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CHARGE SHEET

. PERSONAL DATA

1. NAME OF ACCUSED:
IBRAHIM AHMED MAHMOUD AL QOSI

2. ALIASES OF ACCUSED:

Mochammed Saleh Ahmed, Mohammed Salih Ahmed, Mohammed Ali Ahmed, Mohammed Ahmed, Abu Khobaib al
Sudani, Abu Khobab al Sudani, Abu Khobaib, Abu Khobab, Abu Khobeib, Khobaib, Khubaib, Khobeib, Khubayb,
Khubeib, Khabeeb, Khabib al Sudani, Khubayb al Sudani, Ibrahim Ahmed Mahmoud, Ibrahim al Kossi

3. ISN NUMBER OF ACCUSED (LAST FOUR):
0054
1l. CHARGES AND SPECIFICATIONS

4. CHARGE: VIOLATION OF SECTION AND TITLE OF CRIME'IN PART IV OF M.M.C.

SPECIFICATION:

See Attached Charges and Specifications.

I§. SWEARING OF CHARGES
5a. NAME OF ACCUSER (LAST, FIRST, Ml) 5b. GRADE | 5c. ORGANIZATION OF ACCUSER
TREANOR, J. 0-6 OMC-PROSECUTION
5d. SIGNATURE OF ACCUSER Se. DATE (YYYYMMDD)
~Tieavo— 2008 Jo2./08

AFFIDAVIT: Before'me, the undersigned, authorized by law to administer oath in cases of this character personally appeared the above named
accuser the 3 day of ‘Ez(lvg 2,: , 2008 ,and signed the foregoing charges and specifications under oath that hefshe is a person
subject to the Uniform Code of Military Justice and that he/she has personal knowledge of or has investigated the matters set forth therein and

that the same are true to the best of hisfher knowledge and belief.

S. MAHER OMC-PROSECUTION
Typed Name of Officer Organization of Officer
0-5 10 U.S.C. 1044(b)
- Grade Official Capacity to Administer Oath
3 % (See R.M.C. 307 (b} must be commissioned officer}
N7 ON Signature v

MC FORM 458 JAN 2007

———
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IV. NOTICE TO THE ACCUSED

-—
6.0n 8 +1 56')/ Vﬂ&ﬂ; , 2008 the accused was notified of the charges against himher (See R.M.C. 308).
LT COL S. MAHER OMC-PROSECUTION
Typed Name and Grade of Person Who Caused Organization of the Person Who Caused
Accused to Be Notified of Charges Accused to Be Notified of Charges
Signature

V. RECEIPT OF CHARGES BY CONVENING AUTHORITY

7. The swom charges were received at hours, on ,at
L.ocation
For the Convening Authority:
Typed Name of Officer
- . - : Grade
Signature
VI. REFERRAL
8a. DESIGNATION OF CONVENING AUTHORITY 8bh. PLACE 8c. DATE (YYYYMMDD)

Referred for trial to the (non)capital military commission convened by mititary commission convening order

subject to the following instructions’:

By of

Command, Order, or Direction

Typed Name and Grade of Officer Official Capacity of Officer Signing

Signature

Vii. SERVICE OF CHARGES

9.0n , 2008 | (caused to be) served a copy these charges on the above named accused.
S. MAHER 0-5
Typed Name of Trial Counsel Grade of Trial Counsel
Signature of Trial Counsel
FOOTNOTES

'See R.M.C. 601 conceming instructions. If none, so state.

MC FORM 458 JAN 2007
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UNITED STATES OF AMERICA

CHARGES:
\Z

IBRAHIM AHMED MAHMOUD AL QOSI
a’k/a Mohammed Saleh Ahmed
a/’k/a Mohammed Salih Ahmed
a/k/a Mohammed Ali Ahmed
a/k/a Mohammed Ahmed

a’k/a Abu Khobaib al Sudani
a’k/a Abu Khobab al Sudani
a/k/a Abu Khobaib

a’k/a Abu Khobab

a/k/a Abu Khobeib

a/k/a Khobaib

a/k/a Khubaib

I. CONSPIRACY

II. PROVIDING MATERIAL
SUPPORT FOR
TERRORISM

a/k/a Khubayb

a/k/a Khubeib

a/k/a Khabeeb

a/k/a Khabib al Sudani

a/k/a Khubayb al Sudani

a/k/a Ibrahim Ahmed Mahmoud
a/k/a Tbrahim al Kossi

N et N e Nwe Nae Nwwe Nanr e Nae e e Naw Nwwe Nt Naw e e Nwe Newe Nww Nww Nw Nawe east e’

CHARGE [: VIOLATION OF 10 U.S.C. § 950v(b)(28), CONSPIRACY

SPECIFICATION: In that Ibrahim Ahmed Mahmoud al Qosi, a person subject to trial by
military commission as an alien unlawful enemy combatant, did, in the context of and associated
with an armed conflict, at various locations in Afghanistan and elsewhere, from on or about 23
August 1996, through on or about 15 December 2001, willfully and knowingly conspire and
agree with Usama bin Laden, Abu Hafs al Masri, and other members and associates, known and
unknown, of the international terrorist organization known as al Qaeda, and willfully and
knowingly join an enterprise of persons known as al Qaeda, the agreement and enterprise sharing
a common criminal purpose to commit one or more of the following offenses triable by military
commission: targeting civilians, attacking civilians, murdering civilians, attacking civilian
objects, murder in violation of the law of war, destruction of property in violation of the law of
war, terrorism, and providing material support for terrorism; and with knowledge of the unlawful
purpose of the agreement and common criminal purpose of the enterprise, willfully entered into
the agreement and enterprise with the intent to further the unlawful purpose, and knowingly
committed one or more of the following overt acts in order to accomplish some purpose of the
agreement and enterprise:

Page 1 of 3
U.S.v. AL QOSI: Continuation of MC Form 458, Section IL. Charges and Specifications
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. From in or about 1996, through in or about 2001, in Afghanistan, al Qosi, armed with

an AK-47, served as an bodyguard for Usama bin Laden, and other al Qaeda
members.

. From in or about 1996, through in or about 2001, in Afghanistan, al Qosi, armed with
an AK-47, served as a driver for Usama bin Laden, and other al Qaeda members.

. From in or about 1996, through in or about 1998, in Afghanistan, al Qosi lived at an
al Qaeda compound near Jalalabad known as the “Star of Jihad,” with other al Qaeda
members, including Usama bin Laden, where he provided security, transportation,
and supply services.

. From in or about 1998, through in or about 2001, in Afghanistan, al Qosi lived at an
al Qaeda compound near Kandahar, (“Kandahar compound”), with other al Qaeda
members, including Usama bin Laden, where he provided security, transportation,
and supply services.

“e. From in or about 1998, through in or about 2001, in Afghanistan, at various times, al

Qosi traveled from the Kandahar compound to the front near Kabul, where he fought
in support of al Qaeda near Kabul as part of a mortar crew.

From in or about August 2001, through in or about September 2001, in Afghanistan,
approximately two weeks prior to al Qaeda’s 11 September 2001 attacks on the
United States, Usama bin Laden ordered an alert, and al Qosi and other members of
bin Laden’s bodyguard detachment, armed with AK-47s and other weapons,
evacuated the Kandahar compound with bin Laden and other al Qaeda members.

. From in or about August 2001, through in or about October 2001, in Afghanistan, al
Qosi and other members of Usama bin Laden’s bodyguard detachment, armed with
AK-47s and other weapons, traveled in a convoy with bin Laden and other al Qaeda
members, and camped at bin Laden’s direction, between Kabul, Khowst, and
Jalalabad, and provided security and transportation for bin Laden and other al Qaeda
members.

. From in or about October 2001, through in or about December 2001, in Afghanistan,
al Qosi and other members of Usama bin Laden’s bodyguard detachment, armed with
AK-47s and other weapons, traveled to Tora Bora with bin Laden and other al Qaeda
members, and provided security and transportation for bin Laden and other al Qaeda
members.

From in or about December 2001, through on or about 15 December 2001, in
Afghanistan, at or near Tora Bora, al Qosi, armed with an AK-47, along with other

members of Usama bin Laden’s bodyguard detachment and other al Qaeda members

armed AK-47s and other weapons, separated from bin Laden, and traveled away from
Tora Bora where they came under fire from U.S. forces.

Page 2 of 3
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CHARGE II: VIOLATION OF 10 U.S.C. § 950v(b)25).
PROVIDING MATERIAL SUPPORT FOR TERRORISM

SPECIFICATION: In that Ibrahim Ahmed Mahmoud al Qosi, a person subject to trial by
military commission as an alien unlawful enemy combatant, did, in Afghanistan and elsewhere,
from on or about 23 August 1996, through on or about 15 December 2001, intentionally provide
material support or resources to al Qaeda, an international terrorist organization engaged in
hostilities against the United States, by, among other things, serving as a bodyguard, driver,
fighter and supplier, for al Qaeda, knowing that such organization has engaged or engages in
terrorism, including targeting civilians, attacking civilians, and murdering civilians, said conduct
taking place in the context of and associated with an armed conflict.

Page 3 of 3
U.S.v. AL QOSI: Continuation of MC Form 458, Section II. Charges and Specifications




DEPARTMENT OF DEFENSE
OFFICE OF THE CHIEF PROSECUTOR
OFFICE OF MILITARY COMMISSIONS

1610 DEFENSE PENTAGON
WASHINGTON, DC 20301-1610

(day) (month) (year)

MEMORANDUM FOR Detainee Ibrahim Ahmed Mahmoud al Qosi 0054, Guantanamo Bay,
Cuba

SUBJECT: Notification of the Swearing of Charges

1. You are hereby notified that criminal charges were sworn against youon the  day of
2008, pursuant to the Military Commissions Act of 2006 (MCA) and the Manual
for Military Commissions (MMC). A copy of this notice is being provided to you and to your
detailed defense counsel.

2. Speéiﬁcally, you are charged with the following offenses: -
CONSPIRACY

PROVIDING MATERJAL SUPPORT FOR TERRORISM

(Read the charges and specifications to the accused. If necessary, an interpreter may read the
charges in a language, other than English, that the accused understands.)

AFFIDAVIT OF SERVICE

[ hereby certify that a copy of this document was provided to the named detainee this
day of , 2008.

Signature Organization

Typed or Printed Name and Grade Address of Organization
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- DEPARTMENT OF DEFENSE
DEPUTY COMMANDER ~ DETAINEE OPERATIONS
JOINT TASK FORCE 435
PERLY TO APO AE 09354
NTTENTIOR OF-

JTF-435-LO i

MEMORANDUM FOR Comm{,nd&r Task Force Protector, Bagram Airfield, Afghanistan, APO
AE 09354 ;

SUBJECT: 2 June 2010 @etaixzzife Review Board (DRB) Recommendation Vote for Release for
ISN 4191 ¥

1. Lreviewed the findings and recommendation of the DRB conducted on 2 June 2010
concerning the internment of Detainee ISN 4193, By a vote of 3 to 0, the board members found
that ISN 4191 did not meet the criteria for internment. Pursuant to Deputy Secretary of Defense
Policy Guidance on Review Procedures and Transfer and Release Authorit ty at Bagram Theater
Internment Facility dated 2 July 2009, | approve the DRB’s finding and direct that ISN 4191 be

reieased from the Detention }miﬂy in Parwan.

2. The point of contact for this memorandum is CAPT [ EGELEEL ], Director of Legal

Operations, JTF 435, at DSN { ; (B)2) b

TARK S. MARTINS
Brigadier Generza!, U.S. Army
Depiity Commander

1% § A ow S md A T v A T
“zy‘iiwsw uu’%? %;Zé«:s;ﬁr e g

~BAGRAM / CENTCOM /001542
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DEFARTMENT OF DEFENSE
LEGAL DIRECTORATE — DETAINEE OPERATIONS
. US FORCES AFGHANISTAN

_ JOINT TASK FORCE 435
STTERTION OF: APO AE 09356
JTF-435-LO 6 June 2010

MEMORANDUM FOR Depuw bsmmancier Joint Task Force 435, Kabul, Afghanistan, APO
AE 09356

SUBJECT: 2 June 2010 ’)etams::r* Review Board (DRB) Legal Review, Abdullah B&E}éﬁ&/’(ﬁb&(‘l)mzla, {b)(1)1.4c
(©)(6), (t; )1.4a, (HIGME 191

1. Abduliak Bari stéqxé 1)1.4a, ( Jﬁ&"d 4191, was capturedi(1)1.4a, Ebi§1j1 ﬁa Sherwin Village,

Ba a Boluk District, Iierat Provizce on] m)y1)14a oy(1)14c | The premise for capture was his
assessment as a high level target. (Subsequentby(fiida_b)iebntinued searching for the target,
inferring that additional information caused a change in the assessment of ISN 4191 )

2. I reviewed Enclosure 1, the ﬁ{ﬁizﬁgs and recommendations of Abdullah Bari, ISN'4191°s
DRB, ard find them to be legally sufficient.

3. The DRB found that Abdullah Bari, ISN 4191, does not meet the criteria for internment for
reasons stated in Enclosures | a“d 2.

4 'The DRB recommernided that & béullaél Bari, ISN 4191, be released without conditions and in
accordance with a finding that h¢ does not meet internment criteria. The DRB further
determined that internment is mf necessary to mitigate the threat posed by Abdullah Bari, ISN
4191, =«

5. The DRB also rwommmded »ﬂﬁz Abdullah Bari, ISN 4191, not be classified as an Enduring
Security Threat. :

6 The p{}mf of contact for this review is MAJ! 3) (b)6 5 JTF-435 DRB, at DSN:]
b) 2) | (b)2), (0)3), () 6)

4 Encls. _
1. DRB President’s Memo MAJ, JA
2. DREB Voting Packet Detainee Review Board Legal Advisor

3. Summarized Testimony with Fxhibi
‘4 DC JTF 435 Reicase Appmw! f:}nbappmmi Memwo
(Does Not Meet Internment (Zm{;;ma)

fodrefd il w s A Cod St X
i e B B Sew B P bW ER

BAGRAM / CENTCOM /001543
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e e

Bt s, a5

E}%,..F,&R MENT OF DEFENSE
LEGAL DIRECTORATE — DETAINEE OPERATIONS

FEFLY TO UG FORCES AFGHANISTAN
ETTENTION DF: JOINT TABK FORCE 435 i
APO AE 09356
JTF-435-L0O P 6 June 20610

MEMORANDUM FOR E}cpuw i/amman@er. Joint Task Force 435, Kabul Afghanistan, APO
AE 09356

SUBJECT: 2 June 2010 I}etmnm Review Board (DRB} Recommendation, Release Without
Conditions of Abdullak Bari &’)@) ij§1i1 42, ()11 B8N 4191, (Does Not Meet Internment Criteria}

1. DRB FINDINGS AND RECK }VI\ ENDATIONS. The DRB met on 2 Juze 2010 and made
the following findings and reconmendations concerning the internment of Abdullah Bar s/o
(bXE), (b)1)1.43, (B)(1) SEN 4191: |

a. That Abduilah Bari, ISN 4191, did not meet criteria for initial internment because he was
not assessed to be a part of ora s

ubstantial supporter of insurgent forces opposing Coalition
Forces. b

b, That internment is not necossary to mitigate the threat posed by Abdullah Bari, ISN 4191,
That Abduliah Bari, ISN 4191, saould not continue to be interned at the Detention Facility in
Parwan. o

¢. The DRB recommends apm oval for release without conditions of Abdullah Bari, ISN
4191, 1n accozdance with a hrd g that he does not meet internment criteria.

d. That Abdullah Bari, ISN 4 ‘;“ﬁ should be considered for reintegration programs within the
JFIP.

¢. That Abdullah Bari, ISN aféfi% is not ar Enduring Security Threat.

2. DRB ASSESSMENT. Abdus:aﬁ Bari, ISN 4191°s story was plausible and assesae& izhelv to
be true by the DRB. He sravelled to the \zﬂlage 0 collect money from a chicken sale. Co-
captures identified Abduilah Ba }f&s a Taliban. The DRB did not find those allegations to be
credible, especially given the total lack of corroboration. Abdullah Bari took a polygraph;
showing no deception when deny mg Taliban membership and activity. There is next to no
evidence on this person. He proissses to be pro-Coalition Forees. The Board President
emphasized that Abdullah Bari should be released immediately, while he is still favorably pre-
disposed to the US Government.

Abdul Bar’s capture involved an element of “mistaken identity.™ The capturing unit thought
Abdullah Bari, ISN 4191, was a ;PEL target of the same name. However, that target is still
generating reporting, and the tarizeting packet on that individual continues to be developed.

T 4*%»%;‘&&%
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JTF-435-1.0
SUBJECT: 2 June 2010 Dﬁtam ;¢ Review Board (DRB) Recommendation, Release Without
Conditions of Abdullah Bari &’m)@h 4191, {Does Not Meet Internment Criteria)

3. CIRC JMSIAI\QES oF C&”? URE. Abdullah Bari wé) (b)(1)1.4a, b)(1§,1 N ﬁ%;f}} was
captured )1)1.4a, () i‘a@cﬁihemm Village, Bala Boluk District, Herat Province on @i ZaBEa
(b)(1)1da. b)1)The premise for capture was his assessment as a high level target. ( Subsaquenﬂ%
(b)(1)1.4a, (b1 dentinued searching f Lm‘ the target, inferring that additional information caused a change:
in the assessment of ISN 4191 )

4. BASIS FOR TARGETING &ND INTERNMENT. In making its findings and
recommendations, the DRB conwdas*ed the following evidence:

a. Physical Evidence: N’c}ﬁté;’kg of significance.

b. CELLEX/DOCEX/TAREX/MEDEX: Nothing:

¢. Explosive Residue Testing: None.
d. Sensitive Reporting: Nm@e.

