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COMPLAINT COUNSEL’S MOTION FOR PROTECTIVE ORDER

Pursuant to RULE OF PRACTICE 3.22, Complaint Counsel moves for a Protective Order to
limit the scope of Respondents’ subpoenas duces tecum to two of Complaint Counsel’s testifying
experts; deny improper discovery demanded in 22 separate subpoenas duces tecum sent to Third
Parties across the nation; and limit the scope of Respondent Dennis Gay’s “Notice of Videotape
Depositions” sent to 4 other Third Parties to protect these parties from annoyance, oppression,
- undue burden and expense. Respondents’ subpoenas or notices are overbroad, unduly
burdensome, harassing, seek information that is not reasonably expected to yield information
relevant to this matter, and seek to gain expért testimony improperly. An Order limiting the

séope of Respondents’ sﬁbpoenas and depositions is appropriate.



' BACKGROUND

The Complaint in this matter alleges, ‘inter alia, that Basic Research and other related
companies and individuals (collectively, “Respondents”) marketed certain dietary supplements
with unsubstantiated claims for fat loss and weight loss, and falsely represented that some of
these products were clinically proven to be effective, in violation of Sections 5(a) and 12 of the
FTC Act, 15 U.S.C. §§ 45 and 52.

The Scheduling Order in this matter set January 10, 2005, as the deadline for conducting
all depositions, so the parties are preparing to depose witnesses while negotiating ﬁumerous
outstanding discovery issues. In addition, the Scheduling Order set November 8, 2004, as the
deadline for issuing subpoenas duces tecum. -

Complaint Counsel has conferred with Respondents in an attempt tb resolve the issues
relating to the scope of these subpoenas discussed in this Motion. .Although we were able to
come to an agreement regarding two other testifying experts’ subpoenas, Respondents declined
to limit the two scientific substantiation experts’ subpoenas duces tecum to areas of inquiry that
the parties mutually agree are relevant and not unduly burdensome. Respondents further
declined to withdraw their subpoenas to the 22 Third Parties, claiming that the inquiries are
relevant to impeach one of Complaint Counsel’s Expert Witnesses-, Dr. Steven Heymsfield,
regarding the use of double-blind clinical trials. As .discussed below, the subpoenas seek
documents that are completely outsidé the scope of the issues in this case. Finally, Respondents
declined to limit the Notice of Videotape Depositions to the remaining 4 Third Parties to factual
inquiry, as opposed to expert opinion. Respondents’ positions necessitated the filing of the

present Motion.



DISCUSSION
L Scope of Discovery

“Parties may obtaiﬁ discovery to the extent that it may be reasonably expected to yield
information relevant to the allegations of the compliant, to the proposed relief, or to the defenses
of any respondent.” RULE OF PRACTICE 3.3 1(c)(1); see FTC v. Anderson, 631 F.2d 741, 745
(D.C. Cir. 197 9). The Admiﬁistrative Law Judge has the authority to quash or limit any
subpoena that is unduly burdensome. See RULE OF PRACTICE 3.31(c)(1)(i) and (iii) (use of
subpoena and other discovery methods “shall be limited by the Administrative Law Judge” where
the “discovery sought is unreasonably cumulative or duplicative, or obtainable from some other
source that is more convenient, less burdensome, or less expensiv;. . .; the burden and expense of
the proposed discovery outweigh its likely benefit””); RULE OF PRACTICE 3.31 (c)(2).(authorizing
Administrative Law Judge to “enter a protective order denying or limiting discovery. . .”).
Moreover, the ALJ has the power to deny discovery or modify a subpoené and limit the scope of
permissible discovery “which justice requires to protect a party or other person from annoyance,
embarrassment, oppression or undue burden or expense. . .” RULE OF PRACTICE 3.31(d)(1).

RULE 3.31(c)(4)(A) provides for discévery of an expert who is to testify at the trial. A
party can require one who intends to use the expert to state the substance of the testimony that the
expert is expected to give. The court may order further discovery, and has ample power to
regulate its timing and scope and prevent abuse. “All data, documents, or information considered
by a testifying expert witness in forming the opinions to be proffered in a case is discoverable.”

