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UNITED STATES DISTRICT COURT FOR THE
SOUTHERN DISTRICT OF OHIO

EASTERN DIVISION
CARETOLIVE, )
a not-for-profit corp., )
) Civil No. 2:08-CV-00005
Plaintiff, }
) JUDGE FROST
V. )
) MAGISTRATE JUDGE KING
U.S. FOOD and DRUG )
ADMINISTRATION, )
)
Defendant. )

DECLARATION OF BETH BROCKNER-RYAN

1. I am the Chief of the Access Litigation and Freedom of Information Branch
("ALFOI"), Center for Biologics Evaluation and Research ("CBER"), United States Food and
Drug Administration ("FDA"), located in Rockville, Maryland. My duties include supervising
the staff that processes and responds to requests made pursuant to the Freedom of Information
Act ("FOIA") for documents in CBER's possession.

2. The ALFOI branch is responsible for reviewing and redacting CBER-maintained
documents for disclosure for: (a) FOIA requests, (b) litigation-related document production,
including discovery requests, third-party subpoenas and court orders to fulfill FOIA requests, and
(c) other requests for documents that do not fit within the previous categories. At my direction,
FDA personnel search records systems for documents under CBER's control to identify records
and other information that may be responsive to individual FOIA requests. ALFOI staff then
gather and review potentially responsive documents to determine whether, before being

disclosed, they should be released in part or in their entirety according to any applicable FOIA
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exemptions, other statutory provisions, or agency regulations.

3. The statements made in this declaration are based upon my personal knowledge
and information about which I have become knowledgeable through my review of official agency
records within ALFQT's control.

4. I submit this declaration in support of the government's Motion for Summary
J_udg:mcnt in the above-captioned case. The purpose of this declaration is to set forth ALFQI’s
response to the FOIA request that is the subject of the Complaint in this case.

ALFOI FOIA PROCESSING PROCEDURES

5. To the best of my recollection, in the fall of 2007, when this office responded to
the FOIA request at issue in this case, ALFOI consisted of six people: one branch chief, four full-
time Consumer Safety Officers ("CSOs"), and one paralegal specialist. All six handled the day-
to-day work involved in the document disclosure duties described in Paragraph 2.

6. Initially, all FOIA requests for FDA documents are received by the agency's
central Freedom of Information Office, currently known as the Division of Freedom of
Information ("DFOI"), located in Rockville, Maryland. That office logs in each request, assigns
it a number, and refers it to the agency component or Center responsible for records relevant to
the request. CBER is the Center within FDA responsible for the regulation of biologics, which
include, for example, blood, vaccines, cellular and gene therapy products, and tissue. All FOIA
requests referred to CBER are sent to ALFOI.

7. ALFOI places each request in one (or more) of seven queues of pending requests,
based on the complexity and subject matter of the requested documents. ALFOI's queues consist

of the Fast, Simple, 510k, Counter-Terrorism-Related, Influenza, Adverse Event, and Complex
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Tracks. Generally, requests in each queue are assigned to reviewers for processing on a first-in,
first-out basis.

8. For any request, independent of the queue under which it is processed, ALFOI
may need to contact many individuals in several CBER offices and direct them to search their
files for responsive documents. ALFOI gathers all documents and conducts a preliminary review
of the records collected to verify that they are responsive. This is generally followed by a line-
by-line, word-by-word review of the responsive documents to determine whether any FOIA
exemptions apply. Any exempt material is then redacted.

9. Finally, the employee assigned to the request prepares copies of the responsive
documents for delivery to the requester and, in most cases, for FDA's central repository.

PLAINTIFE'S REQUEST

10.  On September 11, 2007, DFOI received a FOIA request from Bellinger and
Donahue, Plaintiff's attormeys, dated August 15, 2007. See Attachment 1.

11.  Because the request asked for documents related to the BLA (Biologics License
Application) for Provenge, an unapproved biologic regulated by CBER, DFOI forwarded the
request to ALFOI on September 14, 2007.

12.  The request was processed in ALFOI's Fast Track. Requests in the Fast Track can
be answered with readily available documents thal& do not need to be redacted. Requests are
placed in this track usually because they seek documents that previously were reviewed and
redacted (typically in response to a previous document request) or information that 1s publicly
available (often from documents that were reviewed, redacted and placed on FDA’s website).

Plaintiff's request was placed in the Fast Track because many of the documents that were
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responsive to Plaintiff's request had been assembled and reviewed for a previous document
request.