¢ Classified Reporting: Co-s &p*mes at time of capture identified Abdullah Bari, ISN 4191,
as being Taliban.

5. DETAINER AE}MESS'?OT\S ,%J\"_} CLAIMS (PRE-DRB). In making its findings and
recommendations, the DRB c{mxadered information from interro wamﬂs and interviews,
includifig but not limited to the ;:}:k}wmfr

a. interrogations and Inter\a,,»,ws Abdullah Bari, ISN 4191, said he is not from Shewan
Village. He said he was Vmﬁw 1o collect money for a sale of chickens. Abdullah Bari denied
being Taliban. ,

b. Polygreph: No decwtmﬁ indicated when denying Taliban membership and when denying
attacking Coalition Forees. '

6. EXHIBITS SUBMITTED & ﬁﬁTAP\JLh TESTIMONY AT DRB. In making its findings
and recommendations, the DRB wpszdcreé the foliowing exhibits and detairiee testimony:

1

a. Recorder’s Irncziassﬂu,é Classified Exhibits.

b. Personal Repr»esexztaﬁve‘Q:}Exhibiw Exhibit A, indicating that Abdullah Bari, ISN 4191,
was advised of the basis for interament and the facts supporting internment, Exhibit B,
indicating that Abdellah Bari, ;S‘*J 4191, met with a personal representative and was advised of
his rights ai the DRB., ‘

2

o T o, e e S0 ﬂww%f‘k
o e B § Bl £ F D G B S
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Case 1:09-cv-08071-BSJ-

JEF-A35-1.C
SUBJECT: 2 June 2010 I}et&m@

FM Document 89-28 Filed 12/02/11 Page 6 of 22

7

¢ Review Board (DRB) Recommendation, Release Without

Condisions of Abdullah Bari ). (L)(1)14a LYTHIBN 4191, (Does Not Meet Internment Criteria)

29 April 2010.

¢. Detainee Criminal Investisative Detachment (DCID) Report of Investigation (ROI) dated

d. Disciplinary and Observati tion Reports (Theater Internment Facility Progress Report) dated

2 June 2010: Ne DRs.

e. Behavioral Science Cons:

by Tda oyt Cenfidensena Zbi(19§3§g§§

f Detainee’s DRB Staiemex
Talmaﬂ He stated that most o

e

Htation Team (BSCT) Assessment. Risk Ugved 4b by@IORN:
Ada By 4c

and Responses to Questions: Abdullah Bari, ISN 4191, is anti-
relatives wer%. for the government.” For this reason, 1115

o

i

alliance lies with the government ar:gd against the Taliban.

Abduliah Bari lives in Para Ci}:}
Bala Boluk District for business
villages. He had sold eight chick:

EEJa'man District, Herat Province. He was in Shewan Village,

purposes. It takes two or three hours to walk between the
cns end specified the price. He intended to collect money from

Abdullah Bari stayed with the br,
brother and was captured later tha

Abdullah Bari said he heard the s
ittle information.'

village. He was detained with

Abdullab Bari, ISN 4191, was pzi:mc’i of his good behavior with the guards,
7. WITNESS INFORMATION.
considered the following witness
letters of support, one each from

(b)(1)1.4a, (b)(1pvs not present, but the brother was present,
sther, waiting gl (L)14a ZbiZi tougeturn. He ate dinner with the
it evening.

arning from | (o)1)14a, 0)N14c | He chose 1o stay in the

In making its findings and recommendations, the DRB
information: The Personal Representative submitted three
the district chief, provineial governcr, and tribal elders. The

ietters say Abdullah Bari is p@a@é”{aving and on the side of the government.

8. SUMMATION OF DRB FIN

JIN{}% AND RECOMMENDATIONS, THREAT

ASSESSMENT, In determining
posed by Abdullah Bari, ISN 41

1

r?“&:v

whether continued internment is necessary to mitigate the threat
the DRB assessed DoD criteria for internment, the detainee’s

level of threat and weighed, among other things, his potential for rehabilitation, reconciliation,
and eventual reintegration into seciety. In considering this recommendation, the DRB noted the

risk posed by Abdullzh Bari, ISk

4191, in relation to the COIN impact of release versus

continued internment. There may have been mistaken identity associated with the detention of

" There was a JPEL targst with the nam

description of the JPEL target named A
point thought they had captured a JPEL
still active, indicating that ISN 4191 is?

testing,

: “Abdut Barl,” hailing from: Shewan Village, ISN 4191 does not math the
ndul Bari. There is some evidence in TIRs that the capturing unit at ohe

target, ‘The Recorder explained that the targeting package for Abdul Bari is
ot the JPEL target. T here was no deception indicated during his polygraph

A
3

mx«ﬂ%
N o 0¥ £ b F A

o ¢ \"w‘w

2 haf B

R
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JTF-435-LO
SUBJECT: 2 June 2010 Demme Review Board (DRB}) Recommendation, Release Without
Conditions of Abdullah Bari sgbz)iéi (0)(1)14a, (D) HISN 4191, . {Does Not Meet Internment Criteria)

Abdullzh Bari, ISN 4191, beuav - the capturing unit thought he was a JPEL target of the same
name. As a result of 2ll of these considerations, the DRB believes that release without conditions
is the best alternative, parsaar%z ?:z a finding that Abdulleh Bari, ISN 4191, does not meet
internanent criteria .

9, The point of contact for zh%s eview is MAT T 06) (r6) | L @), bye) | JTF-435 DRB, at DS’\I

L)) Jor ] (0)(2). (b)(3), (b)(6) !
(b)(3), (b)(6)
2 Encls.
1. DRB Voting Packet COL, QM, USA
2. Summarized Testimony President, Detainee Review Board

E2S

Kr«m%)& gy o 5»\:-@-; Ny
W EE R
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o o Cai T T e Pt et S ey ey
EECHEY PIrWCE R Hiseie: s % £ m@{}g@*@ %@; B 5
", = | = C
' : f»%%mu & {{hﬁ“ ig = = =
r’ m X \’m g '_‘
m{% &hwwm ’v" Ll - S— 5
éfbi‘?‘isfw‘“' 3 % m::’ j @
R Lo, Dulladan, b I - ,
= ; g N
t,ammmtam@ég of Capture: (SUREL-UEAISAFRAED) Ai:sdu! a%ﬁam 1SN 4191 {"”I,“;Z“;_,ﬁ_wil;iﬁi was f:apiured by CFoen f"‘:‘“’“’%"““““” — VT
[ . | Priorto the start af! | local Bitizens were warned of the ingending miSsion. The city cleared of

women, children, and otgg Afghani citizens, Abdullah Bari-was c@ght trying to hide ID ¢ards on the roof of the mosq@ as he wasrying to evade capture-and

running tawaréé I ~.5. (Sworn Statements.) Abduliah Bari was identified by dther detainees as being asso@ated with Faliban forces that are
engaged in- hostilities a@ inst L} 8. Forces. {(Sworn Stat@ments) ie detainees told the interpreter accompanying the i;] that Bari was a Taliban Fighter,

Internment Criteria: (/A4 Was a partof, or substantially suppoiled, Taliban forces or associated forces that are%ngaged in hostilities against the United
States or its coalition partners, including any person who has committed a belligerent act, or has directly supported hostilities in aid of such enemy armed forces.

SS8E: (U/-e4) Pakistani ID card. } =

o

~—r

Exploitation: (8#4F) Polygraph: No Deception Indicated was the result of a 18 Qetober 2009 polygraph |
o

875100/ WOOLNAD/ NVHOVd

o LN By L(Iq)

%%egortiigg: None

LN

Detainee Sﬁatamem =
& THESHEE

ST & | Claimed that he is not from Shewan Village. He was there to collect morey fram] VZ ' %for chickens that he sold,
= {8 = | Denied being aéahban mergber. =

= N
pd " =

BSCT ﬁ%essment Risk Level @]CO IN: E:;j(!::orﬁfidence E;j (Dated:

BR/OR Summary: See DFIP Progreas Repo?f

) gy 1 (L )(Q)

‘_(
N
)

or 1 {(1Xa)

DR Hearieg 2 June 9010

F oy ARy e }} ;)u;{zw i

Othar %%mﬁwma
Nong

Tadtiban Pighter
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Defainee Review Board Report of Findings and Recommendations - Finat Board Result V.22 Feb 2010

Date of Board Detainge Name -, / Detained ISN L i
MO Y | A e /1y | BXE) (B)()1.4a, (b)(1)1.40 f?jf?“

e iy L L Orada e Dawy S0 L7
STES ! (FINDINGS: By’ prepondtrabee of the informagion preSented, a8a member of ine Detaines Review Hoard (5.&3), i find that:

‘ £ ]
W;i The detainee DOES NOT MEET THE CRITERIA for internment and will be released, Stop here and sigri-at the bottom.

%

OF

w11 detainge listed gbove MEETS CRITER' A FOR INTERNMENT because he is a person who planned, authorized, committed, or aided
the terrorist attacks that oceurred on September 13, 2601, and persons who Barbored those responsible for those attacks; (Contimiie to Step 2) OB
________ _ Thedetainee listed above MEETS CR‘I.T}ZRE,% FOR INTERNMENT because be is & parson who was part of, or substantially supported,
Taliban or al-Qaida forces or associated foroes that are engaged in hostilities against the United States or its coalition partners, including any person
who has cominitted a belligerent act; or has directly sinported hostilities, in aid of such enemy armed forees, (Comvimiie 16 Step 2)

DATION): After taking into account: the
7, and eventual véintegration inte seciety,
optinped interament:

BYER 2 (THREAT ASSESSMENT RECOMMVE
detainee’s potential for rehabilitation, reconciliar
by a preponderance of the information, § find tha

I8 NOT NECESSARY to mitigate ihe thréaf the detainee poses; Go to Step 34)

Parwanil

& B
Lon 1Y

; . )
LR A P DS

that continaed infernment is ot pecessary to mitigate the threat the Detaines poses ,
n light of the findings listed above, ¥ recommend that the detainee be (PICK ONLY 1)

STEP 34: i your Recommendation in STEP 2 i
then make one of the foliowing recommendations;

Released without conditions; or

Transferred to Afghan authorities for their ¢onsideration of criminal prosecution.

Transferred to Afghan authorities for participation in a reconciliation or reintesration DIOSTam.

o

{For non-Afghan and son-11.8, thivd-couniry nationaly Teanslerred o 4 thivd country £
¢criminal prosecution /1 participation in a repondiliation program orrelease. (circle one)

L enmiinked tiernment 5 ietosn
then fiet

SEHOUL O

STEP 4

TP Re Betaines 18 0p

DHEB President (Printed)

PIREB President (Signature)
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Detainee Review Board Report of Findings and Recommendztions v. 5 Feb 2010
Dare of Board Detainge Name L BDetaines 1SN

2 2un) 10 ABDYLLAH _RARE 411

STEP 1 (FINDINGS): By a preponderance of the information presented, as s member of the Detainee Review Board (DRB), § find that:

o The detainee DOES NOT MEET THE CRITSRIA for internment and will be released. Stop hiere and-sign af the bottom,
Gr
. The detatnee listed above MEETS CIRI'}"E}’»’;A FOR INTERNMENT because heisa person who planned; suthorized, commited, or

aided the terrorist attacks that ocecurred o September | 1, 2001, and persons who harbored those responsible for those attacks; (Contimie fo Step 2}
o .

AFORINTERNMENT because he is a person whoe was part of, ot subgtantially supporied,
> enigaged in hostilities against the United Swtes or it conlition parthers; including any person
oported hostilities, in aid of such enemy armed forces. (Continue to Step 2)

— The detainee listed above MEETS CRITRE
Taliban or al-Qaida forees or associated forces thata
who has comunitted a Belligerent act, or has direct!

TEP 2 {THREAT ASSESSMENT RECOMMERDATION) Afterta king inte account the
Getainee’s potential for rehabilitation, reconcitiztion, and eventdal reintepration into sotisty,
by a preponderance of the information, ¥ find that-contnped internment:

IS NOT NECESSARY to mitigate the thrut the detainee poses; (G6 1o Step 34)

——

HR

Expiain the faets presented at the DRE which led'ts veur recommendation/
{Hunditory yegardless of which threal assesswment is modey:

= #5  CULDERCE
~ BErenst EEmERIATELY

STEP 3A: I your Recommendation in STEP 2 12 thai contivued infermment is not fietessary to mitigate the threat the Detainee DOSES |
then make one of the foliowing recommindations: In light of the findings lsted above, I recommend that the detainee bes

Belessed without conditions; or

Transforred to Afghan authorities for their thusideration of griminal prosecution.

Transferred 10 Afghan authorities for participation in a reconciliation or reinteeration program,
(For pon-Afphan and non-11.8, sﬁirdwcnwf%iry nationaly Transférred 0.2 third country for:
crimingd proseoution ¥ participation in a reconciliation program & or release.  (zircls one)

thegatahe Detalpde puvey, sinke

STEP 4: =

i

.

The Detainpe !

(b)(3), (b)(6)
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Detainee Review Hoard Report of Hindings and Recommendations v..5 Feb 20310
 Date of Board Detainee Nape i ., Detainee [SN
3 6 2 ‘. H N PSRNy TR .
; AP (P A 55;521{'&4 ; el b)(})1.4a, (b)(1)iagre o EI1f1pa, (B)(1)1.40

i

STEP 1 (FINDINGS): By a preponderance of the information presented; a5 2 menbher of the Detainee Review Board (DRB), | find that:

}‘ The detainee DOES NOT MEET THE CRI‘Z?iRIA for internment and will be released. Srop heve amd sign at the bottom.

o

The detainee listed above MEETS CRITERIA FOR INTERNMENT because he is a person who planned, anthorized, cormmitted. or
mded the terrorist attacks that ocourred on September’: 1, 2001, and persons who harbored those responsible for those attacks; (Comtinne to Step 2
oR :

Tae detaines listed above MEETS CRIT
Talibaw or si-Qaida forces or associated forces that a
who has committed & belligérent act, or Has directly »

FOR INTERNMENT because he is a pergon who was part of, or substantially supported,
angaged in hostilitics against the United States or H#s coalition partmers, including aiy person
ported hostilities, in aid of such enemy armed forees. (Continue to Step 2)

STEP 2 (THREAT ASSESSMENT RECOMMENDATION): After taking into account the e e
detaines’'s potentis! for rehabilitation; reconcillaticn, snd eventual reintegration into society, %gémgge ‘
by 8 preponderance of the information, I find that continued internment: e

. SSerate
IS NOT NECESSARY to mitigate the threat the detaines poses; (Go to Step 34)

: -
fits r e Plas A Tl CRad
[ { N

[0 i Oings . redeii gmmed 6700

STEP 3A: If your Recommendation in STEP 7 is'that continued internment is not necessary 1o mitigate the threat the Detainee poses ;
then make ene of the following recommendations: In light of the findings listed above, ¥ recommend that the detainee be:

Released without conditions; or

Transferred 1o Afghan authorities for their consideration of criminal prosecution.

Transferred to Afghan authorities for partication Ina reconciliation or reintegration program.

(For non-Afghdr and nos-1.8. thivd-cousiry national): Transterred fo & third country for:
criminal prosecution //  participation in a seconciliation program // or release. {eirele one)

s5ary b0 mitignte the fhreat the Datulnds novis, waks

DRB Member (Printed)

DRE Member Si'gzmwre
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Detainee Review Board Report of Findings and Recommendations

v. § Feb 2010

F&aie of Board | Detainse Name Detnines ISN
L0210 | AV il B L i
Pt Eal A oy ffuf 13 i :@g{; (B)¢1)1.4a, (b)) fA4q? &t §(§§11E1.4a, (bX1)1.4c

STEP 1 (FINDINGS): By a preponderance of t;i:af%n%brmatian presented, as a member of the Detaines Review Board (DRE), ¥ find thats

}i The detainee DOES NOT MEET THE CRITERIA for internment and will be released. Siop here and sign at the bottom,

45 4

The detainee listed above MEETS CRITEES
aided the terrorist attacks that occurred on Septembe
OR

FOR INTERNMENT because he is a person who planned. authorized, committed, or
111, 2001, and persons who harbored those responsible for those atacks; {Continue to Step 2}

e Thedetainee Hated above MEETS C’E{I”FHR;?;% FOR INTERNMENT because hie is a person who was part of, or substantlally suppaortad,
Taliban or al-Qalda forces or associated forces that arg engaged in hostilities against the United States or its coalition partners, cluding any person
who has commiticd a beli{gerent act, or has divectly supporied hostilities, in ald of sueh enemy aimed forces. [Continue 1o Step 2

STEP 2 (THREAT ASSESSMENT RECOMM
detainee’s potentisl for rehabilitation, reconciliati
by a prepoiderance of the information, I find thas

DATIONY After taking info account the
v, and eventual reintegration into seclety,
continned nferament:

il IS NOT NECESSARY fo mitigate the tE}z%M the detainee poses; (o to Step 34)
o8

Explain the facts presented at the DEB whick led 1o veur recommendation/

(M andatory regardless of which threas assessment is made):
Ng SuhaToniial Culdmse o5 any type
o {7ilex : i

Plinse vivgls the o

po

LECA el N

STEP 3A: i vour Recommendation in STEP 2 ig;%ﬁmt_ continued Interpment is not necessary to mitigate the threat the Detainee poses ,
then make one of the following recommindations: - In light of the findings listed above, § recommend that the detalnee be:

-><e Released without conditions; or

Transferred 1o Afghan authorities for their consideration of criminal prosecution.