Dura Lube Corp., No. 9292, 1999 F.T.C. Lexis 254 at *6 (Dec. 15, 1999)' citing Fed. R. Civ. P.

' Copies of all unpublished materials are attached as Exhibit A in alphabetical order.
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26(a)(2)(B); 16 C.F.R. § 3.31(c)(4)(B); Thompson Med. Co., 101 F.T.C. 385, 388 (1983). “Full
disclosure of the basis of an expert opinion ensures the independence of the expert's
conclusions.” Dura Lube at *6. The RULES OF PRACTICE and this Court’s Scheduling Order
require that for each expert expected to testify at trial, the parties must exchange all documents
reviewed, consulted, of examined by the expert in connection with forming his or her opinion on
the subject on which he or she is expected to testify, regardless of the source of the document or
whether a document was originally generatéd in another investigation or litigation. Id. at * 6-7.
The scope of discovery is not limited to documents relied on by the expert in'support of his or her
opinions, but also extends to documents considered but rejected by the testifying expert in
‘reaching those opinions. /d. at *7. An expert’s prior opinions oﬁ :he same subject matter may
also be relevant to probe whether the expert has taken inconsistent positions. However, while a
testifying expert’s testimony from prior investigations or litigations must be produced, the
documents “underlying” such testimony are not discoverable in subsequent litigation, “unless
such documents were also relied upon or reviewed by a testifying expert in formulating an
opinion in this case.” Id. at *9. In addition, only those reports and documents prepared by any
non-testifying experts which were relied upon or reviewed by a testifying expert in forming
opinions in the instant case are discoverable Id.

In addition, under RULE 3.31(c)(4)(B), the Administrative} Law Judge can order discovery
of facts or opinions held by non-testifying or consulting experts who had 1t.)egen retained by the
opposing party in ahticipation of litigation only upon a showing of exceptional circumstances.
The party seeking discovery from a non-testifying expert faces a heavy burden. See Order
Denying Basic Research’s Motion to Compel at 2 (Nov. 4, 2004); Hoover v. Dep't. of Interior,

611 F.2d 1132, 1142 n.13 (5™ Cir. 1980).



II. Respondents’ Subpoenas to Drs. Eckel and Heymsfield are Overbroad, Unduly
Burdensome, and Seek Information Not Relevant to this Matter

After the close of business on November 8, 2004,? Respondents untimely served
Complaint Counsel via email with copies of subpoenas duces tecum directed to two testifying
scientific substantiation experts retained by Complaint Counsel, Dr. Steven B. Heymsfield, M.D.,
Execuﬁve Director of Clinical Sciences at Merck & Co., and Dr. Robert'Eckel, M.D., a Professor
at the University of Colorado and the President-elect of the American Heart Association.’
Respondents’ subpoenas consist of 22 identical specifications (and Heymsfield has 2 additional
specifications), not including the 38 sub-specifications contained therein, which are designated
by lower-case letters. -

Complaint Counsel does not object to Specifications 1-7, and 20-22, which seek proper
discovery, including a copy of the expert’s file, correspondence with the FTC or any other
individual relating to this case, all reports and drafts of reports prepared by the expert in
connection with this case, all documents reviewed and all materials consulted or relied upon in
forming any opinion in connection with this case, all documents which the FTC provided to the
expert and all documents which the expert provided to the FTC, in connection with this case, and
all notes of any meetings or telephone conversations with the FTC in connection with this matter.

These specifications all properly demand documents which were prepared or used and relied

upon by the experts in this case.

2 This service was at 5:19 p.m. and therefore pursuant to the Scheduling Order, past the
November 8™ 5:00 p.m. deadline for issuing written discovery requests not related to issues of
authenticity and admissibility of exhibits. See Scheduling Order atp. 1, 3.