13.  The ALFOI employee who conducted the initial search for responsive documents
1s no longer employed by the agency. However, based on the administrative record in the file, it
appears that ALFOI searched for records in CBER's Office of Cellular, Tissue and Gene
Therapies, the Office of Communication, Qutreach, and Development, the Immediate Office of
the Director, and the Office of Management, Division of Scientific Advisors and Consultants,
components that were reasonably expected to have correspondence related to Provenge.

14.  The ALFOI staff gathered and reviewed all potentially responsive documents to
determine whether they were actuaily responsive to Plaintiffs' FOIA request and to determine
whether any documents or portions thereof were exempt from disclosure. ALFOI identified
twelve documents that were responsive to Plaintiff's request, and determined that these
documents did not contain any information that fell within an exemption to the FOIA.

15.  ALFOI provided the responsive documents, without any redactions, to the

requesters in a letter dated November 6, 2007. See Attachment 2.

Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the foregoing is true

and correct.

Executed on / 5 day of May, 2009.

Leth Boowhrer o

Beth Brockner Ryan
Chief, Access Litigation and
Freedom of Information Branch, CBER
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BELLINGER & DONAHUE 6295 Emerald Parkway

. Belli
Scott P. Bellinger Dublin, Ohio 43016
Kerry M. Donahue+ Attorneys At Law Office 614-761- 0402

*Also admitted in Florida Fax 614-789- 9866

August 15, 2007
RE: CareToLive v. FDA, Southern District of Ohio, case no. 2:07 CV 729

Brenda S. Zimmer
FDA

6751 Steger Dr. » . 2,
Cincintrfgfif O;io 45237-3097 ZROEDQ7F| A BD} ;é

Dear Brenda S. Zim'mer, SEp 11 2007

Please consider this a request under the Freedom Wf@ﬁ@?ﬂﬁ P{CSS}

We request the following:

1) A copy of all letters written to the FDA (or prepared by the FDA)
and purported to be from Dr. Scher, Dr. Hussain and Doctor
Fleming in between March 29th 2007 and April 30th of 2007,
regarding the BLA submitted for Provenge also known as
Sipuleucel-T including the envelope or other means of
communication whereby the FDA received such letters and a copy
of any record of those letters then being disclosed to any media or
other persons or specifically a publication called “The Cancer
Letter”, including the means of communication to the Cancer
Letter of the Scher, Hussain and Fleming letters from the FDA or
its employees to outside persons, publications or companies.

We are willing to pay the cost.

\~ t ‘_‘,,M;;‘; - Y i
N D
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-2~ - August 15, 2007

Please call if you have questions about this request. Thank you.

Sincerely,

Kerry Donahue
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R DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

G MEALTH ¢
L,

( Food and Drug Administration
1401 Rockville Pike
%"‘h Rockville, MD 20852-1448
LCED

November 6, 2007

&

Bellinger & Donahue
6295 Emerald Parkway
Dublin, OH 43016

In reply refer to file 07-8316

Dear Ms. Donahue:

This is in response to your August 15, 2007 request for record(s) from the Food and Drug Administration
pursuant to the Freedom of Information Act requesting “a copy of all letters written to the FDA (or prepared by
the FDA) and purported to be from Dr. Scher, Dr. Hussain and Doctor Fleming in between March 29" 2007 and
April 30" 2007, regarding the BLA submitted for Provenge also known as Sipuleucel-T including the envelope or
other means of communication whereby the FDA received such letters and a copy of any record of those letters
then being disclosed to any media or other persons or specifically a publication called “The Cancer Letter”,
including the means of communication to the Cancer Letter of the Scher, Hussain and Fleming letters from the
FDA or its employees to outside persons, publications or companies”. Your request was received in the by
FDA's Division of Freedom of Information on September 11, 2007. As you may know, your request was directed
to the FDA’s Center for Biologics Evaluation and Research for processing.

Enclosed are documents responsive to your request.

The following may be included in a monthly invoice:

Reproduction 31 Pages $3.10
Search 2.75 Hour $100.45
Review 0 Hour $0

Total $103.55

The above total may not reflect final charges for this request. Please DO NOT send payment unless
you receive an invoice. You may also receive an additional response under separate cover from
another part of the agency.

If you have any questions or if | can be of further assistance, please let me know by
referencing the above file number. | can be reached by phone at 301-827-2000.

Sincerely,

Katherine Uhl, Consumer Safety Officer
Access Litigation and Freedom of Information Branch, HFM-48
CBER/OCTMA / DDOM

Enclosure(s)


kuhl
New Stamp

tboland
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