Transterred to Afghan authorities for participation in a reconciliation or reintegration program.

(For nos-Afshan and non-L.8. third-covstry national}; Transferred 10,8 third country Tor:
critinal prosecution / participation in'a réaonciliation program & or releass. (cirele one)

STEW3B: I »4

s gsake

DRE Member (Printed)

DRB Member Signature
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{0/ /e0u0} Izﬂﬁ@m%mmmha@&&&ﬁ;ﬂ@ﬂﬁhduiiah Bari, entered the
boardroom, took his SE%& in front of the board members, and the
unclassified hearing was called to order at 1347, 2 June 20106.]

{U) Persons Present:

-

(U} COLONEL [ &y 6 l, PRESIDENT OF THE BOARD;

(U) MASOR "““EATEE—Y, MEMBER ONE;

(U} MAJOR | i VRN l, MEMBER TWO;
(U} CAPTAIN | (b)(3), (b)(6) |, DETAINEE REVIEW BOARD

RECORDER THO;

(U} MAJOR [ BERE I, PERSONAL REPRESENTATIVE

FOUR;
(U) MAJOR 1. 0306l | LEGAL REPRESENTATIVE; and

(U) SERGEANT AMBER ARAZI, PARALEGAL.

(U) [The recorder was previocusly sworn.)

R

(U) The detainee was aé?iséd by the president of how this board
was not a criminal trizl and how this board was to determine
whether or not he met the criteria for further internment.

(U} The president also notified the detainee that he may be
present at all open seggions of the board permitting that he
acted appropriately. i£§’4191 was also advised that he could
testify under oath or unsworn if he wished to do so, that he had
g personal representatﬁvé who wasg present at the hearing, that
he may present informaéimn at the hearing including the
testimony oF witnessesé and that he cvan examine documents
pregented to the board§a11 of which the detainee understood.

(U} Further, ISN 4191 was instructed that, at the conclusion of
the board after the 1a§a1 review, the board would determine
whether he met the criﬁeria for further internment at the
Detention Facility in ?arwﬁntf The detainee understood the fact

28
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that if he does notb maét the criteria, he would be released as
soon as possible. Howévexi if he did meet the criteria, then he
would be recommended fér further internment, transferred to
Afghan authorities, or¥ released without conditions.

(1) Captain4®5£ﬁ@)pres%nted the following unclassified
information to the board:

(U//PSBO) ISN 4197, Abdullah Bari was captured during an
operatimn.&esigne@,ia rid the Sherwan Village, Bala Boluk
District of Taliban fighters. Prior to the operation,
women, children and innocent men were told to clear the
area. Abdullah Bari remained. He claimed to be visiting
the area. 4

(U//EQUQ) At the %ime of capture he was seen hiding his
Identification card and discarded his weapon.

(U/ fFreeo) Detaines took a polygraph and no deception was
indicated when asied about invelvement with the Taliban or
attacks on Coalition Forces.

(u//PoTe) The detéiﬁee is assessed to be a Taliban fighter
operating in the Bala Boluk District.

(U//PeU9) He meatg Interment criteria if he was part of, or
subgtantially %up%mrtad_?aliban forces or associated forces
that were engaged in hostiles against the United States or
is coalition partéersﬁ including any person who hag
committed a belli&araﬁt act, or has directly supported
hogtilities, in ald of such enemy armed forces.

{11} The detainee, ISN fi%l, made the following statements to the
boaxrd:

(U//FeB0) I appregiate this opportunity. I always welcome
Coalition Ferces,gaﬁé am always glad to see them. I came
£o the village tafvisiti (b)(6) | who owed me money, but
he was not there. I met with his brother instead. I am
not with the Tali%an, because mogt of my relatives are
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working with the @overnmént. There is no reason for me to

A
2 be with the Taliban.
3
4 (U/ f=ouey T redoeiive and know that the Coalition Forces
5 help and do a lot for the country and for the people. I
& expect that they ”1 .l continue to help. I promise help the
7 Coalition Forces. I will not take even one step against
8 the Americans or »oailtlmn Forces., I know what the
9 Americans are domqg for this country.
10 . ;
11 (C//FOtQ) I an waéxiad about my children: therefore, I
12 would like to askito be released. I want to leave here and
i3 take care of my c@iiéxem and my family. If there is any
14 proof that I deserve punishment, I will take any
15 punishment. I w&ﬁld like to help the American people.
16 While I was deﬁai@ed here, the treatment has been good.
7 L
18 (U//PeBO) The Coaiiﬁién»ﬁaxces showed me a card and asked
19 if it belonged to me, but it wasni’t mine. It was a
20 Pakistani ID. Eiéyou look at the picture you will gee
21 right away that i% ig not me.
22 3
23 {l‘z:?)' DETAINEE TESTIMONY
24
25 (U//FP6%0} Abdullah Barzz;) .42 ) 209U hy(1wae called for the
26 board and testified, in» substance, as follows:
27
28 () DIRECT BXAMTNATION
9

30 {1 Ca@taimﬁmq4m@jaske§, in substance, the following gquestions:
31
17 (0//FOUO) I live in Laman village, CGhulistan district,

33 Farah province. j%t igs about two to three hour walking

34 distance from theve to Shérwan. The day I was detained I
35 walked te Kurah, ;xomﬁﬁhere I took a bus to see Abu Khalig
36 [Name] so that I éwuid collect my money. SO I stayed with
37 his brother. It was dinner time when the Coalition Forces
38 came and I was camtuxed I didn't have a weapon with me.
39 T did hear the wa*nmng that Coalition Forces were coming,
49 but they had nath?ng to do with me.

41 :
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;m,, T RECTOUSATISARRATD
(U//Fo¥S} I handed my personal identification card to the
forces. I have gone by abdul Bari. In the country they
call me Abdullah Bari.

(U} CROSS-EXAMINATION

(U) Major EEHE asked. in substance, the following questions:

(U/ /FeB80b)e). o)(1)14a, ()1 l4owned me 800" Afgani, for 8 chickens.
I was captured in the late evening arocund nine or ten
o’clock, | — | said not to run from the area.
There was some yelling and shouting, and he couldn’t tell
exactly what th&y%were saying. When I wags captured I was
Waiking toward th% Az GyTiic—1. T had been in the
village foxr aromné,three.hour& before I was captured,

(u//veTe) I dom’téknew anyone else in that village and they
don’t know me. .

(UJ) Personal R8§resentéﬁive provided the board with petitions
for release written on detainees’ behalf.

(U) EXAMINATION BY THE BOARD
(U} Mexber 1 asked, in%suﬁ%téﬁﬁe, the following questions:
(U//FeB0) T do maﬁy things. I take care of my land, I grow
corn and sometimes I go to town and buy and sell chickens.
I own about 5 acrazs of land.

(U} Menmber 2 asked, infsubstaﬂa&, the following guestions:

(U/ /POT0) I was bérn in my village, and I have never lived
in Pakistan. ?

{U) The recorder did oéfer unclassified exhibits.
(U} The personal repreéentative did offer unclassified exhibits.
(G) The recordey had n@ further unclagsified information to

offer the board and, per the recorders request, the president

e
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granted a cloged nearlﬂg at the culmination of the unclassified
hearing. '

{U) The president annaunced the conclusion of the unclassified
hearing. '

(U) The president of ﬁ%e board instructed the detainee that he
would be notified of t%a board’s decision within a couple of
weeks and that he would be released if the decision is made that
further intermment would not be reguired. However, 1f the board
decided that further 1ﬁtevnmeﬁt 48 required, he would be
retained at the Detent: Lon Fac1;1ty in Parwan, trangferred to
Afghar authorities forgpartlc1patlon in a reconciliation
program, or released tgansferxed to his national country for
participation in a rat@nciliatimn program. Fuarthermore, if
continued internment wésjracommendéﬁ, then an additional
Detainee Review Bcar&'%suld be reconvened in 6 months.

(U) The detaines made éhe following statement:

(U//FOBO) I have éeen‘here three wmonths, I have done
nothing wrong against the government.

(U} [The unclassified hLearing adijourned at 1417, 2 June 2010.]
(U) [The detainee with&rew from the boardroom.]

(0} [The classified hesr%ng was called to oxder at 1417, 2 June
2010.1 ; e

() Captain G O

a

j)prﬁaénted,ﬁha following information to the

: = ) This detainee was detained
during | (b)(1)1.4a, (b)(1)1.4c | There is no reporting in
this case. So there isn't much informaticn. He was
detained on gite.§ He was gssessed as a tdarget Abdul Bari,
who lived in the *l&lage My research shows that he is not
the target Abdul Zari. He doesn’t match the description of
the Abdul Bari. They are still receiving reporting on that
target. So, it dﬁesn’t appear that this detainee ig that

— |

bbb PTG
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target. He did g va some information about Opium during
his polygraph. H@ passed a polygraph. They said he was
trying to hide an ID. There are some sworn statements from
people 1dant1fying him as a Taliban fighter. There were
several people in a group and some gave statement that they
over heaxrd someonu saying they caught a Taliban fighter.

(U} Hajor BEmE presegteé the following information to the
board:

H (b)Y N.Aa, (b)(1)1.4c

(b)(1)1.4a, (b)(1)1.4c

(U) The recorder did Gifﬁr clagsified exhibits.

(U) The personal repreﬁsntatlve did not offer classified
exhibits. :

(U} The president and %ambeZS‘@f the board voted on I8N 4191,
The votes were then CQzLﬁQt@d and handed to the legal
representative. ;

(U} [The classified seésion adjourned at 1423, 2 June 2010.]

(U) [The detainee review board adjourned at 1423, 2 June 2010.]

[END OF PAGE]
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SUBJECT: Status recommendation for IS} 4191 to be released from the | DATE: 7 June 2010
Detention Facility In Parwan (DFIP). | AR 7 une

PROBLEM OR REASON FOR ACTION: To obtam DC JTF 435 appmvai or disapproval to change or validate the
status of ISN'4191 to be released without conditions from the DFIP,

4

ACTION CFFICER NAME/SECTION/PHONE NUMBER: Office Primarily Responsible (OPR): JTF 435 Dir Legal
CAPT_(BIE)1 h‘““%‘ Director Legal Operations Ofiice Supporting Response (OSR):
DSN____ (b)) 4 '
COORDINATION
T} ACTHON SIGNATURE SRORNASE, (RADE AND DATE TG BUTION BHNATURE (SURNAME], GRADE ARD DATE

. . Review/ DCITE .

« 11 DRB President . - & ,, Big
oo | Sien B)E), O)F) S 435 O
£33}, L(6)

2| DRB Recordet | Review et ba Jo 7

4 DRB Legal Review/ Ay ] o
Advisor Sign {b)(3), (b)(B)
JTF 435 ;

‘51 Director Legal Review 10
Operations i

ok

ﬁ/ﬁw&/ﬁﬁyﬁjfwfg“ D,

iy

UNCLASSIFIED W;%%EN SEPARATED FROM ATTACHMENTS

SCIS TRACKING F
KUMBER

I
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Frank C. Rothrock, State Bar No. 54452
Darolyn Y. Hamada, State Bar No. 192334
SHOOK, HARDY & BACON L.L.P.
Jamboree Center

5 Park Plaza, Suite 1600

Irvine, CA 92614-2546

Telephone: (949) 475-1500

Facsimile:  (949) 475-0016

Email: frothrock@shb.com

Email: dhamada@shb.com

James K. Vines (admitted pro hac vice)
Simeon M. Schopf (admitted pro hac-vice)
KING & SPALDING

1700 Pennsylvania Ave., NW, Suite 200
Washington, DC 20006-4706

Telephone: (202) 737-0500

Facsimile: (202) 626-3737

Email: jvines@kslaw.com

Email: sschopf@kslaw.com

Attorneys for Intervenor-Defendant
Guidant Corporation

UNITED STATES DISTRICT COURT

SAN FRANCISCO DIVISION
HERSH & HERSH, ) CASENO.: C06-4234 PJH
)
Plaintiff, )  JOINT MOTION FOR SUMMARY
)  JUDGMENT BY DEFENDANTS
V. )  DEPARTMENT OF HEALTH AND
)  HUMAN SERVICES AND
UNITED STATES DEPARTMENT OF ) INTERVENOR GUIDANT
HEALTH AND HUMAN SERVICES, etal., ) CORPORATION
' )
Defendant, )  Date: December 19, 2007
) Time: 9:00 a.m.
and ) Judge: Hon. Phyllis J. Hamilton
)
GUIDANT CORPORATION, )  Courtroom #3, 17® Floor
~ )
Intervenor. )
)

NORTHERN DISTRICT OF CALIFORNIA

Scott N. Schools (SCBN 9990)
United States Attorney

Joann M. Swanson (CSBN 88143)
Chief, Civil Division

Sara Winslow (DCBN 457643)
Assistant United States Attorney
450 Golden Gate Ave., Box 36055
San Francisco, CA 94102
Telephone: (415) 436-6925
Facsimile: (415) 436-6748

Email: sara.winslow @usdoj.gov

Attorneys for Defendant HHS

JOINT MOTION FOR SUMMARY JUDGMENT BY
DEFENDANTS
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N OTICE OF MOTION AND MOTION FOR SUMMARY JUDGMENT
NOTICE IS HEREBY GIVEN that, on December 19, 2007 at 9:00 a.m., or as soon

thereafter as the matter may be heard before the Honorable Phyllis J. Hamilton of the United
States District Court for the Northern District of California, Courtroom 3, 17% Floor, 450
Golden Gate Avenue, San Francisco, CA, Defendants U.S. Department of Health and Human
Services (“HHS”) and Guidant Corporation (“Guidant™) will, and hereby do, move the Court
for an order granting summary judgment to Defendants.

Defendants move for summary judgment in this action because HHS performed a
thorough search for records responsive to Plaintiff’s request under the Freedom of Information
Act, 5 US.C. § 552 (2007) (“FOIA”), and has produced a thorough Vaughn Index (see Vaughn
v. Rosen, 484 F.2d 820 (D.C. Cir. 1973)) in support of the Agency’s proper withholding and
redaction of documents exempt from disclosure under FOIA, pursuant to exemptions b(4) and
b(6). Defendants’ Motion for Summary Judgment is based on this Notice of Motion and
Motion; the Memorandum of Points and Authorities; the accompanying declarations of Robert
Eckert, Darolyn Hamada, Sara Winslow, and Michele Chin-Purcell; all pleadings and papers
filed herein; and such additional evidence and oral argument that the Court may consider and

other matters properly before the Court.

RELIEF REQUESTED

Defendants seck summary judgment in their favor. Defendants further request that the
Court order Plaintiff to return the entire first production of documents, which the Agency
provided on March 31, 2006 and February 27, 2006, respectively, and which mistakenly
contained documents exempt from disclosure under FOIA.
STATEMENT OF ISSUES

1. Whether Defendants are entitled to summary judgment; specifically, whether
HHS performed an adequate search for documents responsive to Plaintiff’s FOIA request, and
Whefher the Vaughn Index is adequate to support HHS’s withhélding' and redaction of
documents pursuant to FOIA exemptions b(4) and b(6).

-1- JOINT MOTION FOR SUMMARY JUDGMENT BY

DEFENDANTS
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2. Whether Plaintiff should be ordered to return the first production of documents,
which mistakenly contained documents exempt from disclosure under FOIA.
MEMORANDUM OF POINTS AND AUTHORITIES
INTRODUCTION

When considering a motion for summary judgment in a FOIA matter, federal district
courts give considerable deference to the declarations of the federa] officers who processed the
underlying FOIA request. As long és the declarations adequately describe the agency’s efforts
to identify responsive records, and the Vaughn Index sufficiently details the proper bases for
withholding or redacting otherwise responsive records, summary judgment in the
Government’s favor is warranted. See generally Oglesby v. United State& Dep’t of Army, 920
F.2d 57, 68 (D.C. Cir. 1990); King v. Dept. of Justice, 830 F.2d 210, 218-19 (D.C. Cir. 1987).

The documents at issue here are those of Guidant Corporation and its subsidiaries
(collectively referred to for ease of reference as “Guidant”). Guidant’s subsidiaries
manufacture, research, develop and market advanced medical device technologies to assist
patients with a variety of serious and often life-threatening diseases. Guidant and its
subsidiaries operate in a highly regulated and fiercely competitive business environment;
effective regulatory compliance is a key componént to commercial success and competitiveness
in the industry. As such, Guidant and its subsidiaries invest considerable resources to
understand and meet the complex regulatory requirements applicable to these operations.

To this end, Guidant and its subsid%aries employ many individuals, including outside
counsel and regulatory consultants, to ensure that the Company complies with applicable legal
and regulatory requirements. Guidant and its subsidiaries expend substantial resources to
develop detailed policies and procedures relating to compliance, compliance training, and
internal monitoring and auditing practices and procedures. Given the competitive market in
which they operate, as well as the significant ramifications for regulatory noncompliance,
Guidant and its subsidiaries consider the materials related to its compliance program and the
efficient operation of the Company to be highly proprietary and confidential commercial
information. Public disclosure of this information would greatly advantage competitors, who

-2 JOINT MOTION FOR SUMMARY JUDGMENT BY

DEFENDANTS
CASENO. C06-4234 PJH
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could simply appropriate Guidant’s materials and avoid the cost and effort of developing their
own compliance materials. This would cause significant competitive harm. Consequently,
Guidant goes to great lengths to preserve the confidentiality of all materials relating to these
policies and procedures.

In addition to Guidant’s confidential commercial information, a relatively small number
of the documents at issue here contain the personal identification information of certain
Guidant employees and/or consultants. This information is not publicly available, and is not
disclosed outside of the Company. Both categories of documents are exempt from public
disdosure under FOIA.