* Respondents’ subpoenas duces tecum to our testifying experts are attached hereto as
Exhibits B and C, respectively.
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However, the remaining specifications, 8419 and 23, are overbroad, unduly burdensome,
seek information not reasonably expected to yield information relevant to this case, and seek
materials that are outside of those relied upon by these experts in forming their opinions in this
case. Accordingly, Complaint Counsel request that the Administrative Law Judge limit the scope
6f the subpoenas by striking these specifications.

A. Specifications Demanding a Library of Testifying Experts’ Written Work

Specifications 8,*9,° 10, and 117 seek an overly broad range of documents and
information which is readily discoverable by a reading of the experts’ curriculum vitae (CV). On
October 6, 2004, Complaint Counsel turned over our list of testifying experts, along with copies
of their CVs. Dr. Eckel’s CV includes a list of 94 speaking/panic-i{pant events dating back to

1980, 136 publications, 18 letters and editorials, 32 chapters and books/reviews, and 183

* Specification 8 seeks, “all documents that you have ever authored or contributed to
regarding: a) obesity; b) weight loss; c) fat loss; d) the Federal Trade Commission; €) clinical
trial protocol or procedures; f) the definition of ‘competent and reliable scientific evidence’; g)
Federal Trade Commission advertising rules and regulations; h) dietary supplements; i) weight

loss or fat loss advertising.”

> Specification 9 seeks, “all documents relating to lectures, speeches or testimony that you
have ever given regarding: a) obesity; b) weight loss; c) fat loss; d) the Federal Trade
Commission; ¢) clinical trial protocol or procedures; f) the definition of ‘competent and reliable
scientific evidence’; g) Federal Trade Commission advertising rules and regulations; h) dietary
supplements; i) weight loss or fat loss advertising.”

¢ Specification 10 seeks, “all documents relating to medical or clinical studies or tests that
you have conducted or contributed to or participated relating to or involving: a) obesity; b)
weight loss; c) fat loss; d) dietary supplements.”

7 Specification 11 seeks, “all patents and patent applications (whether or not published or
pending review by the United States Patent and Trademark Office) in which you are named as an
inventor or patent owner or assignee of any invention relating to: a) obesity; b) weight loss; c) fat
loss; d) dietary supplements.”
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abstracts. Dr. Heymsfield’s CVs includes a list of 312 original peer-reviewed articles, a number
of articles in the Press, articles submitted, case reports, and reviews submitted in press, 110 book
chapters/reviews, 4 books, 29 editorials/letters/book reviews, and patents.

Respondents requests seek an unlimited number of documents on unrelated matters
involving different issues. Complaint Counsel have no objection to production of the documents
that specifically relate to this case. Indeed, Complaint Counsel have turned all known materials
requested in Specifications 1-7 and 20-22. That type of discovery is contemplated by the RULES
and is clearly relevant. In addition, The RULES require Complaint Counsel to provide a “list of
all publications authored by the witness within the preceding 10 years.” RULE OF PRACTICE
3.31(b)(3). Complaint Counsel have complied with this rule and have gone further by providing
each expert’s CV which lists publications dating back further than 10 years. Nothing in the
RULES requires that the experts provide copies of all of their publications.

Complaint Counsel have retained experts to address whether scientific support exists to
substantiate the specific efficacy and establishment claims challeﬁged in the Complaint given
Respondents’ specific products and their corresponding ingredients, dosage, composition and
application. Respondents’ subpoenas are so overbroad that they encompass thousands of pages
of mateﬁals that do nof relate to the issues or the claims and products challenged in this case.
For ekample, Respondents are seeking all documents the experts have ever authored regarding
nine broad areas. Documents that would be responsive to this subpoena would include, for
example, documents regarding Dr. Eckel’s participation in numerous articles and clinical studies
relating to the study of metabolism and relationships between obesity, insulin and diabetes. Such

