sufficient to show all methods amakerials considered@yaluated or used by
ROCHE to express DNA encoding EPO in cells for use in producing peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No.:21
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 22

Documents and things sufficient to show all hegels and materials considel evaluated or used
by ROCHE to operatively link a galatory DNA segment (e.g., a proter and/or enhancer) to
DNA encoding EPO in a cell for use in producing peg-EPO.

Roche’s Response to Amgen’s Reguest for Production No.:22
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 23

All documents and things relag to any analysis of the copy number per cell of the DNA
sequence encoding EPO in each cell line (inclutheg'DN2-30” cell line) used to produce the
EPO component of MIRCERA, including documesidficient to show the methods and
materials by which each such measurement or calculation is made.

Roche’s Response to Amgen’s Regquest for Production No.:23
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Request for Production No. 24
Documents sufficient to show all methods amakerials considered@yaluated or used by
ROCHE to amplify DNA encoding EPO acell for use in producing peg-EPO.
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Roche’s Response to Amgen’s Reguest for Production No.:24
Roche incorporates herein by refereitsdResponse to Request No. 19 above.

Amgen’s Reguest for Production No. 200
All documents and things relating any effort of ROCHE to avdiinfringement of any claim of
any Amgen patent, includg the patents-in-suit.

Roche’s Response to Amgen’s Reguest for Production No. 200

In light of Amgen's current position that it does not seek relief in the form of damages,
this Request is of unreasonable scape seeks documents and things, relating
particularly to design-around, that bear nievance to any claim or defense in this
action. Roche incorporates herein by refieseits Response to Request No. 198 above.

Amgen’s Request for Production No. 201

All documents and things relag to any proposal or plan BIOCHE to modify or alter its
manufacture, importation, sale, offer to selluse of any ESP, including MIRCERA, to avoid
infringement of any claim of any Amgeratent, including the patents-in-suit.

Roche’s Response to Amgen’s Request for Production No. 201
Roche incorporates herein by referensdRiesponses to Request Nos. 198 and 200
above.

Amgen’s Reguest for Production No. 202
All documents and things relag to any ESP studied or emated by ROCHE as a potential
treatment for anemia which has not b subject of an IND or BLA filing.

Roche’s Response to Amgen’s Request for Production No. 202

Roche objects to this Requéstthe extent it is overliproad, unduly burdensome, vague,
ambiguous, harassing and not readiy calculated to lead the discovery of admissible
evidence. Roche objects to this Req@ssoverly broad, harassing, oppressive and
seeking documents and things bearing no relex&o any claim or defense in this action
because it is not limited to MIRCERA

Amgen’s Reguest for Production No. 203

All documents and things relating to any as@ny time by Genetics Institute, ROCHE, any
predecessor-in-interest of ROCHE, or any other person or entiysbtells (other than Chinese
hamster ovary cells) to produce erythropoietin,udeoig the selection or eation of such cells
and the production, isolation, texdi analysis, or evaluation ahy erythropoietin obtained from
such cells.

Roche’s Response to Amgen’s Reguest for Production No. 203

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous, harassing and not readiy calculated to lead the discovery of admissible
evidence. Roche objects to this Req@ssoverly broad, harassing, oppressive and
seeking documents and things that have no relevance to any claim or defense in this
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action as erythropoietin is ntite accused product in thdase and the Request is not
limited to MIRCERA™. Moreover, Roche objects to tHiequest to the extent it seeks
documents and things in the possession, cusiodgntrol of parties other than Roche or
protected from disclosure by third party confidentiality agreements.

Amgen’s Request for Production No. 204

All documents and things relating testing, analysis, charactation or evaluation of any EPO
product or composition derived from cells otttgagin CHO cells, including any characterization
or evaluation of its molecular weight, amino aséfjuence, structure, spe; post-translational
modification, glycosylation, sialylation, acetylation, phosphorylation, sulfation, proteolysis,
homogeneity, integrity, purity, spdici activity, in vitro or in vivo biological ativity, or any

other physical or functional characteristic.

Roche’s Response to Amgen’s Regquest for Production No. 204

Roche objects to this Requéstthe extent it is overlproad, unduly burdensome, vague,
ambiguous, harassing and not readiy calculated to lead the discovery of admissible
evidence. Roche objects to this Reqassoverly broad, harassing, oppressive and
seeking documents and things that have no relevance to any claim or defense in this
action as EPO is not the accused produthisicase and the Request is not limited to
MIRCERATM. Moreover, Roche objects to tiRequest to the extent it seeks documents
and things in the possession, custody or control of parties other than Roche or protected
from disclosure by third parrgonfidentiality agreements.

Amgen’s Request for Production No. 205

All documents and things relag to any comparison betweer tmolecular weight, amino acid
sequence, structure, specpast-translational modificatn, glycosylation, sialylation,
acetylation, phosphorylation, sulfation, proteady$iomogeneity, integrity, purity, specific
activity, in vitro or in vivo bological activity, or anyther physical or furtonal characteristic
of any EPO product or compgtien derived from cells other than CHO cells, and the
corresponding characteristic(s) of any other ESP, includiiRCERA, NeoRecormon, or any
ESP made or sold by Amgen or its licensee(s).

Roche’s Response to Amgen’s Reguest for Production No. 205
Roche incorporates herein by refereitsdResponse to Request No. 204 above.
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