In response to Plaintiff’s FOIA request, HHS performed a diligent search for responsive

records, as detailed in the accompanying Declaration of Robert Eckert. HHS properly withheld

|| or redacted documents containing Guidant’s confidential commercial information and personal

private information, pursuant to FOIA exemptions b(4) and b(6), respectively. HHS has also

provided a thorough Vaughn Index, documenting its rationale for every record Withheld or

redacted, as described in the accompanying Declaration of Michele Chin-Purcell. For these
reasons, HHS and Guidant are entitled to summary judgment. _
FACTUAL BACKGROUND

On September 19, 2005, Hersh & Hersh submitted a Freedom of Information Act

(“FOIA”) request to the United States Department of Health and Human Services (“HHS”).

Hersh & Hersh’s request sought certain documents submitted to HHS by Guidant and its

former subsidiary Endovascular Technologies, Inc. (“EVT”)‘ attendant to a Corporate Integrity

Agreement (“CIA”) between HHS and EVT. The request, attached as Exhibit 1 to the

accompanying Declaration of Robert Eckert (“Eckert Decl.”), sought the following documents:

. Any and all Implementation Reports submitted by Endovascular Technologies,

Inc. (“EVT”), a wholly owned subsidiary of Guidant Corporation (“Guidant”),

. and/or Guidant pursuant to the Corporate Integrity Agreement (“CIA”) between

the OIG and EVT entered on June 30, 2003 as part of the plea and settlement
agreement in the Ancure Endograft System case; and

. Any and all Annual Reports submitted by EVT and/or Guidant to the OIG
pursuant to the CIA; and
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. Any and all Data Monitoring Committee (“DMC”) Review Reports subrmtted to
the OIG pursuant to the CIA; and

. Any and all Independent Review Organization (“IRO”) Reports submitted to the
OIG pursuant to the CIA, including any and all Medical Device Reporting
(“MDR”) Review Reports.
(Eckert Decl. Ex. 1; See also Compl. for Injunctive Relief (Dkt No. 1) {7.)

On March 31, 2006, HHS responded to the request by releasing to Hersh & Hersh 859
pages of responsive documents, and withholding other documents or portions of documents as
exempt from disclosure under FOIA exemptions b(4) and b(6). (Eckert Decl., Ex. 3.) The
response expressly notified Hersh & Hersh that “[i]f you have reason to believe that any denied
infofmation should not be exempt frofn disclosure, you may appeal . . . to the Deputy Assistant
Secretary for Public Affairs (Media), U.S. Department of Health and Human Services.” (Id. at
1-2.)

Instead of initiating an administrative appeal as FOIA requires, and as unambiguously
directed by HHS, Hersh & Hersh filed this lawsuit on July 7, 2006.

On February 27, 2007, HHS pfovided a second response to Hersh & Hersh’s FOIA
request, enclosing 439 additional pages. (Eckert Decl., Ex. 4.) This second response explained
that, based on FOIA exemptions (b)(4) and (b)(6), HHS withheld documents including
“policies and procedural guidelines, training andrprocedural codes; audit dates; employees”
names, email messages, home and work addresses and telephone numbers; and home telephone
numbers of an employee’s referénce.” (Id. at1.) |

On March 14, 2007, Guidant moved to intervene as a defendant. Guidant’s motion to
intervene was accompanied by a proposed motion to dismiss fhe case on the grounds that
Hersh & Hersh failed to exhaust administrative remedies. (Dkt. No. 15.)

On March 23, 2007, Hersh & Hersh commenced an administrative appeal of HHS’s
replies to its FOIA request.

On March 29, 2007, this Court held a case management conference during which Hersh
& Hersh and HHS agreed to stipulate to Guidant’s intervention. As a result, the Court ordered
Guidant to formally file its motion to dismiss. (Dkt. No. 24.) Guidant’s motion to dismiss was
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formally filed on April 4, 2007. (Dkt. No. 29.) The Court denied Guidant’s motion on May 11,
2007, reasoning that plaintiff had cured any procedural deficiencies by appealing HHS’ second
response. (Dkt. No. 42.)

On May 17, 2007, Hersh & Hersh propounded discovery requests on HHS and Guidant,
seeking the very documents at issue in this case. The discovery requests also sought production
of a Vaughn Index, though the Court had expressly stated that the Vaughn Indexl should
accompany defendants’ summary judgment motion. (See Winslow Decl. in Support of HHS’
Mot. for Relief from Premature Disc., filed June 20, 2007 (Dkt. No. 56).) HHS and Guidant
objected to the discovery requests as premature and inappropriate, and on June 20, 2007, HHS
filed a motion seeking relief from the discovery. (Dkt. No. 55.) Between July 3, 2007 and July
20, 2007, Hersh & Hersh filed three separate motions seeking production of the documents
withheld by HHS as subject to FOIA exemption as well as production of the Vaughn Index:
(1) July 3, 2007 Motion to Compel Discovery Responses (Dkt. No. 65, withdrawn on July 6,
2007); (2) July 18, 2007 Motion for an Order Requiring Complete Response to Plaintiff’s
Request and a Vaughn Index (Dkt. No. 80); and (3) July 20, 2007, Motion to Compel
Responses to Discovery requests and for a Vaughn Index (Dkt. No. 84).

Plaintiff atfached as exhibits to its ‘motions,‘ several Guidant documents that were
exempt from FOIA but had been inadvertently produced by HHS. From the face of these
documents, Hersh & Hersh had reason to know that they had been inadvertently produced.
(See, e.g., Haggas Decl. in Supp. of PI’s Mot. to Compel, filed July 20, 2007 (Dkt. No. 86),
Exhibits G-M.) _

For instance, Exhibits G and H to the July 20, 2007 Haggas Declaration are copies of

the same Guidant document. However, as produced, Exhibit G’s pages are bates numbered and

portions of text are redacted, while Exhibit H has no bates numbers and no redactions. In this
circumstance, a reasonable person would have to conclude that, at the very least, Exhibit H was
inadvertently produced. Hersh & Hersh had an ethical duty from the moment it reviewed these

documents, to notify defendants of this inadvertent production. See, e.g., State Compensation
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Ins. Fund v. WPS, Inc., 70 Cal. App. 4th 644, 656-57 (1999). Hersh and Hersh not only failed
to do so, but purposefully submitted the documents into the public record.

Because of the Court’s prior admonishment against additional motion practice, Guidant
and HHS sought to resolve this issue extra-judicially. HHS and Guidant wrote to Hersh &
Hersh requesting that the inadvertent production be returned and that Hersh & Hersh stipulate
to sealing the exhibits already filed in the record. (See accompanying Declaration. of Darolyn
Hamada (“Hamada Decl.”), Ex. 1 (July 24, 2007 Letter from Darolyn Hamada to Hersh &
Hersh); Eckert Decl., Ex. 5 (July 30, 2007 Letter from Robert Eckert to Jeanette Haggas); and
Hamada Decl., Ex. 2 (August 8, 2007 Letter from Darolyn Hamada to Hersh & Hersh).) On
August 8, 2007, Hersh & Hersh respénded by expressly refusing to return the inadvertently
produced documents, citing a wholly unrelated Supreme Court opinion:

You have probably read New York Times Co. v. U.S. (also known as the Pentagon

Papers case). There, the Supreme Court permitted the New York Times’ publication of

a leaked report on the internal planning and policy decisions within the U.S.

government regarding the Vietnam War. Not even concerns of national security

stopped the public dissemination of that report.
(Eckert Decl., Ex. 6, at 1.)

In its letter, Hersh & Hersh also argued, notwithstanding HHS’ representation to the
contrary, that the production was actually intentional:

Instead, we believe that HHS’ production was intentional. Several documents are -

redacted, but are also followed by unredacted copies, which indicates HHS mistakenly

withheld portions of information and meant to produce the entire document.
(1d) | |

On July 26, 2007, the Court granted Guidant’s Motion to Remand the matter to HHS for
processing of Plaintiff’s administrative appeal. (Dkt. No. 90.) Because of Hersh & Hersh’s
refusal to cooperate in the wake of HHS’s inadvertent production, HHS did not have an
accurate record of what it had produced to Hersh & Hersh in the first instance, and thus could
not properly process the appeal. Accordingly, HHS requested that Hersh & Hersh return the
entire production. (See Eckert Decl. 23 and Ex. 5 (July 30, 2007 Letter from Robert Eckert to

Jeanette Haggas); accompanying Decl. of Sara Winslow (“Winslow Declaration”), Ex. 1
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(August 15, 2007 letter from Sara Winslow to Jeanette Haggas).) Once again, Plaintiff did not

cooperate.

Asa result, HHS was forced to re-process the entire FOIA request and to provide a
revised release:

As noted in our July 30, 2007, letter, we learned after reviewing the attachments to your

July 18, 2007, declaration that Guidant Corporation’s documents were inadvertently

released to Hersh and Hersh. In response to your appeal and as a result of this
discovery, we are providing a revised release of the Guidant Corporation’s records.

(Eckert Decl. Ex. 7 (August 23, 2007 letter from Christina Pearson to Jeanette Haggas).) In the

administrative appeal, HHS re-reviewed approximately 4,563 pages of responsive Guidant

records, released approximately 791 pages to Hersh & Hersh, withheld 3,772 pages in their
entirety, and redacted portions of approximately 412 pages under exemption b(4), as well as
portions of 18 pages under exemption b(6). (/d. at 1.) HHS’ response clarified that “[t]his new
release of pages replaces the pages previously provided to you on March 31, 2006, and
February 27, 2007.” (Id. at 2.) Finally, HHS implored Hersh & Hersh to “return all of the
Guidant Corporation’s records which were previously sent to you.” (Id.)

Guidant sent a third letter to Hersh & Hersh on October 10, 2007, in advance of filing
the instant motion, to again request that Hersh & Hersh return the inadvertently produced
documents. (Hamada Decl., Ex. 3 (October 10, 2007 letter from Darolyn Hamada to Nancy
Hersh, et al.).) Guidant and HHS have sent six letters informing Hersh & Hersh of the

inadvertent production, and seeking its return. To date, Hersh & Hersh has not returned the

|| initial production nor any of the identified inadvertently produced documents.

Consistent with FOIA’s requirements, HHS submits herewith a Vaughn Index, detailing
document-by-document the basis for withholding and redacting certain records otherwise
responsive to Plaintiff’s request. The Vaughn Index is attached as Exhibit 8 to the Eckert
Declaration. Accordingly, Guidant and HHS jointly bring the present Motion for Summary

Judgment.
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DISCUSSION

I. Legal Standard for Considering a Mofion for Summary Judgment in FOIA

Proceedings

"Summary judgment is the procedural vehicle by which nearly all FOIA cases are
resolved.” Nat'l Res. Def. Council v. Dep't of Def., 388 F. Supp. 2d 1086, 1094 (C.D. Cal.
2005) (quoting Mace v. EEOC, 37 F. Supp. 2d 1144, 1146 (E.D. Miss. 1999)). However, the
well-known standard for summary judgment is not employed in FOIA cases as the underlying
facts are rarely in dispute. Minier v. CIA, 88 F.3d 796, 800 (9th Cir. 1996). Rather, “[t]he real
question before the Court...is the adequacy of the Vaughn Ind[ex]...and whether [it]b support[s]
withholding information under one of the FOIA exemptions.” Heeney v. FDA, 1999 U.S. Dist.
LEXIS 23365, *13 n.7 (C.D. Cal., Mar. 11, 1999) (copy attached hereto as Exhibit 1). Because
the plaintiff in a FOIA action will not have access to the underlying documents, district courts
will frequently “rule on summary judgment in FOIA cases solely on the basis of government
affidavits describing the documents sought.” Lion Raisins, Inc. v. US Dep’t of Agric., 354
F.3d 1072, 1082 (9th Cir. 2004).

As demonstrated below, HHS conducted a thorough séarch for records potentially
responsive to Plaintiff’s FOIA request. —The Agency carefully processed Plaintiff’s
administrative appeal, and compiled a fulsome Vaughn Index, detailing its proper application
of FOIA exemptions b(4) and b(6). Thus, the Court should grant this joint Motion for
Summary Judgment, by upholding the Government’s pfoper withholding and redaction of
records exempt from disclosure under FOIA. Further, the Court should order Hersh & Hersh to
return the documents that were produced inadvertently.

II. HHS Performed a Thorough and Adequate Search For Responsive Documents

In support of its Motion for Summary Judgment, the agency must establish that it has
conducted a search reasonably calculated to uncover all responsive records. See Oglesby, 920
F.2d at 68. The issue is not whether any other potentially responsive records might exist, but
rather whether the search for responsive records was reasonable. Citizens Comm’n on Human

Rights v. FDA, 45 F.3d 1325, 1328 (9th Cir. 1995). The agency can establish the
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reasonableness of its search via an affidavit detailing the scope and nature of the search.
Zemansky v. EPA, 767 F.2d 569, 573 (9th Cir. 1985). Agency afﬁdavits are given a
presumption of good faith that withstands speculative claims about the existence of other
documents. Chamberlain v. United States Dep’t of Justice, 957 F. Supp. 292, 294 (D.D.C.
1997). In the absence of countervailing evidence, or apparent inconsistency of proof, summary
judgment in the Government’s favor on this point is appropriate. See Perry v. Block, 684 F.2d
121, 127 (D.C. Cir. 1982).

In the instant matter, HHS met its burden to perform an adequate search for responsive
records. Based on the records sought by Hersh & Hersh, Plaintiff’s FOIA request was
forwarded from the Office of Inspector General (“OIG”) to the Office of Cpunsel to the
Inspector General (OCIG). The OCIG is the only office likely to contain the records in
question. (Eckert Decl. at [ 12.)

The OCIG FOIA liaison reviewed the Agency’s CIA database and identified one
Implementation Report, two Annual Reports (2004 and 2005) and multiple Independent
Review Organization (“IRO”) Reports responsive to Plaintiff’s request. (Eckert Decl. at ] 13.)
As part of the search for responsive records, the FOIA liaison confirmed with the attorney
monitoring the CIA on behalf of the Agency that no Data Monitoring Committee (“DMC”)
Review Reports had been submitted, and were not required, given that neither EVT nor
Guidant manufactured the Ancure device or any “next generation device” since 2003. Id.

The FOIA liaison then searched the OCIG’s “Compliance File Room,” the location
where OCIG maintains many of its active compliance case files, and located all three Reports
respbnsive to the underlying request. Id. The liaison also contacted the attorney monitoring
the CIA, and confirmed that she did not possess any responsive records in her office. Id. Thus,
all locations reasonably likely to contain responsive records were searched, and all responsive
records were forwarded to the HHS FOIA office for review, redaction and release to Hersh &
Hersh. Id.

Because the records at issue were submitted by Guidant Corporation and HHS

reasonably believed that Guidant’s information could be considered exempt under exemption
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b(4), the HHS FOIA office consulted with Guidant regarding release of the records. This

consultation, which is known as “predisclosure notification,” was required by both Executive

Order 12,600 and the HHS FOIA regulation at 45 C.F.R. § 5.65(d). (See Eckert Decl. ] 15.)
Prior to releasing the responsive records to Hersh & Hersh, each document was

reviewed by Robert Eckert, the HHS FOIA officer. (Eckert Decl.  21.) Mr. Eckert verified

-that all reasonably segregable non-exempt information was to be provided to the plaintiff, and

that documents withheld in their entirety contained no reasonably segregable non-exempt

portions. (Id.)

III. HHS Properly Withheld and Redacted Records Containing Confidential
Commercial or Financial Information Pursuant to FOIA Exemption b(4)

FOIA exemption b(4) protects “trade secrets and commercial or financial information
obtained from a person [that is] privileged or confidential.” 5 U.S.C. § 552(b)(4). The
exemption encourages individuals and corporations to voluntarily furnish useful commercial or
financial information to the Government, and it provides assurances to the submitter that the
Government will protect his/her commercial interest in the information submitted. See Sterling
Drug v. FTC, 450 F.2d 698, 709 (D.C. Cir. 1971) (citing FOIA legislative histdry). The
exemption covers (1) trade secrefs; and (2) information which is commercial or financial,
obtained from a person, and privileged or confidential. See GC Micro Corp. v. Defense
Logistics Agency, 33 F.3d 1109, 1112 (9th Cir. 1994); 45 C.F.R. § 5.65 (2007) (HHS regulation
explaining exemption b(4)).

Records are commercial so long as the: submitter has a “commercial interest” in them.

Public Citizen Health Research Group v. FDA, 704 F.2d 1280, 1290 (D.C. Cir. 1983). A

“commercial interest” is generally found when the records in question relate to business or

trade. See Public Citizen Health Research Group, 704 F.2d at 1290; Allnet Communications
Servs., Inc. v. FCC, 800 F. Supp. 984, 988 (D.D.C. 1992). Information is obtained “from a
person” when the source is an individual or non-Governmental entity. See Starkey v. U.S.

DOL, 238 F. Supp. 2d 1188, 1195 (S.D.C.A. 2002).
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The information must also be confidential in nature. To determine whether
information is confidential, the Ninth Circuit applies the balancing test described in National
Parks & Conservation Ass’n v. Morton, 498 F.2d 765 (D.C. Cir. 1974) (subsequent history
omitted). In that case, the D.C. Circuit found that information is confidential if disclosure
would either impair the Government’s ability to obtain necessary information in the future, or
cause substantial harm to the competitive position of the person from whom the information
was obtained. See GC Micro Corp., 33 F.3d at 1112-13 (quoting National Parks, 498 F.2d at
770). Disclosure will be found to impair the Government’s ability to obtain necessary

information in the future in cases “where the Government has obligated itself in good faith not

to disclose documents or information which it receives...” See National Parks, 498 F.2d at
768 (quoting legislative history). As to the second National Parks factor, evidence of actual
competition and a likelihood of substantial competitive injury constitute “substantial harm” to
the submitter’s competitive position. See GC Micro Corp., 33 F.3d at 1113.