studies and articles are not relevant to the purpose for which Dr. Eckel has been designated as an
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expert. Moreover, the specifications seek “all documents” relating to lectures, speechés or
testimony he has provided, “all documents” the expert has ever authored, and “all documents
relating to” any clinical study the expert has ever been involved in regarding a) obesity, b) weight
loss; ¢) fat loss, d) clinical trial protocol, and €) dietary supplements.® To the extent any
documents are within the scope of expert discovery prescribed within the RULES OF PRACTICE
and this Court’s Scheduling Order, they have been produced. But Respondents’ specifications
far exceed the allowable scope of discovery. They specifically ask for all underlying documents,
a request clearly beyond the permissible scope of discovery. Compare Dura Lube at *9 (in order
to discover whether an expert has taken a prior inconsistent position, prior testimony must be
produced, however the documents “underlying” the testimony are not discoverable in subsequent
litigation, “unless such documents were also relied upon or reviewed by a testifying expert in
formulating an opinion in this case”)

Further, the Respondents are asking the expei’ts to produce virtually théir entire lives’
work. Dr. Eckel’s CV alone lists over 200 publications, and Dr. Heymsfield’s CV lists over 400
publications. It is clear that many of the documents they seck are publicly available, and
therefore equally available to all parties and méy no longer be readily available to the experts
without going to the same sources that Respondents would go to. The CVs already provide a list
for Respondents. To require the experts, who are extremely busy with various professional

obligations, to search for and produce every document relating to all of these broad areas in

¥ Specifications 8 and 9 further seek all documents relating to the FTC and advertising
law. These requests exceed the scope of Dr. Eckel and Heymsfield’s expertise and hence are not
relevant. Similarly seeking any patent information (specification 11) is not relevant to their
expert opinions.
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which these experts have spent numerous years of their lives studying and working, would be an
arduous process; to say the least, and unduly burdensome.

These discovery requests are not tailored to discover information that is reasonably
expected to yield information relevant to the allegations of the complaint, to the proposed relief,
or to the defenses of any Respondent. If Respondents wish to conduct such a fishing expedition,
they should be prepared to expend their own time and resources, and not demand those of Third
Parties, specifically our testifying experté, who are also medical doctors.

B. Specification Demanding Legal Documents

Specification 12° seeks information that is beyond the scoiae_. of discovery. Here,
Respondents demand all documents relating to civil or criminal lawsuits in which the experts
were named as a party. The RULES require that Complaint Counsel provide “a listing of any
other cases in which the witness hask testiﬁed‘as an expert at-trial or by deposition within the
proceeding four years.” Complaint Counsel have complied with this reqﬁirement and will
continue to supplement as more facts become available. Howeve}, Respondents’ specification
seeks documents not simply relating to the expertise of these Witnesses; apparently, they are also
seeking documents with which to impeach their credibility. Respondents are on a harassing
fishing expedition to obtain anything to personally attack these expert witnesses, even separate
and apart from their professional experience and opinions. This type of information can be
obtained within reasonable limits by questioning the witnesses during their depositions. In fact,

under the Federal Rules of Evidence, specific instances of conduct for the purpose of attacking

? Specification 12 seeks “all documents relating to lawsuits, whether criminal or civil, in
which you were named as a party.”
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the witnesses’ credibility, other than the conviction of certain crimes, may not be proved by
extrinsic evidence. FED. R. EVID. 608(b). Respondents are simply not entitled to demand that
the expert witnesses provide personal documentation regarding any civil or criminal lawsuits in
which the experts were a party as opposed to testifying as an eicpert witness in their professional
capacity. There is no provision in the RULES that would call for providing such information to
Respondents and Respondents cannot show that such discovery would be feasonably expected to
yield information relevant to the allegations of the complaint, to the proposed relief, or to the
defenses of any Respondent, much less that demanding such information is not unfairly
prejudicial or harassing. '

C. Speciﬁcations Relating to Other Work and Cbl;pensation

Specifications 10, and 13-19' all demand documents relating to other work the experts

'If Respondents’ counsel wishes to impeach our testifying experts by raising questions
concerning their capacity for truthful testimony, as in the hypothetical case of damaging
transcripts from divorce proceedings, then at the very least, Respondents should embark on their
own safari, instead of demanding that others perform the work of the expedition. There are
limits to admissible evidence. Unless there is evidence referring to character for truthfulness or
untruthfulness, such evidence would be inadmissible under FED. R. BVID. 608(a) and likely
unfairly prejudicial under FED. R. EVID. 403.

