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ClinicalTrials.gov archive, 8 printed pages. 

COCKRUM P, et al., "Impact of Dose Reductions on Clinical Outcomes Among Patients With Metastatic Pancreatic 

46 
Cancer Treated With Liposomal lrinotecan in Oncology Clinics in the US." Poster presented at the American Society 
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bxaliplatin-based Chemotherapy," J Clin Oneal. 30{4_suppl):Abstract 613 {2012), 5 printed pages.). 

EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D31 (CUNNINGHAM 
33 b, et al., "Randomized Phase II Study of PEP02, lrinotecan, or Docetaxel as a Second-Line Therapy in Gastric or 

Gastroesophageal Junction Adenocarcinoma," J Clin Oneal. 29{4_supp):Abstract 6 (2011 ). 5 printed pages). 
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34 
EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D32 (GERBER D, 
'Miscellaneous Agents--Cytotoxics and Hormonal Agents," J Thorac Oneal. 7(12 Suppl 5):S387-9 (2012)). 

EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D33 (NOBLE C, et al., 
35 'Novel Nanoliposomal CPT-11 Infused by Convection-Enhanced Delivery in lntracranial Tumors: Pharmacology and 

Efficacy," Cancer Res. 66(5):2801-6 (2006)). 

EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D34 (KRAUZE M, et 
36 iii., "Convection-Enhanced Delivery of Nanoliposomal CPT-11 (lrinotecan) and PEGylated Liposomal Doxorubicin 

Doxil) in Rodent lntracranial Brain Tumor Xenografts," Neuro Oneal. 9(4):393-403 (2007)). 

37 
EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D35 (MULLARD A, 
'How Much Do Phase Ill Trials Cost?" Nat Rev Drug Discov. 17(11):777 (2018))_ 

38 
EP2861210: Reply to proprietor's grounds of appeal to opposition decision dated July 27, 2020, D36 (The Medicines 
or Human Use (Clinical Trials) Regulations, 2004, 86 pages)_ 

ETTRICH T, et al., "Liposomal lrinotecan (nal-lRI) Plus 5-Fluorouracil (5-FU) and Leucovorin (L V) or Gemcitabine Plus 

39 
Cisplatin in Advanced Cholangiocarcinoma: The AIO-NIFE-Trial, an Open Label, Randomized, Multicenter Phase II 
lrrial," Poster presented at the American Society of Clinical Oncology (ASCO) Annual Meeting, Chicago, Illinois, June 
~-5, 2018, 5 pages. 

ETTRICH T, et al., Abstract TPS4145. "Liposomal lrinotecan (nal-lRI) Plus 5-Fluorouracil (5-FU) and Leucovorin (LV) 

40 
pr Gemcitabine Plus Cisplatin in Advanced Cholangiocarcinoma: The AIO-NIFE-Trial, an Open Label, Randomized, 
Multicenter Phase II Trial," J Clin Oneal. 36(15_Suppl):TPS4145 DOI: 10.1200/JCO.2018.36.15_suppl.TPS4145 
2018), 2 printed pages. 

41 
European Medicines Agency Assessment Report for Onivyde, Committee for Medicinal Products for Human Use 
CHMP), 21 July 2016, 107 pages_ 

42 
;:::ALCONE A, et al., "Sequence Effect of lrinotecan and Fluorouracil Treatment on Pharmacokinetics and Toxicity 
n Chemotherapy-Naive Metastatic Colorectal Cancer Patients," J Clin Oneal. 19(15):3456-62 (2001). 

::ANNON M, et al., "Sucrose Octasulfate Regulates Fibroblast Growth Factor-2 Binding, Transport, and Activity: 
43 Potential for Regulation ofTumor Growth," J Cell Physiol. 215(2):434--41 (2008), NIH public access author manuscript 

version, 19 pages. 

44 
:::ARNCOMBE M, "Management of Bleeding in a Patient with Colorectal Cancer: A Case Study," Support Care Cancer. 
~(3):159-160 (1993). 
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45 ;:DA, "Draft Guidance on Daunorubicin Citrate," Jul 2014, 6 pages. 

46 
c:oA, "Draft Guidance on Doxorubicin Hydrochloride," Recommended Feb 2010, Revised Nov 2013, Dec 2014, 6 
t>ages. 

47 
c:1ORAVANTI A, et. al., "Metronomic 5-Fluorouracil, Oxaliplatin and lrinotecan in Colorectal Cancer," Eur J Pharmaool. 
p19(1-3): 8-14 (2009)_ 

48 
r=LEMING G, et. al., "Phase I and Pharmaookinetic Study of 24-Hour Infusion 5-Fluorouracil and Leuoovorin in Patients 
With Organ Dysfunction," Ann Onool. 14(7):1142-7 (2003)_ 

49 ;:REISE C, et al., "Characterization of a Cyclosporine-Containing Liposome," Transplant Proc. 23(1 Pt 1):473-4 {1991)_ 

50 
C:REISE C, et al., "Increased Efficacy of Cyclosporin Liposomes in a Rat Orthotopic Liver Transplant Model," Surgical 
c:orum_ 43:395-7 (1992). 
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The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 
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The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
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determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
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an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /G.S.K/ 

Ipsen Ex. 2003, Page 78 of 107



Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 0MB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 

Under the Paperwork Reduction Act of 1995, no persons are required lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number Code1 Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant T5 
Initial* No Number3 Code2i Code4 Date Passages or Relevant 

Document 
Figures Appear 

1 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 

NON-PATENT LITERATURE DOCUMENTS IRemovel 

Examiner Cite 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 

Initials* No 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), T5 
publisher, city and/or country where published. 

,_ 

EFSWeb 2.1.18 

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /G.S.K/ 

Ipsen Ex. 2003, Page 79 of 107



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 
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8 
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Member with respect to the subject matter of the record. 
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National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 
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2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
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enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 
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