Although only one of the National Parks factors is necessary to establish the existence
of “confidential information,” both are implicated here. First, Hersh & Hersh is seeking
documents attendant to an agreement negotiated between Guidant, EVT (a Guidant
subsidiary) and HHS. Guidant entered into the agreement with the understanding that the
Government would preserve the confidentiality of its information. (Chin-Purcell Decl. q16.)
It is axiomatic that if HHS were to produce Guidant’s confidential commercial information in
response to a FOIA request, Guidant and other entities would be far less likely to negotiate
similar agreements in the future. Second, public disclosure of the withheld and redacted
records identified in the Vaughn Index would cause substantial and irreparable competitive
harm to Guidant. |

A. Reports Submitted to HHS Pursuant to the CIA

Hersh & Hersh’s FOIA request seeks documents submitted by Guidant and EVT to
HHS pursuant to lthe CIA, namely Guidant’s Implementation Report, Annual Reports, and
Independent Review Organization (“IRO”) Reports. The CIA was part of a settlement

agreement between EVT and the United States relating to EVT’s ANCURE Endograft System
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for the treatment of abdominal aortic aneurysms. A copy of the CIA is attached as Exhibit 1
to the Declaration of Michele Chin-Purcell. The CIA required EVT to implement, update
and/or review its policies and procedures relating to compliance with relevant federal
regulations, and to make regular status reports to HHS’s Office of the Inspector General
(“OIG”). (Chin-Purcell Decl. { 4.) Guidant was not a party to the underlying settlement, but,
as EVT’s parent, agreed to enter into certain of the CIA’s provisions. (Id.)

The Implementation Report was required by the CIA to summarize Guidant’s and
EVT’s efforts to implement the requirements imposed by the CIA. (Chin-Purcell Decl.  14.)
‘The Implementation Report was to include, among other things, information about the
companies’ Compliance Officer and Compliance Committee; copies of all relevant
compliance policies, procedures and training materials; and the identity of the IRO selected to
audit the companies’ compliance programs. (Id.)

The Annual Reports are required by the CIA for the purpose of providing the status of
the companies’ compliance activities. These reports must contain information about the
Compliance Officer and Committee; summaries of any changes to company compliance
policies and procedures ‘with copies of all such procedures; copies of all materials used to
conduct the employee training required by the CIA; all IRO reports along with any responses
or corrective action plans relating to issues raised by the IRO; summaries of “reportable
events” and disclosures; and summaries of relevant government investigations or other legal
proceédings. .(Chin-Purcell Decl. { 15.)

When Guidant submitted these reports to OIG, it expressly stated that the documents
produced were confidential and subject to FOIA exemption:

Guidant considers information in this report and the attachments that are not otherwise

public, to be confidential commercial information under applicable FOIA rules.

Please contact Guidant prior to the release of any information submitted by Guidant or

EVT pursuant to any FOIA or similar request.

(Chin-Purcell Decl.  16.) As detailed below, the Implementation Report and Annual
Reports sought by Hersh & Hersh contain highly confidential commercial information
relating to, among other things, (1) Guidant’s policies and procedures; (2) training materials;
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(3) IRO reports and related information; (4) reportable events; and (5) disclosure logs. (Chin-
Purcell Decl at  17.)

B. Guidant Policies and Procedures’

The Implementation Report and Annual Reports are comprised in large part of
Guidant’s new ér updated corporate procedures and policies. Many of these procedures relate
directly to compliance with regulétory requirements or with the CIA itself. Examples of such
procedures include:

e Medical Device Reporting Criteria;

e Return Goods Criteria;

¢ Complaint Processing Procedures; and

e Complaint Handling Procedures.

(Chin-Purcell Decl. { 18.)
Other documents subject to Plaintiff’s FOIA request contain Guidant procedures
relating to product manufacturing. These include:

e CRM Production Process Validation;

¢ Handling of Non-Conforming Material or Product;

e Process Validation; and

e Design Controls.
(Chin-Purcell Decl. | 19.)

Finally, certain procedures withheld from production relate to Guidant’s Corrective
and Preventive Action (CAPA) program, and include procedures for:
¢ Supplier Evaluation and Corrective Action;

e Production and Process Control;

' The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent Guidant’s Processes and Procedures: 2, 5 - 12, 16 - 17,23 - 54, 69 - 91, 94 - 95, 103
- 144,148 - 168, 170 - 181, 186 - 215, 226 — 241.
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e Post Market Surveillance;

e Product Risk Managefnent;

e Design Controls; and

e Design Validation.
(Chin-Purcell Decl. ] 20.)

The procedures listed above relate directly to compliance with the CIA or other
regulatory requirements. For example, a majority of the procedures referenced delineate

Guidant's process for complying with current Good Manufacturing Practice requirements set

=T -C I - Y. T O FC O

forth in FDA's Quality System regulations (21 C.F.R. § 820) and with Medical Device
Reporting ("MDR") requirements (21 C.F.R § 803). (Chin-Purcell Decl. ] 21.) The Quality
System regulations require that domestic or foreign manufacturers have a quality system for
the design, manufacture, packaging, labeling, storage, installation, and servicing of finished
medical devices intended for commercial distribution in the United States in order to assure
that medical devices are safe and effective for their intended use. (/d.) The Medical Device
Reporting regulations require medical device manufacturers, importers and user facilities to
timely report certain information about significant medical device adverse events to FDA.
(Id.) Therefore, a medical device company's interpretation of the Quality System and Medical
Device Reporting requirements and its methods for adhering to those requirements are critical
to its overall function and success. (Chin-Purcell Decl. ] 22.)

Each of the policies and procedures listed above contains highly proprietary and
confidential commercial information. As such, disclosure of these documents in response to a
FOIA request would result in competitive harm to Guidant. (Chin-Purcell Decl. q 23.)
‘Guidant and its competitors in the medical device industry devote substantial resources to the
development and implementation of compliance programs, and effective policies and
procedures are a key component of such programs. Compliance policies are highly
customized and are tailored to a company’s specific business activities, organizational
structure, and other needs. (Chin-Purcell Decl. { 7.)
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The relative effectiveness and efficiency of its compliance and training policies give
Guidant an advantage over its competitors. Thus, the Company routinely reviews and updates
its compliance policies to optimize effectiveness, reduce costs, improve quality, and achieve
other important legal and business objectives. (Chin-Purcell Decl. ] 8.) Typically, Guidant’s
procedures describe the Company’s interpretation of the regulation at issue, and provide a
step-by-step guide for complying with the regulatory requirements within the framework of
Guidant’s unique business plan. (See, e.g., Eckert Decl., Ex. 8 (Vaughn Index) entry 214.)
The policies and procedures also often establish organizational structures and reporting
relationships as part of the overall compliance program. This information would be of notable
value to Guidant’s competitors. (Chin-Purcell Decl. §9.) |

Consequently, Guidant treats all of these policies and procedures as confidential and
proprietary corporate information, and actively protects them from disclosure to competitors
or the public. (Chin-Purcell Decl. § 10.) Procedures are normally marked “Confidential,” and
are not posted on the Company’s website. (This is also true for procedures marked
“released,” which means that the procedure received management approval and is ready for
implementation; it does not mean that the procedure is non-confidential.) While the Company
publicly discloses its Code of Business Conduct, it does not post or disclose any information
about the actual procedures created to implement the Code or any other policies. (Id.)
Guidant also does not publicly disclose the procedure number, format or substance of any of
its procedures. Policies and procedures can be accessed by employees only through a
password-protected intranet website. (Chin-Purcell Decl. J 11.)

In addition to being commercially valuable, some of the procedures listed above also
contain trade secrets, defined by HHS as “a secret, commercially valuable plan, formula,
process or device that is used for the makjﬁg, preparing, compounding, or processing of trade
commodities and that can be said to be the end product of either innovation or substantial
effort.” 45 C.F.R. § 5.65(a); see also, e.g., Heeney v. Garvey, 200 F. Supp. 2d 1321, 1326 (D.
Wyo. 2000) (protecting materials “[that] represent plans, formulae, processes and procedures
which were used for the development, quality assurance, and manufacture” of an aircraft.).
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(Chin-Purcell Decl.  12.) Due to the innovation and substantial effort involved in developing
the procedures described above, many of Guidant’s processes and procedures also qualify for
protection as trade secrets and should be exempt from disclosure. (Id.)

C. Guidant’s Training Materials>

The Annual Reports and Implementation Report submitted pursuant to the CIA,
contain training materials used by Guidant to educate employees about the internal
compliance policies and procedures described in the previous section. (Chin-Purcell Deci. i
24.) These materials also consist of confidential commercial or financial information that
would competitively harm Guidant if released. (Id.)

Guidant’s training materials are vital to ensuring company-wide compliance with
important Company procedures. (Chin-Purcell Decl: q 25.) | As with the stlep-by—step
processes detailed in a procedure, the training materials describe Guidant’s perspective on
applicable regulations. These materials also reflect the business judgment of Guidant’s
management,' regulatory compliance department and legal counsel, and are often developed or
reviewed by legal counsel or other consultants. (Id.) Training materials frequently are based
on and summarize the Company’s compliance policies and procedures. (Id.) Effective
compliance training materials allow Guidant to implement the key components of its
compliance program in a cost-effective manner, resulting in competitive advantage to
Guidant. Moreover, the materials reflect Guidant’s proprietary aﬂd confidential training

methods and techniques, the disclosure of which would benefit its competitors. (Chin-Purcell

Decl. ] 26.)

> The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent Guidant’s Training Materials: 2, 13, 23, 55 - 60, 69, 96 - 99, 145, 147, 169, 182 -
185, 223, 225, 242, 244.
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Because of the business sensitive nature of these materials, Guidant takes steps to
prevent disclosure of its training materials to the public. Guidant employees are instructed not
to share these materials with anyone outside the Company. (Id.)

D. Guidant’s IRO Information®, Reportable Events®, Certifications®,

Disclosure Logs6, and Computer System for Product-Based Complaints’

Under the CIA, Guidant was required to retain an independent auditor, known as an
Independent Review Organization (“IRO”). The function of the IRO is to assess and evaluate
EVT's program for compliance with Medical Device Reporting requirements in accordance

with 21 C.F.R. 803. (Chin-Purcell Decl. { 27.) Materials related to the IRO’s engagement are

|| extremely sensitive and highly confidential to the Company. Therefore, all materials

generated by, and relating to, the IRO are confidential commercial information. (Chin-Purcell
Decl. 1 29.) The name of Guidant’s IRO itself is confidential. The engagement is not public
information; Guidant does not release the name of its IRO, nor does the IRO disclose that

Guidant is its client. (Chin-Purcell Decl. ] 30.)

? The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to the IRO: 14 - 16, 61 - 64, 100.

*The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to Reportable Events: 2, 17, 19, 22, 23, 65.

SThe following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to Certifications: 20 - 21, 67 - 68, 101-102.

®The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to Disclosure Logs: 18, 66.

" The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to Guidant’s computer system for handling product -based
complamts 139, 148, 170 186,209, 216 — 222.
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The IRO reports also contain highly confidential commercial information. (Chin-
Purcell Decl. ] 31.) Before generating a report, the IRO audits Guidant’s internal processes.
The IRO then issues a report which provides Guidant with an extensive analysis of the
strengths and weaknesses of these processes and prbcedures. (Id.) These reports are highly
valuable to Guidant because they permit the Company to evaluate its processes and
procedures and make adjustments to improve efficiency and ensure compliance. (Chin-
Purcell Decl. ] 28.) By the same token, disclosure of this information would be competitively
devastating to Guidant. These reports would serve as a guide to competitors in structuring
programs and policies to compete with Guidant. (Id.)

The CIA also requires Guidant to notify OIG of any Reportable Events. A
“Reportable Event” is defined by the CIA as “anything brought to the attention of senior
management at Guidant’s corporate headquarters that involves:”

(1) a matter that a reasonable person would consider a probable

violation of criminal, civil, or administrative laws for which

penalties or exclusion from any Federal health care program may

be authorized;

(2) an adverse event or complaint occurred that Guidant and/or

EVT was required to report as an MDR and Guidant and/or EVT

failed to report to the FDA this adverse event or complaint as

required pursuant to 21 U.S.C. § 360i, within 30 days.
(CIA at 18, attached as Exhibit 1 to Chin-Purcell Decl.) Guidant’s reportable events
submissions to OIG must include a complete description of the event, any corrective action
taken, and any plans to prevent the reoccurrence of the event. (Chin-Purcell Decl. | 32.)

Materials disclosed to OIG relating to Reportable Events are highly confidential and
commercially sensitive. (Chin-Purcell Decl. ] 33.) Guidant’s internal investigations into
preliminary reports of adverse product events, and any corrective action taken, reflect
Guidant’s proprietary compliance policies and procedures. (Id.) Moreover, public disclosure
of such events prior to a government investigation or any determination of wrongdoing would
plainly be detrimental to Guidant’s commercial interests. (Id.)

Pursuant to the CIA, Guidant submitted to HHS reportable event sufnmaries,
correspondence with OIG regarding governmental investigations, and disclosure logs
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indexihg correspondence regarding compliance efforts. (Chin-Purcell Decl. | 34.) The
Reportable Events summaries contain detailed information concerning product-related events.
(See, e.g., Eckert Decl. Ex. 8 (Vaughn Index) entry 17.) Guidant provided this information to
HHS with the understanding that the information would remain confidential. (Id.) These
summaries often include the names of individuals, Company organizational structures, sales
and marketing tactics, analysis of compliance with the CIA, and whether disciplinary action
was taken and/or other personnel information. (Id.) As such, much of this information is also
exempt from disclosure pursuant to exemption b(6), discussed infra.

~ Notices of governmental investigations and certifications by compliance officers are
also highly confidential commercial information. (Chin-Purcell Decl. q 35.) These
communications to HHS contain details about Guidant personnel and Company activities that
are not publicly disclosed. (See, e.g., Eckert Decl. Ex. 8 (Vaughn Index) entry 67.) Like the
IRO Reports and Reportable Events, this information, if disclosed, would provide competitors
with details of Guidant’s corporate structure and its strengths and vulnerabilities. (Chin-
Purcell Decl. | 35.) Moreover, information about governmental investigations, if publicly
disclosed, could have a detrimental effect on the Company’s good will and, ultimately, its
sales and revenues. (Id.)

Information available in cbmpliance Disclosure Logs is also highly confidential
commercial information. (Chin-Purcell Decl. ] 36.) These logs contain information reported
to the EVT Compliance Officer related to any issues or questions associated with Company
policies, conduct, practices or procedures, believed by the reporting individual to be a
potential violation of law. The Disclosure Logs also include information about Company
personnel, organization and practices. Pursuant to the CIA, the Disclosure Log is required to
include a record and summary of each disclosure received, the status of the internal review of
the issues, and any corrective action taken in response to the internal reviews. (CIA 4t 16; see
also, e.g., Eckert Decl. Ex. 8 (Vaughn Index) entry 18; Chin-Purcell Decl. { 37.) This
information is actively shielded from disclosure by Guidant, and for good reason: disclosuré

would allow competitors to gain insight into Guidant’s compliance and preventive action

-19-
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procedures and programs. (Chin-Purcell Decl. { 37.) Disclosure of this information would
also discourage individuals from making thorough reports and would serve as a disincentive
for industry to include detailed information in their disclosure logs. (Id.)

Finally, Guidant developed a computer system, which it specifically designed to -
handle product-based complaints. (Chin-Purcell Decl. at  38.) The system also warrants
protection under exemption b(4) becaus‘e it demonstrates how Guidant implements complaint-
handling requirements. (Id.) The system is unique to Guidant, is Guidant’s intellectual
property and was developed specifically for the Company. Therefore, it is highly
conﬁdential, and would cause competitive harm to Guidant, if disclosed. (Id.)

E. Guidant’s Corporate Organization Information®

The documents withheld under FOIA exemption (b)(4) also contain information about
the restructuring of Guidant’s business organization pursuant to the CIA. While mosf
information concerning Guidant’s organizational structure (including most organizational
charts) is publicly available, information relating to the organizational structure of Guidant’s
Compliance Committee is commercially sensitive and highly confidential. (Chin-Purcell
Decl. § 39.) Guidant and other companies in this industry are constantly striving to structure
their organization to promote their business strategies. Certain elements of Guidant’s
organizational structure reflect its business strategies and impact its operational efficiency.
(Chin-Purcell Decl. | 40.) Accordingly, this information reflecting Guidant’s strategic

decisions would cause commercial harm to Guidant if disclosed. (Id.)

8 The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records relating to Guidant’s Corporate Organization Information: 2, 23, 69.
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IV.  HHS Properly Withheld and Redacted Records Containing Information That, if
Disclosed, Would Constitute an Invasion of Personal Privacy Pursuant to

Exemption b(6)

Exemption (b)6 of FOIA protects “personnel and medical files and similar files the

disclosure of which would constitute a clearly unwarranted invasion of personal privacy.”
5 U.S.C. § 552(b)(6); see also 45 C.F.R. § 5.67 (HHS regulation explaining exemption b(6)).