' See Footnote 6 for details of Specification 10.

2 Specification 13 seeks, “all documents pertaining to work that you have performed for
any company that manufactures, markets or sells pharmaceuticals or dietary supplements relating
to: a) obesity; b) weight loss; c) fat loss.” Specification 14 seeks, “all documents relating to
weight loss or fat loss advertisements that you have authored, reviewed or approved relating to
any weight loss or fat loss product.” Specification 15 seeks, “all documents relating to requests
for approval that you have made to the FDA, FTC or any other regulatory body, either on behalf
of yourself or some other third party, relating to advertising or package labeling claims that you
sought to make in relation to any weight loss or fat loss product.” Specification 16 seeks, “all
documents relating to efforts by you, either on your own behalf, or on behalf of any other third
party or parties, to justify or substantiate advertising claims made in relation to any weight loss or
fat loss product including but not limited to pharmaceutical products or dietary supplements.”
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pérformed either for other companies or for other government agencies in the broad areas in
which make up their expertise, and thus, their entire professional careers. Respondents here are
seeking documents that, once again, are so overreaching as to encompass areas which have no
relaﬁonship to the issues in this case. These specifications are not tailored to the specific subject
matter of the experts’ testimony in thjs case. A search for all of these documents which span the
careers of these experts would be an arduous and overly burdensome task.

The RULES require that Complaint Counsel provide “a listing of any other cases in which
the witness has testified as an expert at trial or by deposition within the proceeding four years.”
The Scheduling Order goes further and provides that Complaint Counsel provide a list of “all
prior cases in which the expert has testified or has been deposedl”—{ Scheduling Order at 5.
Complaint Counsel have complied with this requirement and will continue to supplement as
more facts become available. While testimony in the possession of Complaint Counsel or the
expert, including deposition testimony, from prior investigations or litigation must be produced,
the documents underlying such testimony are not discoverable in this subsequent litigation,
unless such documents were also relied upon or reviewed by a testifying expert in formulating an
opinion in this case. See Dura Lube at *9. Nevertheless, the documents that Respondents are

seeking through these overbroad subpoenas, are far beyond that required by either the RULES or

Specification 17 seeks, “all documents pertaining to work that you have performed for the
Federal Trade Commission, The Food and Drug Administration or any other federal agency,
whether as an expert, consultant or in any other capacity, relating to: a) obesity; b) weight loss; c)
fat loss; d) the Federal Trade Commission; €) clinical trial protocol or procedures; f) the
definition of ‘competent and reliable scientific evidence’; g) Federal Trade Commission
advertising rules and regulations; h) dietary supplements; i) weight loss or fat loss advertising.”
Specification 18 seeks, “all scientific and/or medical testing protocols you have authored.”
Specification 19 seeks, “all scientific and/or medical testing protocols on which you have
provided comments, including your comments.”
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the Scheduling Order. Respondents will have the opportunity to question, within reaéonable
limits, these experts at depositions in this matter. However, demanding documents on matters
that have no bearing on their opinions formed in this case, under these circumstances, with these
particular products is an unreasonable and unduly Burdensome task. There is no pfovision in the
RULES that would call for providing such documentation to Respondents and Respondents
cannot show that such discovery would be reasonably expected to yield information relevant to
the allegations of the complaint, to the proposed relief, or to the defenses of any respondent.

