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1. My name is Madan Chilakuri. | am over 21 years of age. | submit
this declaration on behalf of Eton Pharmaceuticals, Inc. (hereinafter “Eton”) in
connection with the above-captioned matter. | am not being compensated for this
Declaration or for the time spent in preparing it.

2. Based on my personal knowledge, | am informed and understand that
the facts stated in this Declaration are true.

3. | hold a M.S. and R.Ph. in State of Wisconsin and am currently
President at Pharma Regulatory Consultants LLC (“PRC”). | have been employed
by PRC since May 2017.

4, In the May-July 2017 time frame, PRC was engaged in providing
consulting work to Eton. As part of that engagement, on July 11, 2017, |
electronically submitted a Freedom of Information Act (“FOIA”) request to the
Federal Drug Administration (“FDA”) for the Approval History for New Drug
Application (NDA) 019523. A true and correct screen shot copy of that request is
attached as Exhibit A.

5. On July 12, 2017, I received an electronic confirmation of my request
from FDA. A true and correct copy of that confirmation is attached as Exhibit B.

6. Prior to or on July 28, 2017, I received a copy of the Approval History
for NDA 019523 from the FDA via mail on a CD. A true and correct copy of the

CD is attached as Exhibit C and a true and correct copy of the Approval History
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for NDA 019523 that was contained on the CD is attached as Exhibit D.

7. On July 28, 2017, | sent via email a copy of the above-mentioned
Approval History for NDA 019523 to Eton. A true and correct copy of my email
communication and the Approval History for NDA 019523 attachment is attached
as Exhibit E.

8. | hereby declare under penalty of perjury under the laws of the United
States of America that the foregoing is true and correct, and that all statements
made of my own knowledge are true and that all statements made on information
and belief are believed to be true. | understand that willful false statements are

punishable by fine or imprisonment or both. See 18 U.S.C. § 1001.

Date: 06-04-2020 Respectfully submitted,

Madan Chilakuri
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Exhibit A
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Exhibit B
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5/31/2020 Pharma Regulatory Consultants Mail - FDA Receipt of FOI Request

M Gma” Madan Chilakuri <mc@pharmareglic.com>
FDA Receipt of FOI Request

1 message

FDA_FOl@fda.gov <FDA_FOl@fda.gov> Wed, Jul 12, 2017 at 6:31 AM

To: mc@pharmareglic.com
Note: Do NOT reply directly to this E-mail
Pharma Regulatory Consultants LLC Approval History for New Drug Application (NDA) 019523

Re: Confirmation # FDA1736172
In Reply refer to: 2017-6052

The Food and Drug Administration (FDA) has received your Freedom of Information Act (FOIA) request for records
regarding:

NDA 019523

Original Subject: Dear sir/madam, We are requesting approval history of Cysteine Hydrochloride, NDA # 019523, sponsor
Hospira, Inc. We request information including Approval Letter(s), Printed Labeling,Summary Review,Medical Review(s),
Chemistry Review(s) , Pharmacology Review(s), Clinical Pharmacology Biopharmaceutics Review(s),Other Review(s)
(PDF), and Label for NDA # 019523. Thanking you, Sincerely, Madan Chilakuri M.S, R.Ph. 207-756-4065
mc@pharmareglic.coom

We will respond as soon as possible and may charge you a fee for processing your request. If your informational needs
change, and you no longer need the requested records, please contact us to cancel your request, as charges may be
incurred once processing of your request has begun. For more information on processing fees, please see
http://www.fda.gov/RegulatoryInformation/FOI/FOIAFees/default.htm. If you have any questions about your request,
please call Rochelle A. Coleman, Information Technician at (301) 796-8982 or write to us at:

Division of Freedom of Information, U.S. Food and Drug Administration
5630 Fishers Lane, Room 1035

Rockville, MD 20857

Fax:(301)827-9267

You also have the right to seek dispute resolution services from:

FDA FOIA Public Liaison

Office of the Executive Secretariat
5630 Fishers Lane, Room 1050
Rockville, MD 20857

E-Mail: FDAFOIA@fda.hhs.gov and/or:

Office of Government Information Services
National Archives and Administration

8601 Adelphi Road ? OGIS

College Park, MD 20740-6001

Telephone: 202-741-5770
Toll-Free: 1-877-684-6448
E-mail: ogis@nara.gov
Fax: 202-741-5769

https://mail.google.com/mail/u/1?ik=1f8caed674&view=pt&search=all&permthid=thread-f%3A1572716275733523725&simpl=msg-f%3A15727162757 ...

7
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Your
3Ppeg) must be mailed within 90 days from the date of ihjs response, to:

Ms. Catherine Teti

Deputy Agency Chief FOIA Officer

U.S. Department of Health and Humap, Services
Office of the Assistant Secretary for pyblic Affairs
Room 729H

200 Independence Avenue SW

Washington, DC 20201

Please clearly mark poth the envelope and your letter “Freedom of Information Act Appeal.”
You may also contact the FDA FOIA Public Liaison for assistance at:

FDA FOIA Liaison

Office of the Executive Secretariat
5630 Fishers Lane Room 1050
Rockville, MD 20857

E-mail: FDAFOIA@fda.hhs.gov

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of Government
lr}fbrmation Services (OGIS), the Federal FOIA Ombudsman’s office, offers mediation services to help resolve
disputes between FOIA requesters and Federal agencies. The contact information for OGIS is:

Office of Government Information Services
National Archives and Records Administration
8601 Adelphi Road — OGIS

College Park, MD 20740-6001

Telephone: 202-741-5770

Toll-Free: 1-877-684-6448

E-mail: ogis@nara.gov

Fax: 202-741-5769

Enclosure: NDA 19523
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From: Madan Chilakuri <mc@pharmaregllc.com>

Date: Fri, Jul 28, 2017 at 5:07 PM

Subject: L-Cysteine HCl Hospira NDA approval History

To: Michael Major <mwm@mppgroupllc.com>, Sean Brynjelsen <brynjelsen@gmail.com>, Rosen, Barry
<barry.rosen@advocatehealth.com>

Dear All,
Please find the attached NDA019523 approval history received from the FDA for L-Cystine HCl Injection held by Hospira.
According to the approval history, the RLD product concentration is 7.25% L-cysteine Hydrochlore

Regards,
Madan

Pharma Regulatory Consultants LLC
Ph: 207-756-4065 fx: 224-372-5396
mc@pharmaregllc.com
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