District courts construing exemption b(6) will “balanc[e] the harm to the individual
whose privacy is breached against the public interest served by disclosure.” Federal Labor
Relations Auth. v. United States Dep’t of Treasury, 884 F.2d 1446, 1451 (D.C. Cir. 1989).
The Supreme Court elaborated on the application of this balancing test in United States Dep’t
of Justice v. Reporters Comm. for Freedom of the Press, 489 U.S. 749 (1989) (“Reporters |
Committee”). In that case, the Court applied a three-step test: “(i) identification and
evaluation of the specific privacy interest implicated, (ii) identification and evaluation of the
specific public interest implicated, and (iii) balancing of these two interests.” Painting Indus.
Mkt. Recovery Fund v. United States Dep’t of Air Force, 751 F. Supp. 1410, 1416 (D. Haw.
1990) (citing Reporters Committee, 489 U.S. at 762-71), rev'd on other grounds, 26 F.3d
1479 (9th Cir. 1994).

There is a clear privacy interest in “the individual’s control of information concerning
his or her person” (Reporters Committee, 489 U.S. at 763) and in keeping such information
“not freely available to the public” (id. at 764, quoting Webster’s Third New Int’l Dictionary
1804 (1976)). Courts have long recognized that private citizens have a privacy intérest in
their identities, home addresses, home telephone numbers, home fax numbers, Social Security

Numbers, other personal identifying numbers, personal medical information, personal

'opinions, dates of birth, marital status, number of children, citizenship information, credit card

®The following entries on the Vaughn Index (attached to Eckert Declaration as Exhibit 8)
represent records containing personal information: 1 - 4, 13 - 14, 20 - 22, 64, 69, 92 - 94, 100
- 102, 146, 169, 182 - 184, 224, 243.
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numbers, and individuals’ sources of private, non-Government research income. See, e.g.,

Bibles v. Oregon Natural Desert Ass’n, 519 U.S. 355, 355-56 (1997) (protecting names and
home address of private citizens who received agency publication); Sheet Metal Workers Int’l
Ass’n v. United States Dep’t of Veterans Affairs, 135 F.3d 891, 903-05 (3d Cir. 1998)
(protecting Social Security numbers); Strout v. United States Parole Comm’n, 40 F.3d 136,
139 (6th Cir. 1994) (protecting identities of people who wrote to the Government);
McDonnell v. United States, 4 F.3d 1227, 1259 (3d Cir. 1993) (protecting medical records);
Minnis v. United States Dep’t of Agric., 737 F.2d 784, 787-88 (9th Cir. 1984) (protecting
names and addresses of permit applicants); Rural Hous. Alliance v. United States Dep’t of
Agric., 498 F.2d 73, 77 (D.C. Cir. 1974) (protecting marital status); Physicians Comm. for
Responsible Medicine v. Glickman, 117 F. Supp. 2d 1, 6 (D.D.C. 2000) (finding privacy
interest in individual’s source of income); Judicial Watch, Inc. v. United States Dep’t of
Commerce, 83 F. Supp. 2d 105, 122 (D.D.C. 1999) (protecting date of birth); Hill v.
Department of Agric., 77 F. Supp. 2d 6, 8-9 (D.D.C. 1999) (protecting financial status);
Professional Review Org. of Fl., Inc. v. HHS, 607 F. Supp. 423, 427 (D.D.C. 1985)
(protecting professional credéntials and other personal information contained in resumes of
proposed professional staff of successful Government contract bidder); Hemenway v. Hughes,
601 F. Supp. 1002, 1006 (D.D.C. 1985) (protecting citizenship data). The documents
withheld by HHS pursuant to FOIA exemption (b)(6) plainly implicate these protected
privacy interests.

On the other hand, there is no identifiable public interest to justify disclosure of this
personal information. FOIA only recognizes a single public interest — the interest of the
public in knowing “‘what their government is up to.”” See Painting Indus. of Haw. Mkt.
Recovery Fund v.. U.S. Dept. of Air Force, 26 F.3d 1479, 1484 (9th Cir. 1994) (quoting
Reporter’s Committee, 489 U.S. at 772-73). The disclosure of personal information of
Guidant personﬁel does not serve that public interest, and therefore must be withheld. (See

Chin-Purcell Decl. { 41.)
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V. The Court Should Order Hersh & Hersh to Return the Inadvertent Production
of Documents ' '

The Court should Order Hersh & Hersh to return all copies of documents originally
released to Plaintiff in tWo installments, on March 31, 2006 and February 27, 2007. As
detailed in the Factual Background ‘Section, supra, the first production contained an
unspecified number of documents considered by Guidant and HHS to contain confidential
commercial information, exempt from disclosure under FOIA.

Both Guidant and HHS attempted to work with Plaintiff to determine the full extent éf
the inadvertent production, but Hersh & Hersh refused to cooperate. Consequently, Hersh &
Hersh has deprived the Agency and now the Court of the opportunity to even identify all of
the inadvertently produced documents, much less consider whether they are subject to
disclosure under FOIA. Therefore, even if the Court concludes that some of th¢ documents
described on the Vaughn Index do not contain information exempt from disclosure, it should

still order return of the first production.

CONCLUSION
For all the foregoing reasons, HHS and Guidant ask that the Court grant this Motion for
Summary Judgment. HHS and Guidant further request that the Court order Hersh & Hersh to
return the entire first production of documents, which the Agency provided on March 31, 2006

and February 27, 2006, respectively, and which mistakenly contained documents exempt from

disclosure under FOIA.
Respectfully submitted,

Dated: October 23, 2007 SHOOK, HARDY & BACON L.L.P.
By: /s/ Darolyn Y. Hamada

Darolyn Y. Hamada

FRANK C. ROTHROCK, State Bar No. 54452
DAROLYN Y. HAMADA, State Bar No. 192334
SHOOK, HARDY & BACON L.LP.

Jamboree Center
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Dated: October 23, 2007

5 Park Plaza, Suite 1600
Irvine, CA 92614-2546
Telephone: (949) 475-1500
Facsimile: (949) 475-0016
Email: frothrock@shb.com

JAMES K. VINES (admitted pro hac vice)
SIMEON M. SCHOPF  (admitted pro hac vice)
KING & SPALDING

1700 Pennsylvania Ave., NW, Suite 200
Washington, DC 20006-4706

Telephone: (202) 737-0500

Facsimile: (202) 626-3737

Email: jvines@kslaw.com

Email: sschopf@kslaw.com

Attorneys for Intervenor-Defendant
Guidant Corporation

SCOTT N. SCHOOLS

United States Attorney
By: ._/s/ Sara Winslow
Sara Winslow

Assistant United States Attorney

Scott N. Schools (SCBN 9990)
United States Attorney

Joann M. Swanson (CSBN 88143)
Chief, Civil Division

Sara Winslow (DCBN 457643)
Assistant United States Attorney
450 Golden Gate Ave., Box 36055
San Francisco, CA 94102
Telephone: (415) 436-6925
Facsimile: (415) 436-6748
Email: sara.winslow@usdoj.gov

Attorneys for Defendant HHS
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I. INTRODUCTION

Lawsuits arising under the Freedom Of Information Act (“FOIA™) are unique in that
the plaintiff and the court are left to rely solely on the government’s representations that
certain documents are exempted from disclosure. Indeed, HHS’ response to Plaintiff’s
September 19, 2005, Request (“FOIA Request”) under FOIA indicates that its claims of
exemption are unfounded: (1) withheld documents were attached to the moving papers
here, (2) withheld documents have been publicly available on PACER since July 2007, (3)
withheld “personnel information™ is easily accessible on the internet, (4) policies (and their
associated numbers) for implementing compliance with FDA regulations are not “trade
secrets” under FOIA, and (5) the name and report of an independent review organization is
not a “trade secret”.

Further, HHS failed to provide a sufficiently detailed agency affidavit or Vaughn
Index to warrant summary judgment. Accordingly, summary judgment should be denied.!
In addition, Plaintiff should be allowed discovery to investigate the egregious mishandling

of its FOIA request, and further, Plaintiff is entitled to sanctions.

II. STATEMENT OF FACTS
Guidant’s wholly-owned subsidiary, Endovascular Technologies, Inc. (“EVT”) pled
guilty to ten felony charges as a result of its misconduct related to the development,
marketing, and sale of the ANCURE Endograft System (“Ancure”).?2 Declaration of
Jeanette Haggas (“Decl.”) Y4, Exh. A (Felony Plea Bargain); Exh. B (Guilty Plea
Transcript). On June 30, 2003, Guidant entered into a Corporate Integrity Agreement
(“CIA™) with the Office of Inspector General (“OIG”), whereby Guidant agreed to a

reciprocal monitoring program with EVT. Decl. Y7, & Exh. D (CIA). Specifically, each

1 Whether HHS inadvertently produced documents has nothing to do with whether HHS has shown
that summary judgment is appropriate. Plaintiff will address HHS' bootstrapped motion to compel separately.
2 The Ancure device is a medical product used for the treatment of abdominal aortic aneurysms (a
stretched and bulging section in the wall of the aorta that supplies oxygen-rich blood to the lower body).
o Jim
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company assumed responsibility for the other’s compliance with the FDA and federal
health care program requirements. Decl. §7, Exh. D (CIA) at 1, 18. Further, the CIA
required Guidant to provide certain documents to the OIG: documents demonstrating
Guidant’s compliance with the Felony Plea Bargain. Decl. 94, & Exh. A (Felony Plea
Bargain). These are the very documents that Plaintiff requested in its September 19, 2005,
FOIA Request.

The compliance documents are crucial to examine Guidant’s and EVT’s adherence
to their obligations under the Felony Plea Bargain and CIA. They include: Implementation
Reports; Annual Reports; Data Monitoring Committee (“DMC”) Review Reports; and
Independent Review Organization (“IRO”) Reports, including any and all Medical Device
Reporting (“MDR”) Review Reports. Decl. 48, Exh. E (FOIA Request).

Although Plaintiff requested documents from the Department of Health and Human
Services (“HHS”) in September 2005, HHS failed to respond within the statutory 20 days.
Decl. 49. Instead, HHS provided an “interim” response on March 31, 2006, more than five
months later. Decl. 9. HHS provided a “final” response on February 27, 2007 after
Plaintiff filed its Complaint. Decl. §11. Plaintiff timely filed an appeal of the final
response on March 23, 2007. Decl. §12.

III. STATEMENT OF THE CASE

Because Plaintiff did not receive a complete and timely response to its FOIA
Request, Plaintiff filed a Complaint on July 10, 2006. Defendant filed its Answer on
January 9, 2007, admitting that it failed to timely respond to Plaintiff’s FOIA request. The
parties stipulated to the intervention of Guidant Corporation on April 2, 2007. The Court
ordered HHS to complete its appeal process, which it did on August 23, 2007. Decl. §13.
That same day, HHS produced another set of documents, which it indicated was a
“corrected” production in response to Plaintiff’s two year old FOIA Request. Decl. {13,

Exh. 1.

2.
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IV. ARGUMENT

A. THE MOTION AND SUPPORTING AFFIDAVITS FAIL TO SHOW THAT
SUMMARY JUDGMENT IS APPROPRIATE.

The motion and supporting affidavits fail to demonstrate that no genuine issue of
material fact exists. Specifically, HHS must show it performed an adequate search for
responsive documents and justify its withholdings. FOIA Guide, Litigation Considerations.
March 2007, available at http://www.usdoj.gov/oip/foia_guide07.htm.

Affidavits and documents in support of summary judgment must be also admissible
as evidence. Fed. R. Civ. Proc. 56(¢); Kamman v. IRS, 56 F.3d 46, 49 (9th Cir. 1995)
(finding that agency failed to satisfy burden of proof and awarding summary judgment to
plaintiff when agency affidavits "are nothing more than “conclusory and generalized
allegations"). Moreover, the “underlying facts and the inferences to be drawn from them
are construed in the light most favorable to the FOIA requester.” 28 U.S.C. §1746; see
Summers v. U.S. Dep't of Justice, 999 F.2d 570, 572-73 (D.C. Cir. 1993); accord, Anderson
v. Liberty Lobby, Inc., 477 U.S. 242, 255 (1986) (evidence of the non-movant is to be

believed, and all justifiable inferences are drawn in his favor).

& Only Agency Affidavits May Justify Nondisclosure: Thus, Summary
Judgment Turns On Mr. Eckert’s Declaration, Which Lacks
Foundation And Contains Purely Hearsay Statements.

Summary judgment may be granted solely on the basis of agency affidavits if they
provide reasonably detailed descriptions of the withheld information in a factual and
nonconclusory manner, and if there is no contradictory evidence on the record or evidence
of agency bad faith. 5 U.S.C. §552(a)(4)(B) (emphasis added); see, e.g., L.A. Times
Communications v. Dep't of the Army, 442 F. Supp. 2d 880, 899-900 (C.D. Cal. 2006);
Hemenway v. Hughes, 601 F. Supp. 1002, 1004 (D.D.C. 1985) (recognizing that in FOIA
cases, summary judgment does not hinge on existence of genuine issue of material fact, but
rather on whether agency affidavits are reasonably specific, demonstrate logical use of

-
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exemptions, and are not controverted by evidence in record or by bad faith) (emphasis
added); Wishart v. Comm’r, No. 98-17248, 1998 WL 667638 (N.D. Cal. Aug. 6, 1998),
aff’d, 1999 WL 985142 (9th Cir. June 25, 1999); Judicial Watch, Inc. v. Dep't of the Army,
402 F. Supp. 2d 241, 245 (D.D.C. 2005) (stating, “the defendant agency has the burden of
justifying nondisclosure™) (emphasis added).

To do this, the government must submit detailed affidavits, identifying the
documents withheld and explaining why they fall under the claimed exemptions. See
Summers v. Dep't of Justice, 140 F.3d 1077, 1080 (D.C. Cir. 1998); King v. U.S. Dep't of
Justice, 830 F.2d 210, 217 (D.C. Cir. 1987); Vaughn v. Rosen, 484 F.2d 820, 826-28 (D.C.
Cir. 1973); Niagara Mohawk Power Corp. v. U.S. Dep't of Energy, 169 F.3d 16, 18 (D.C.
Cir. 1999) (finding agency affidavits conclusory and denying summary judgment).
Moreover, agency affiants must have personal knowledge of the withheld records, the way
in which information is processed, and the documents at issue. Spannaus v. DOJ, 813 F.2d
1285, 1289 (4th Cir. 1987); see Kamman, 56 F.3d at 49 (rejecting affidavit that revealed
that signer "did not even review the actual documents at issue").

Here, the government’s sole affidavit is silent as to the adequacy of HHS’
withholdings, and replete with unfounded, conclusory statements. First, Mr. Eckert does
not have personal knowledge of the initial decision as to what to withhold. Rather, he
merely states he has reviewed the documents and agrees with the decision to withhold
certain information. In fact, he never identifies who at HHS was responsible for initially
determining what information to withhold. See e.g., Eckert Decl. {14 (“The agency
withheld...”); 15 (“my office™); 416 (“we discovered™). Second, his Declaration contains
inadmissible hearsay statements and does not adequately explain why the withheld
information is exempted.

Instead, HHS shirked its responsibility under FOIA and rubberstamped Guidant’s
reasons as to why the documents should be withheld. Eckert Decl. §1 (“I understand that

Guidant Corporation is filing a separate declaration to explain the nature of the withheld

s
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Guidant documents.™), 919 (“A separate declaration filed by Guidant Corporation explains
the confidential nature of the information, as well as the competitive nature of the
submitter’s industry and the likelihood of substantial competitive harm.”). HHS cannot
incorporate another’s statements and not set forth reasons for nondisclosure that stand on
their own. As filed, HHS’ affidavit offered zero evidence as to why disclosure would harm
Guidant, but attempted to incorporate Guidant’s reasons by reference, which is classic
hearsay. See Eckert Decl. {1, 19; see also Fed. R. Evid. 801(c). HHS must supply
standalone, admissible reasons for withholding information from Plaintiffs’ FOIA Request.
5 U.S.C. §552(a)(4)(B); see Niagara Mohawk Power Corp., 169 F.3d at 18; Kamman, 56
F.3d at 49; FOIA Guide, available at http://www.usdoj.gov/oip/foia_guide07.htm HHS

failed to do so, thus summary judgment should be denied.

2 HHS’ And Guidant’s Affidavits Are Made In Bad Faith As Evidenced
By Their Wholly Conclusory Statements And Failure To Explain Why
Disclosure Of The Withheld Information Would Harm Guidant.

Mr. Eckert’s Declaration is proof of Plaintiff’s persistent allegations of bad faith:
Guidant improperly controlled HHS’ decisions as to what to withhold from Plaintiff’s
FOIA Request. Decl. 412, Exh. H. Mr. Eckert’s Declaration does nothing to demonstrate
that HHS indeed reviewed the responsive documents in the first place. In other words,
nowhere in Eckert’s Declaration does he state that HHS, not Guidant, performed the initial
review of responsive matter. Although the moving papers allege otherwise (Motion at
10:4-5), a careful review of Eckert’s Declaration shows that he never stated that he himself
reviewed the documents prior to the initial March 31, 2006, “interim response” or the
February 27, 2007, “final response.” To the contrary, it appears he only reviewed the
documents upon appeal. See Eckert Decl. §22.

In fact, because he points to Guidant’s declaration to “explain the nature of the
withheld Guidant documents,” it is more likely than not that Guidant, not HHS, determined

what to withhold and HHS merely rubberstamped Guidant’s determination. See Eckert

B
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Decl. 41, 19. The statements contained in both Eckert’s and Chin-Purcell’s Declarations
are conclusory and do not explain specific, detailed reasons why Guidant would suffer
competitive harm when it (1) no longer exists, and (2) maintains a “highly tailored” and
“custom” compliance program.

Further, the Vaughn Index (attached as Exhibit 8 to Eckert’s Declaration) fails to
provide sufficiently detailed information other than a statement asserting the claimed
exemption. Thus, facially, HHS has not met its burden to present evidence demonstrating
that no material issue of fact remains.