D. Specifications Relating to Other Products Not Made by Respondents or

Challenged in the Complaint are Not Relevant and Unduly Burdensome

The subpoena duces tecum for Dr. Heymsfield includes two extra specifications'® which
seek all records and documents reflecting side effects experiencétf and comments about side
effects éxperienced By subjects in control or placebo groups during a specific study titled,
“Weight Control and Risk Factor Reduction in Obese Subjects Treated for 2 Years with Orlistat:
A Randomized Controlled Trial.” This is a study in which Dr. Heymsfield is listed as an author,
along with 10 other doctors. These specifications call for documents that discuss side effects of

Orlistat, a drug that is not at issue in this case, nor do any of the challenged products in this case

contain any of the same active ingredients. Moreover, the side effects of a drug are only relevant

1 Specification 23 seeks “all records and documents of whatever kind reflecting side
effects experienced by subjects in control or placebo groups during the study titled Weight
Control and Risk Factor Reduction in Obese Subjects Treated for 2 Years with Orlistat: A
Randomized Controlled Trial . . . You may provide redacted records or documents redacting
1dentifying information concerning the test subjects including but not limited to name, address,
- telephone number, social security number or similar.” Specification 24 seeks “all records and
documents of whatever kind reflecting comments by subjects concerning or related to any side
effects experienced by subjects in control or placebo groups during the study titled Weight
Control and Risk Factor Reduction in Obese Subjects Treated for 2 Years with Orlistat: A
Randomized Controlled Trial . . .”
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| when discussing safety claims. The C‘omplaint in this case does not allége any issues with regard

to the safety of the challenged products, rather the allegations concern the efficacy of these
j)roducts with respect to the claims made in the Respondents’ promotional niaterials. Therefore,
the specifications relating to side effects of participants in an unrelated study, having nothing to
do with the issues in this case are completely irrelevant and certainly not reasonably calculated to
yield information relevant to the allegations of the complaint, to the proposed relief, or to the
defenses of any respondent.

| Respondents claim that such documents are relevant for the purposes of impeaching Dr.
Heyrﬁsﬁeld’s testimony regarding the issue of double-blind clinical trials. This purpose is not
facially,evident from the specifications themselves, and the langu;ge,of the specifications is
broad enough to allow the Respondents to ask any question on side effects or safety. Moreover,
compelling the expert to produce all documents relating to the study exceeds the scope of
discovery for impeachment purposes. See Dura Lube at *9. Respondénts could not offer such
documents into evidence in order to impeach Dr. Heymsfield’s te:etimony because such
documents would be extrinsic evidence and not admissible. See FED. R. EVID. 608(b); United
States v. Boykoff, 67 Fed. Appx. 15,2003 U.S. App. LEXIS 9808 (2d Cir. 2003). Even without
the documents, Respondents will have the opportunity to ask questions within reasonable limits
ata déposition for impeachment purposes. Accordingly, a protective order is appropriate
because the "burden . . . of the proposed discovery outweigh its likely benefit." 16 C.F.R. §

3.31(c)(1)(iii); see also 16 C.F.R. § 3.31(d).
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III.  Respondents’ Subpoenas to the 22 Third Parties are Overbroad, Unduly |
Burdensome, Harassing, and Seek Information Not Reasonably Expected to Yield
Information Relevant to this Matter
A. Respondents’ Overfeaching and Irrelevant Specifications
On November 9, 2004, after the general deadline for issuance of written discovery

requests, Respondents served Complaint Counsel with emailed copies of 22 different subpoenas

duces tecum that it issued to doctors, scientists, and custodi‘ans of records for various laboratories
and research clinics who participated in one of two specified research studies regarding weight
loss.!* The letter attached to each of these subpoenas indicates that the subpoenas were sent on

November 8, 2004 via First Claés Mail.” Respondents’ subpoenzis directed to 18 of the 22 Third

Parties seek all documents regarding side effects experienced by subjects during a study titled,

“Weight Control and Risk Factor Reduction iﬁ Obese Subjects Treated for 2 Years with Orlistat:

A Randomized Controlled Trial.”'® These specifications contain identical wording to

Specifications 23 and 24 of Dr. Heymsfield’s subpoena duces tecum as described above. This

weight loss study involved a drug called Orlistat, which Respondents have never marketed or

sold. Respondents’ subpoenas directed to the remaining 4 Third Parties seek documents

regarding side effects experienced by subjects during a different Weight loss study entitled, “A

- ' Respondents’ cover letters and the first page of the subpoenas duces tecum to the 22
Third Parties are attached hereto as Exhibits D.

5 These 22 subpoenas were sent along with a letter dated November 8, 2004, from a law
firm called Manatt, Phelps &Phillips, LLP, and an attorney, Barrie Berman VanBrackle, that
purportedly represents Respondents. Neither the attorney in question, nor the law firm, have
filed a Notice of Appearance in this action.

16 An example of the complete “Orlistat” study subpoena is attached at Exhibit E.
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randomized double-blind placebo-controlled clinical trial of a product containing ephedrine,
caffeine, and other ingredients from herbal sources for treatment of overweight and obesity in the
absence of lifestyle treatment.”"”
B. A Protective Order is Appropriate

These specifications all seek documents reflecting the side effects of either Orlistat, a
drug which does not involve any ingredients similar to the challenged products and which is not
even relevant to the proceedings in this case, or a different ephedra/ caffeine product than that
challenged in the Comp?aint in this case. As discussed above, the issue of side effects of a
particular product is only relevant when discussing safety claims. The Complaint in this case
does challenge any safety claims; rat'hel.r the allegations concern whether the Respondents
disseminated false and misleading advertising with respect to the efficacy claims made in the
Respondents’ promotional materials. Therefore, any documents relating to side effects of
participants in an unrelated study,® having nothing to do with the issues in this case are
completely irrelevant and certainly not reasonably calculated to y{eldvinformation relevant to the
allegations of the complaint, to the proposed relief, or to the defenses of any respondent. As such
these requests exceed the scope of expert discovery. See Dura Lube at *6-9. Respondents’
foray into this area appears calculated to obtain evidence relevant to other proceedings, not this

‘matter.

17 An examplé of the complete “ephedrine” study subpoena is attached at Exhibit F.

'® The ephedra/caffeine study was not submitted by Respondents as part of their
substantiation for the claims made in their promotional materials.
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As discussed above, Respondents are apparently seeking discovery from these 22
individuals and entities in order to gather cross-examination impeachment material to use against
Complaint Counsel’s expert, Dr. Heymsfield, who paﬂicipated in the Orlistat study. This is a
harassing technique in which Respondents are attempting to use the subpoena power of this
process to conduct onerous discovery upon Dr. Heymsfield’s colleagues. Discovery should be
granted “when the court is persuaded that the party seeking discovery is not abusing the
procedure and the information sought would prove helpful in providing for a full and fair
adjudication.” Thompson Medical Co., 101 F.T.C. 386 (Mar. 11, 1983) (citations omitted).
These 22 subpoenas seek information unrelated to the allegations in the Complaint, the proposed
relief, or the defenses of Respondents and hence are create an afdﬁous, and harassing task for
Third Parties who are not connected to this case. The discovery sought here is unreasonable,
overly burdensome, and any tangential relation to impeachment of one of Complaint Counsel’s
expert witnesses is outweighed. Accordingly, justice requires that the Administrative Law Judge
exercise his power to deny the discovery sought by these subpoeﬁas to protect these 22 Third
Parties from annoyance, embarrassment, oppression or undue burden or expense. See RULE OF
PracTICE 3.31(d)(1).

C. Respondents’ Subpoenas Duces Tecum are Untimely

The Scheduling Order in this matter set November 8, 2004, as the deadline for issuing
subpoenas duces tecum. The Scheduling Ordér further provides that the parties are required to
“serve upon one another, at the time éf issuance, copies of all subpoenas duces tecum . ..”
Scheduling Order at 5. On November 9, 2004, Respondents sent to Complaint Counsel via

electronic mail copies of the 22 subpoenas duces tecum that they issued to the 22 Third Parties.
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The letter attached to each of these subpoenas asserts that the subpoenas were placed in the mail
on November 8, 2004. At least two of the Third Parties notified Complaint Counsel that they
received the subpoenas on November 15, 2004 (seven days later), and as of November 16, 2004,
one of the Third Parties notified Complaint Counsel that it had not yet received the subpoena. In
light of the date of service on Complaint Counsel and the fact that the Third Parties received the
subpoenas significantly after the Scheduling Order’s issuance deadline, it is questionable
whether Respondents indeed issued the subpoenas before the cloée of business on November 8,
2004 as required and hence the Court should deem these subpoenas invalid. |