Guidant claims that disclosure of any of the withheld information would be
“devastating.” Chin-Purcell Decl. 428. However, this case is uniquely positioned in that
some contested documents have been publicly available through PACER since July 3,
2007. See Exhibits G-M to the Declaration Of Jeanette Haggas In Support Of Motion To
Compel, Dkt. No. 67 (e.g. compliance policy numbers, employee names, IRO identity and
report); Decl. §]17-18. No devastating consequences have occurred.

Guidant’s instructions to HHS to hold secret the information it provided HHS
pursuant to the CIA do not automatically confer a FOIA exemption, nor could they because
Guidant waived privileges as to these documents. Instead, the agency itself must determine
independent reasons to withhold the information from the public. 5 U.S.C. §552(a)(4)(B);
see, Part A.1, supra. In addition, Guidant was a party to the Felony Plea Bargain. Decl. Y4,
Exh. A (Felony Plea Bargain) at 15 (signature block is for EVT “and its Parent
Corporation,” meaning Guidant); Decl. 7, Exh. D (CIA). Guidant is therefore is bound by
its terms. Further, during the sentencing hearing, Guidant acknowledged it could not
protect the information Plaintiff seeks. Decl. §5, Exh. B (Guilty Plea Transcript) at 21:15-
16 (“Guidant will not be able to assert a privilege to anything that [the government] would
seek in connection with the investigation.”). The information Plaintiff seeks is the very
information that the government obtained pursuant to the CIA, which was executed to

ensure Guidant’s compliance with the FDA. Thus, Guidant is barred from asserting the

-
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documents turned over the HHS pursuant to the CIA are “confidential,” “privileged,” or
“trade secrets.”

Guidant’s twist on the program guidance mandated by the government does not
confer protection under FOIA exemption b(4) for “trade secrets.” The HHS and OIG
codified the framework for compliance programs for medical device manufacturers. Decl.
931, Exh. X (Fed. Reg., vol. 68 no. 86, OIG Compliance Program Guidance for
Pharmaceutical Manufacturers (May 5, 2003), endnote 5 (“this compliance program
guidance may also have application to manufacturers of . . . medical devices™).

Moreover, Guidant is trying to assert that the withheld information is a “trade
secret,” but Guidant itself no longer exists. Guidant was acquired by Boston Scientific
Corporation on or about January 2006. Even if Guidant’s acquirer used Guidant’s
compliance program and it was construed as a “trade secret,” the FOIA exemption would
not apply because no party demonstrates (nor can it) that Guidant would be competitively
disadvantaged if the compliance program was disclosed. See, Part D.1(b), infra (a “trade
secret” in the FOIA context is limited to ideas that will benefit competitors at the expense
of the creating party). Indeed, no party suggests that Guidant’s compliance program is still
in use today.

Finally, chief competitors such as Pfizer Inc. invite public inquiry of their FDA
compliance programs, and announce their organizational structure and processes for
reporting. See e.g., Decl. §25, Exh. R. Guidant also shared its compliance strategies with |
Johnson & Johnson. Decl. 421, Exh. N (joint powerpoint presentation). Because Guidant
concedes that competitors have “highly tailored” compliance programs, and because
competitors like Pfizer publish theirs online, it makes no sense that Guidant (a company
that no longer exists) would assert that its compliance program either is a “trade secret” or

could benefit competitors.

.
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B. THE DOCUMENTS ARE NOT EXEMPTED UNDER FOIA BECAUSE EVT
AND GUIDANT WAIVED ALL POTENTIALLY APPLICABLE
PRIVILEGES UPON EXECUTING THE FELONY PLEA BARGAIN.

The Felony Plea Bargain waived any privilege that might have attached to the
documents Plaintiff sought in its FOIA Request. Decl. Y4, Exh. A (Felony Plea Bargain) at
10 (“[EVT] agrees to give up all rights that it would have if it chose to proceed to trial,
including . . . to raise any other Fourth or Fifth Amendment claims™) & 12 (“[EVT] will not
object, including asserting any privilege against the government™). This waiver applied to
Guidant as well. “Guidant will not be able to assert a privilege to anything that [the
government] would seek in connection with the investigation.” Decl. 5, Exh. B (Guilty
Plea Transcript) at 21:15-16; Decl. 44, Exh. A (Felony Plea Bargain) at 15 (signature block
for EVT “and its Parent Corporation,” meaning Guidant); Decl. 7, Exh. D (CIA).

Importantly, voluntary disclosure of information waives the privileges that may
have attached to that information, even if the waiver of certain privileges was unintentional.
U.S. v. Grammer, 513 F.2d 673, 676 (9th Cir. 1975) (holding that disclosure of fingerprint
report waived attorney-client and Fifth Amendment privileges); Handgards, Inc. v. Johnson
& Johnson, 413 F. Supp. 926, 929 (N.D. Cal. 1976) (holding that voluntary disclosure of
part of a document *“is a waiver as to the remainder . . . about the same subjeét“).

Thus, EVT and Guidant waived any privilege as to the documents they turned over
to the government in connection with the Felony Plea Agreement and CIA. Further, HHS

cannot resurrect these privileges. As the federal practice guide articulates:

First, [the waiver] applies to the entire world; waiver due to an interaction
with one person ordinarily deprives the privilege-holder of the right to assert
the privilege against anyone else. Second, it often is held to extend beyond
materials revealed and to include any other materials or communications on
the same subject matter. For this reason, the consequences of waiver in much
civil litigation can be very great.” 8 Fed. Prac. & Proc. Civ. 2d §2016.2
(2007) (citing U.S. v. Workman, 138 F.3d 1261 (8th Cir. 1998) (“The waiver
covers any information directly related to that which was actually
disclosed.”)).

Once EVT and Guidant waived its privileges and rights, any privileges that may have raised

in the future as to the Ancure documents were also waived. Accordingly, HHS’ claimed
28
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exemptions lack foundation and the Court should compel HHS to withdraw these claims
and produce the requested documents.

HHS also produced unredacted versions of “exempted” information, which waives
any exemption as to similar information. Indeed, attached as exhibits to the Declaration of
Michele Chin-Purcell are documents that HHS produced in redacted form as recently as
August 23, 2007 (which supposedly “corrected” the production). Compare Chin-Purcell
Decl. Exhs. 2-3 with Haggas Decl. §914-15, Exhs. J-K. Thus, where the submitter itself
waives a privilege, the government may not assert the privilege instead.

No party has moved to seal the allegedly inadvertently produced documents that
were filed under Docket Number 67 (dated July 2007). Those Exhibits were produced by
HHS and disclosed the name of EVT’s independent review organization, the engagement
letter, and report; the number of reportable events as well as the reports; and Guidant’s
compliance policy numbers and related information. Plaintiff’'s Motion For Discovery
(Dkt. No. 66) & Exhs. G-M (Dkt. No. 67); Decl. 4417-18. Notably, report summaries of
reportable events can be found online at the FDA’s MAUDE database.

Based on these examples, it is clear that additional documents (or portions thereof)
are also withheld without basis. See Fujisawa Pharmaceutical Co. v. Kapoor, 162 F.R.D.
539 (D.C. IIl. 1995) (“[v]oluntary disclosure of privileged information about a matter
waives the privilege as to all information on the same subject matter.”); Handgards, Inc.,
413 F. Supp. at 929. Accordingly, Guidant and HHS have waived exemptions, if any were
valid, by allowing the documents to remain available to the public through the Court’s
PACER website or a court records request for the last four months.

HHS and Guidant cannot arbitrarily choose to disclose or withhold this non-
confidential information. Accordingly, the Court should compel production of the
documents Plaintiff seeks, or in the alternative, allow discovery concerning the remainder

of information HHS wrongfully withheld.
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C. THE PUBLIC HAS A STRONG INTEREST IN THE DOCUMENTS
SOUGHT BY PLAINTIFF’S FOIA REQUEST.

The public has a strong interest in and is entitled to access to the information
Plaintiff seeks. Thousands of people suffered injuries as a result of EVT’s deceit, including
death. Decl. §6 & Exh. C (June 13, 2003, NY Times article). Plaintiff’'s FOIA Request
sought the very information that EVT was required to turn over to the government pursuant
to the Felony Plea Agreement. Despite the company’s guilty plea, the government failed to
prosecute a single individual. The public is entitled to scrutinize the government’s
enforcement of the guilty plea and its relationship with major medical device manufacturer.
“In enacting FOIA, Congress “‘emphasize[d] a preference for the fullest possible agency
disclosure of . . . information consistent with a responsible balancing of competing concerns
....7 ACLUv. DOD, 339 F. Supp. 2d 501, 504 (S.D.N.Y. 2004). Here, the Vaughn Index
proves that none of those competing concerns exist. Equally unprotected are Guidant’s
“Disclosure Logs” which detail reports from employees concerned the company is
engaging in unlawful conduct. Motion at 19:20-22. The public would be extremely
interested in this information, particularly given Guidant’s product liability lawsuits

stemming from its defective defibrillators.

D. EMPLOYEE IDENTITIES AND BUSINESS CONTACT INFORMATION
ARE NOT PRIVILEGED UNDER EXEMPTION B(6), ESPECIALLY
WHERE IT IS PUBLICLY AVAILABLE ON THE INTERNET.

HHS withheld the business telephone numbers, business addresses, business email
addresses, signatures, and position titles for several employees under Exemption b(6).3
Haggas Decl. §914-15, Exhs. J-K. Generally, HHS and Guidant claim that release of this

information “would constitute an invasion of privacy.” Eckert Decl. §21.

3 The sole piece of non-business related information is Jon Nygaard’s home contact information.
See entry 3, Eckert Decl., Exh. 8 (Vaughn Index). But, HHS disclosed his name, and his home contact
information is easily available through an internet search on www.google.com or www.whitepages.com
- 10 -
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A privacy interest must be ascertained that would be threatened by disclosure. If
found, the privacy interest must outweigh the public’s interest in order to remain protected.
See Ripskis v. HUD, 746 F.2d 1, 3 (D.C. Cir. 1984). The names, work contact information,
and position titles of Guidant’s employees are not privileged information. See, e.g., 5
U.S.C. §552(b)(6); Or. Natural Desert Ass'n v. U.S. Dep't of the Interior, 24 F. Supp. 2d
1088, 1089 (D. Or. 1998) (concluding that cattle owners who violated federal grazing laws
have "diminished expectation of privacy" in their names when such information relates to
commercial interests). Once disclosed, “the information belongs to the general public.”
NARA v. Favish, 541 U.S. 157, 174 (2004).

Most of the information HHS withheld under Exemption b(6) has been released to
the public already. First, HHS withheld the name and signature block on documents, which
were produced on August 23, 2007, in response to Plaintiff’s appeal. Decl. §§13-15, Exh. I-
K. However, these documents are attached without redaction to the Declaration of Michele
Chin-Purcell, Ph.D. as Exhibits 2 and 3. Haggas Decl. §914-15, Exhs. J-K. HHS and
Guidant cannot withhold responsive and non-exempt information only to produce it at a
more convenient time.

Second, review of the documents that have been repeatedly produced by HHS
shows that there is no basis for HHS’ claimed exemptions. For instance, Guidant claims
the identities of compliance committee members and their business contact information are
secret. But, Guidant, as a publicly traded company, regularly identifies its employees,
particularly the executive board members who comprise its compliance committee. See
e.g., Decl. 16, Exh. L. (SEC filings); see, e.g., Guidant Corporation, Proxy Statement,
Annual  Meeting  of  Shareholders  (May 17, 1999),  available  at
http://www.secinfo.com/dsvRs.6INc.htm.  Especially where Guidant provided the
biographical and income information of its compliance committee members (including
stock options that their immediate family owns) through its SEC filings, proxy statements,

and annual reports or meeting minutes, HHS’ withholding of their identities is entirely

=1] =
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inappropriate. See e.g., Decl. 16, Exh. L (SEC Filings); Exh. N (powerpoint presentation
identifying compliance committee members with accompanying photographs, available at
www.ehcca.com/presentations/ pharmacolloquium2/mehrotra.ppt., dated June 6, 2005);
Exh. 20 (internet website printouts from www.zoominfo.com and www.whitepages.com
listing work telephone and address information for Guidant Compliance Committee officers
Kathy Lundberg and Michele Chin-Purcell); see http://www.secinfo.com, Guidant
(available for free). |

Equally invalid are HHS’ redactions of the signature blocks on the compliance
certificates, when the acting compliance officer’s names appear throughout the “corrected”
August 2007 production. Compare Decl. {§22-23, Exh. O-P with Decl. 924, Exh. Q
(indicating Morris Waxler was EVT’s compliance officer in 2003 and Kathy Lundberg is
Guidant’s compliance officer).

Guidant and HHS cite to a number of inapplicable cases to justify HHS’
withholdings. Motion at 21-22. Plaintiff does not seek to learn the “social security
numbers, personal medical information, personal opinions, dates of birth, marital status,
number of children, citizenship information, credit card numbers, or sources of private
research income.” Id Indeed, neither HHS nor Guidant allege that this is the type of
information withheld under Exemption b(6). Instead, the “corrected” production makes
clear that the redacted information is limited to business contact information and identities
of certain compliance committee members. This information is not confidential.
Moereover, no legal authority holds that an employee’s name should not be disclosed except
for national security purposes, which are not present here.

These examples clearly demonstrate that HHS and Guidant’s Motion For Summary

Judgment is brought in bad faith. Accordingly, it should be denied.
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E. HHS WRONGFULLY WITHHELD INFORMATION AND DOCUMENTS
UNDER EXEMPTION B(4).

Exemption 4 protects "trade secrets and commercial or financial information
obtained from a person [that is] privileged or confidential." 5 U.S.C. §552(b)(4). The
exemption covers only two categories of information: *(1) trade secrets; and (2)
information that is [] commercial or financial . . . and [] privileged or confidential.” FOIA

Guide, available at http://www.usdoj.gov/oip/foia_guide07.htm (emphasis in original).

1 “Trade Secrets” In The FOIA Context Are Narrowly Defined.

A "trade secret" is narrowly defined as "a secret, commercially valuable plan,
formula, process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product of either
innovation or substantial effort." Pub. Citizen Health Research Group v. FDA, 704 F.2d
1280, 1288 (D.C. Cir. 1983). This definition also incorporates a requirement that there be a
"direct relationship" between the trade secret and the productive process. Id.; Cir. for Auto
Safety v. Nat'l Highway Traffic Safety Admin., 244 F.3d 144, 150-51 (D.C. Cir. 2001)
(emphasizing that the definition "narrowly cabins trade secrets to information relating to the
'productive process' itself™).

Ultimately, Exemption b(4) protects manufacturing and design information from
public disclosure, but not much else. Appleton v. FDA, 451 F. Supp. 2d 129, 142 & n.8
(D.D.C. 2006); Herrick v. Garvey, 200 F. Supp. 2d 1321, 1326 (D. Wyo. 2000) (protecting
technical blueprints); Heeney v. FDA, No. 97-5461, 1999 U.S. Dist. LEXIS 23365, at *25
& n.13 (C.D. Cal. Mar. 18, 1999) (protecting "compliance testing" and "specification of the
materials used in constructing” electrode catheter), aff'd, 7 F. App'x 770 (9th Cir. 2001);
Citizens Comm'n on Human Rights v. FDA, No. 92-5313, 1993 WL 1610471, at *7 (C.D.
Cal. May 10, 1993) (protecting "information about how a pioneer drug product is
formulated, chemically composed, manufactured, and quality controlled"), aff'd in part &

remanded in part on other grounds, 45 F.3d 1325 (9th Cir. 1995).
% 15

MEMO. OF POINTS AND AUTHORITIES IN SUPPORT OF PLTF’S OPPOSITION TO JOINT MOTION
FOR SUMMARY JUDGMENT BY DEFENDANTS HHS & INTERVENOR GUIDANT CORPORATION




HERSHANDHERSH
A Professional Corporation

O 1 O U1 s W N = O W 00l W N - D

S€ARIIOGARCIA2BSPEM  Document189-3CFilddEY AP02/1Ragea@eol 2&f 24

“The mere fact that an event occurs in connection with a commercial operation does
not automatically transform documents regarding that event into commercial information.”
Chi. Tribune Co. v. FAA, No. 97-2363, 1998 WL 242611, at *2 (N.D. Ill. May 7, 1998).
“Examples of items usually regarded as commercial or financial information include:
business sales statistics; research data; technical designs; customer and supplier lists; profit
and loss data; overhead and operating costs; and information on financial condition.” See,
e.g., Landfair v. U.S. Dep't of the Army, 645 F. Supp. 325, 327 (D.D.C. 1986).

HHS withheld Guidant’s policies for FDA compliance and the associated internal
policy numbers, the identity of the independent review organization and report, and
information regarding the company’s organizational structure. But, this information is
categorically excluded from “trade secrets” under the narrow definition applied in FOIA
cases. Moreover, this very information has been available to the public since July. See

Dkt. No. 67. Accordingly, HHS’ withholdings are improper.

> All Documents Withheld Under Exemption b(4) Must Be “Privileged Or
Confidential.”

Guidant uses FOIA Exemption b(4) to shield its annual reports,
implementation reports, and compliance program information from disclosure because
Guidant claims it never shared this information. But, the test for confidentiality is an
objective one: whether information would customarily be secreted from the public by the
person from whom it was obtained is not dispositive. Nat'l Parks & Conservation Ass'n v.
Morton, 498 F.2d 765, 766 (D.C. Cir. 1974); see Wash. Post Co. v. HHS, 690 F.2d 252, 268
(D.C. Cir. 1982) (citing Nat'l Parks). Instead, “confidential” information is information
that is likely to either “(1) impair the Government's ability to obtain necessary information
in the future; or (2) to cause substantial harm to the competitive position of the person from

whom the information was obtained.” Nat'l Parks, 498 F.2d at 770.

% But see, Decl. 121, Exh. N (Guidant and Johnson & Johnson present joint powerpoint lecture on
compliance programs).
=) i
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a) (] “Impairment prong.”

Here, HHS’ disclosure of Guidant’s policies and procedures will not impair
Guidant’s future dealings with the government. Indeed, Guidant and EVT provided the
documents to the government pursuant to a Felony Plea Bargain and CIA agreement due to
EVT”s “knowing and willful” misrepresentations concerning Ancure. Decl. 45, Exh. B
(Guilty Plea Transcript) at 8:17-25. Thus any anticipated impairment in the government’s
future dealings with Guidant cannot be blamed on HHS’ disclosure here, but perhaps
Guidant’s continued misconduct.

Indeed, the “impairment prong” applies to limited situations in which information is
required to be provided to the government, but disclosure of that information under the
FOIA will result in a diminution of the "reliability" or "quality" of what is submitted.
Critical Mass Energy Proj. v. Nuclear Reg. Com’n, 975 F.2d 871, 878 (D.C. Cir. 1992);
Pub. Citizen Health Research Group v. FDA, 964 F. Supp. 413, 415 (D.D.C. 1997). Given
Guidant’s history with fraudulent conduct, it would seem that Guidant has a sufficient
interest in procuring information to the government to boast FDA compliance, avoid
additional product liability lawsuits, and rebuild good will. See, e.g., Teich v. FDA, 751 F.
Supp. 243, 252 (D.D.C. 1990) (rejecting, as "absurd," a submitter's contention that
companies would be less likely to conduct and report safety tests to the FDA for fear of
public disclosure, because the companies' own interests in engendering good will and in
avoiding product liability suits is sufficient assurance that they will conduct "the most
complete testing program" possible).

EVT and Guidant were forced to supply the information Plaintiff seeks pursuant to a
Felony Plea Bargain. Whether public dissemination of the information sought may impair
Guidant’s future disclosures to the government is therefore irrelevant. Moreover, the
information sought centers around the reporting obligations to the government pursuant to
the CIA and adherence to federal regulations, which will not be impaired by disclosure of

the compliance policies. Importantly, EVT and Guidant are required to disclose some of
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the information Plaintiff seeks, such as the Annual Reports, independent of the CIA or
Felony Plea Bargain. Adverse event reports are also publicly available via the internet on
the FDA’s “MAUDE” database at http://www.fda.gov/cdrh/maude.html.  Thus, the

“impairment prong” is no bar to disclosure here.

b) [ “Competitive harm prong.”

“Competitive harm” in the FOIA context is “limited to harm flowing from the
affirmative use of proprietary information by competitors" and "should not be taken to
mean simply any injury to competitive position, as might flow from customer or employee
disgruntlement.” Pub. Citizen Health Research Group v. FDA, 704 F.2d 1280, 1291 n.30
(D.C. Cir. 1983). Importantly, "the Ninth Circuit emphasized, in Public Citizen, the agency
declarant had supported his conclusions with ‘detailed and specific descriptions’ of the
withheld information, including ‘the ways in which each category of information could be
turned to [the requester's] competitive advantage.”” Lion Raisins Inc. v. USDA, 354 F.3d
1072, 1080 (9th Cir. 2004) (emphasis added).

Evidence of "actual competition and a likelihood [not mere possibility] of
substantial competitive injury" is all that need be shown. CNA Fin. Corp. v. Donovan, 830
F.2d 1132, 1152 (D.C. Cir. 1987); accord Frazee v. U.S. Forest Serv., 97 F.3d 367, 371
(9th Cir. 1996); GC Micro Corp. v. Def. Logistics Agency, 33 F.3d 1109, 1113 (9th Cir.
1994); see, e.g., Judicial Watch, 337 F. Supp. 2d at 169 (finding that substantial harm must
be "likely”). Bare allegations of harm cannot support an agency's decision to withhold
requested documents. Pub. Citizen, 704 F.2d at 1291; Lee v. FDIC, 923 F. Supp. 451, 455
(S.D.N.Y. 1996) (rejecting competitive harm without "adequate documentation of the
specific, credible, and likely reasons why disclosure of the document would actually cause
substantial competitive injury") (emphasis added); Martin Marietta Corp. v. Dalton, 974 F.
Supp. 37, 41 (D.D.C. 1997) (holding that neither cost and pricing data nor proprietary

management strategies were protected under Exemption b(4)).

e
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Guidant and HHS failed to show with any particularity how a competitor could use
the information at issue to cause competitive injury. Disclosure of Guidant’s reports,
policies and procedures for compliance with the FDA regulations, training manuals, IRO
information, reportable events, certifications, or computer system are not likely to result in
such egregious injury as to disable it as an effective competitor. By conceding that its
“interpretation of the [FDA’s] Quality System and Medical Device Reporting requirements
... are critical to its overall function and success” (Motion at 14:17-19), Guidant embraces
a self-supporting construction of the law. Indeed, its interpretation is exactly what earned it
the felony plea bargain and the FDA’s heightened surveillance. Further, Guidant is
required to conform to the FDA regulations.

Neither Guidant nor HHS provided, in the motion itself or the supporting affidavits,
any explanation as to how Guidant’s competitors would benefit, let along the likelihood that
competitors would use Guidant’s information. Instead, whether these competitors would
benefit from release of the requested information remains purely speculative. Fear of a
competitor’s advantage cannot justify withholding information under FOIA Exemption
b(4). In fact, due to the “unique” nature of the information sought, any perceived benefit a
competitor could gain is negligible at best. Notably absent from any declaration filed in
support of this summary judgment is an explanation why any competitor would want to use
Guidant’s information for a compliance program. Given the felony convictions and
continued problems thereafter, any Guidant program would be the model of what not to do,

and the least likely program a competitor would want to copy.

¢) [0 “Confidential or Privileged Information.”
If the information sought is publicly available, no FOIA Exemptions apply. Inner
City Press/Cmty. on the Move v. Bd. of Governors of the Fed. Reserve Sys., 463 F.3d 239,
244 (2d Cir. 2006). Examples of Guidant’s compliance policy numbers, the IRO name and

report, and the reportable event summaries, attached as exhibits to Docket Number 67, have

.
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been publicly available without formal objection from Guidant or HHS, e.g. viaa motion to
seal, since July. Moreover, Guidant attached unredacted versions of withheld information
to its moving papers here. Thus, any Exemption claimed as to these documents and similar
data has been waived. See, Part C, supra.

Further, Exemption b(4) protects only information such as the type and volume of
sales, actual costs, profits margins and the like, unannounced and future products,
proprietary technical information, pricing strategy, distributor information, and raw
research data. Citizens Comm'n, 1993 WL 1610471, at *9-10; Heeney v. FDA, 7 F. App'x
770, 771 (9th Cir. 2001). General information regarding publicly held corporation's
management structure, financial and production capabilities, corporate history and
employees, most of which would be found in corporation's annual report and SEC filings, is
readily available to any stockholder interested in obtaining such information. SMS, 1989
WL 201031, at *4. Likewise, Guidant’s annual reports are not confidential or privileged
because they are regularly produced to the public. See, e.g., http://www.secinfo.com,
Guidant (available for free).

In addition, medical device manufacturers compete on a variety of factors including
product design and development: corporate structure and strategies in implementing
compliance with FDA regulations are not likely to substantially aid competitors. This is
particularly true given that “compliance policies are highly customized and are tailored to a
company’s specific business activities, organizational structure, and other needs.” Motion
at 14. Indeed, neither HHS nor Guidant allege that competitors would restructure their
companies, let alone their compliance programs, upon learning of Guidant’s internal
compliance policies. Instead, it is apparent that competitors would have nothing to gain
from Guidant’s compliance programs. Further, Guidant provides training seminars to
openly encourage competitors to follow its compliance program. Decl. 421 Exh. N
(presentation by Guidant’s Chief Compliance Officer, Kathy Lundberg, and Johnson &

Johnson’s VP Health Care Compliance, Louise Mehrotra, entitled “A Primer on
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Compliance Programs for Pharmaceutical and Medical Device Companies,” dated June 6,
2005). This evidence demonstrates that it is only Plaintiff that HHS and Guidant seek to

keep information from because they are concerned about public scrutiny.

F. PLAINTIFF HAS NO OBLIGATION TO RETURN ANY DOCUMENTS
PRODUCED BY HHS.

Guidant and HHS “implore” the Court to compel the return of documents by
claiming that they were “inadvertently” produced. A “majority of federal courts . . . have
adopted a five-factor test to determine whether an inadvertent production actually
occurred.” Flores v. Albertson's, Inc., No. 01-0515, 2004 WL 3639290 (C.D. Cal. April 9,
2004) (compelling return of 38 inadvertently produced income documents, which raised .
defendant’s concerns about multiple social security number use by plaintiffs); Bagley v.
TRW, Inc., 204 F.R.D. 170, 177 (C.D. Cal. 2001); Hartford Fire Ins. Co. v. Garvey, 109
F.R.D. 323, 332 (N.D. Cal. 1985). Those five factors are: (1) the reasonableness of the
precautions to prevent inadvertent disclosure; (2) the time taken to rectify the error; (3) the
scope of the discovery; (4) the extent of the disclosure; and (5) the overriding issue of
fairness to the disclosing party. Flores, 2004 WL 3639290, at *1, *5. Neither Guidant nor
HHS provides an explanation of why these documents are privileged or legal precedent
requiring us to return the documents.

Here, the facts overwhelmingly demonstrate that the documents were not
“inadvertently” produced; rather, HHS regrets producing them. First, HHS used a “FOIA
Specialist” to review the documents prior to production. The mere fact that the reviewer’s
title is “specialist” demonstrates the degree of expertise that individual possessed when he
or she reviewed the documents to prevent inadvertent disclosure. Second, no one raised
concerns of inadvertent production until July 2007, well over a year after HHS’ initial
production in March 2006. Third, no one disputes that the documents are directly
responsive to Plaintiff’'s FOIA request. Fourth, the contested documents bear non-

confidential information and the only declaration from any Guidant employee stating the
_19-
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documents were private, not meant for public dissemination, or could somehow assist
Guidant’s competitors was received in connection with this summary judgment motion.
But, the conclusory statements in Eckert’s Declaration fail to explain why disclosure would
harm Guidant. Fifth, neither HHS nor Guidant explains how disclosure prejudices either
party. Guidant has not set forth any reason why the documents are privileged until this
summary judgment motion. Importantly, Guidant has not alleged that the documents at
issue have not been produced in other lawsuits (such as the MDL and state court
proceedings in Minnesota). In fact, Guidant promised to identify the specific documents
that were supposedly inadvertently produced, but never did. Decl. 926, Exh. S.
Accordingly, the documents are not “inadvertently” produced, as defined by the California
federal courts.

Instead, the surrounding circumstances indicate the specific intent on the part of
HHS to consent to the disclosure of the information. Notably, Plaintiff was first alerted to
an alleged “inadvertent” production by Guidant, not the source of the production: HHS.
Neither Guidant nor HHS ever moved to seal the exhibits filed with the Court (see, e.g.,
Dkt. No. 67), or provided Plaintiff with a stipulation to seal the documents. Because the
documents were filed with the Court, they are instantly available to anyone with access to
PACER and are also available to the general public through a court records request. But,
these documents have been readily available to the public, without formal objection, since
July. See Dkt. No. 67; Decl. §17-18. HHS cannot back-pedal now and claim that certain
previously disclosed documents (or portions thereof) are now exempted and therefore were
inadvertently produced.

The case State Compensation Insurance Fund v. WPS, Inc. does not apply to the
circumstances here. The controlling rule of law issued by that decision was that an attorney
must return documents that are obviously privileged and unintended for disclosure. That is
not the case here. Decl. 428, 930, Exhs. U, W; see also Complaint at §12 (“On March 31,

2006 . . . Plaintiff received an “interim response” containing 859 pages of documents, with

- 20
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non-sequential Bates Number and approximately 250 unnumbered pages. The documents
were neither indexed nor organized in any recognizable fashion™) (emphasis added). Based
on the fact that certain information HHS withheld is publicly available, or could be found
unredacted elsewhere in the “corrected” production, Plaintiff believed in good faith that
HHS’ production was sloppy, but not unintentional. Plaintiff therefore has no duty to return

any documents.

G. THE COURT SHOULD REVIEW THE RESPONSIVE DOCUMENTS IN
CAMERA TO UNEARTH HHS’ WRONGFUL WITHHOLDINGS.

An in camera inspection is necessary and appropriate (1) where affidavits are not
sufficiently detailed, (2) where the plaintiff alleges waiver of exemptions, or (3) to verify
the agency’s withholdings. 5 U.S.C. §552(a)(4)(B); Nowak v. U.S., No. 98-56656, 2000
WL 60067, at *2 (9th Cir. Jan. 21, 2000) (finding in camera review unnecessary where
affidavits were sufficiently detailed); Pub. Citizen v. U.S. Dep't of State, 787 F. Supp. 12,
13 (D.D.C. 1992) (finding exemptions properly invoked after reviewing records in camera),
aff'd, 11 F.3d 198 (D.C. Cir. 1993); see, e.g., Lion Raisins Inc., 354 F.3d 1072, 1082 (9th
Cir. 2004) (acknowledging that "[u]nder certain limited circumstances, we have endorsed
the use of in camera review of government affidavits as the basis for FOIA decisions");
Nat'l Wildlife Fed'n v. U.S. Forest Serv., 861 F.2d 1114, 1116 (9th Cir. 1988) ("[W]here a
trial court properly reviewed contested documents in camera, an adequate factual basis for
the decision exists."); Judicial Watch, Inc. v. Dep't of the Army, 402 F. Supp. 2d 241, 249 &
n.6 (D.D.C. 2005) (ordering in camera inspection to review accuracy of agency's
descriptions of withheld information after inadvertent disclosure revealed discrepancies and
inaccuracies in Vaughn Index).

Plaintiff showed that HHS’ affidavit lacks the requisite detail and HHS and Guidant
waived all éxemptions. See, Parts A.1-2, supra. Thus, an in camera review is critical to
verify HHS® remaining claims of exemption. This is particularly true where the total

number of documents is relatively small. Here, HHS claims a universe of 4,563 pages (two
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bankers boxes) was reviewed, of which 3,265 pages are either entirely or partially withheld.
Decl. 13, Exh. I. Accordingly, the Court should review the withheld information, in
conjunction with the CIA, Felony Plea Bargain, and the allegedly “inadvertent” information
attached as Exhibits to Docket Number 67. Upon review, the Court will likely determine

the remaining information HHS withholds is not exempt.

H. THE COURT SHOULD SANCTION HHS AND GUIDANT FOR BRINGING
THIS MOTION AND SUPPORTING AFFIDAVITS IN BAD FAITH.

Where affidavits are presented in bad faith, the court shall order the party employing
them to pay to the other party the amount of the reasonable expenses which the filing of the
affidavits caused the other party to incur, including reasonable attorney's fees, and any
offending party or attorney may be adjudged guilty of contempt. Fed. R. Civ. Proc. 56(g).

Here, where so much of the information Plaintiff seeks is publicly available, or the
potential FOIA protections have been waived, HHS’ and Guidant’s assertions to the
contrary are wholly inappropriate. HHS’ sole affidavit fails to meet a single element of
HHS’ burden on summary judgment: personal knowledge of the documents themselves and
the detailed reasons why certain information was exempted from disclosure. Accordingly,

the Court should sanction HHS and Guidant.

V. CONCLUSION
For the foregoing reasons, Plaintiff respectfully requests that this Court DENY
summary judgment and further rule that Plaintiff has no obligation to return any documents.
In addition, the Court should GRANT Plaintiff’s request for sanctions due to the
egregiously inaccurate and baseless statements in HHS® and Guidant’s affidavits filed in
support of summary judgment.

DATED: November 21, 2007. HERSH & HERSH
A Professional Corporation

By
—JEANETTE HAGGAS
Attorneys for Plaintiffs
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APD AE 09266

M DUMFOR Commander, Task Foree Protector, Bagran Airfield, Alghanistan, APO
AR 09354

SUBJECT: 7 Junuary Detuines Review Board (DRB) Recommendation for Contined
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UNCLASSIFIED/TOUG-
DEPARTMENT OF DEFENSE
DEPUTY COMMANDER ~ DETAINEE OPERATIONS
US FORCES AFGHANISTAN
JOINT TASK FORCE 435
APD AE 093586
ROFLY TO
HTIEWIION OF
JTF-435-1.0

FEB 15

MEMORANDUM FOR Commander, Task Foree Protector, Bagram Airfield, Afghanistan, APO
AR 08354

SUBJECT: 20 January 2010 Detainee Review Board (DRB) Recommendation for Continned
Internment Approval for ISN 4037

1. 1reviewed the findings and recommendation of the DRB conducted on 20 January 2010
coneerning the internment of Detainee ISN 4037, After consideration, the DRB’s
recommendation that I8N 4037 continue 1o be detained at the Detention Facility in Parwan is
approved.

2. Further, the DRB’s recommendation that 1SN 4037 not be assessed a5 an Enduring Security
Threat is approved.

USEA20b (e

3. The pointof contact for this memorandum is CAPT il

| Director of Lé_gal
Operations, JTF 435, at DSN

Brigadier General, 1.8, Army
Deputy Commander

UNCLASSIFIEDIPOUQ.
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