V. Respondents’ Subpoenas Ad Testificandum to the 4 Remaining Third Parties

Should be Limited to Factual Inquiries and Should Prghibit Expert Opinion

Inquiry ‘ -

On November 10, 2004, Respondent Gay issued a “Notice of Videotape Deposition” for
the following individuals and entities: George Bray, Frank Greenway, Dermtech International,
Edward G. Fey, Dr. Bruce Frome, Ken Shirley, and Paul Lehman." These individuals and entity
either participated in, or have a relation to, studies submitted by Respondents as substantiation
for the challenged products. Respondent listed the first 5 parties in its Preliminary Witness List

as individuals or representatives “to testify as to the scientific support for the products and claims

" Greenway and Bray are individuals who conducted the studies regarding the challenged
aminophylline gels; Frome is a lawyer and doctor who is mentioned in advertisements for the
aminophylline gel products; Fey is a medical doctor whose name appeared in advertisements for
some of the challenged products; Dermtech is the company that conducted the “cadaver studies”
for the aminophylline gels; Lehman is an officer with Dermtech who conducted and approved the
“cadaver studies”; and Shirley is president of BPI Labs, which formulated the aminophylline
gels.
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identified in the Complaint.”?

None were listed as exper’; witnesses. In fact, Respondents have
listed only Respondent Daniel Mowrey as their testifying expert regarding the scientific
substantiation. The remaining two individuals, Shirley and Lehman, were not listed in either
party’s Preliminary Witness List or Expert Witness list and Respondent has not supplemented
their witness list to include them. The deadline imposed in the Scheduling Order for listing
expert witnesses has passed (October 13, 2004). During discussions with Respondents’ counsel,
Respondents agreed to withdraw the notices for Bray, Greenway, and Frome because Complaint
Counsel presently does not intend to call them as witnesses at the proceeding in this case.
However, Respondents continue to refuse to withdraw the remaining 4 Notices.?! Accordingly,
Complaint Counsel seek an order limiting the depositions of thés; 4 Third Parties to factual
inquiries relating to their own personal knowledge of | factual information relating to this case,

_ and prohibiting any expert opinion relating to the issues in this case.

Both Fey and Dermtech are listed in Complaint Counsel’s Preliminary Witness List as
parties who may be called “to testify as to the mngredients or attril;utes of the products identified
in the Complaint. The testimony as listed, is limited to a factual inquiry within the party’s
personal knowledge. On the other hand, Respondents listed these Third Parties in their

Preliminary Witness List as parties who may be called to “testify as to the scientific support for

the products and claims identified in the Complaint.” This type of testimony specifically calls for

20 In its Preliminary Witness List, Complaint Counsel listed 5 of these 7 parties as
individuals or entities “to testify as to the ingredients or attributes of the products identified in the
Complaint.”

2! Respondents’ Notice of Videotape Depositions to the remaining 4 Third Parties are
attached hereto as Exhibit G.
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‘scientific expert opinion as to the competence and reliability of the substantiation provided by
Respondents for their claims made in their promotional materials. This type of expert witness
must be indicated as per the Court’s Scheduling Order and as per the RULES OF PRACTICE. If
Respondents are seeking to use these individuals for expert opinion testimony, they were
required to identify the individuals, prepare and provide expert reports, and provide all other
information required by the RULES. See Scheduling Order, at 1- 2, 5-6; RULES OF PRACTICE
3.31(b)(3). The Scheduling Order specifically provides that “fact witnesses shall not be allowed
to provide expert opinions.” Scheduling Order at 6.

Respbndents’ Expert Witness List only indicates one individual to testify as to the
scientific substantiation - - Respondent Daniel Mowrey. Therefor—é, fact wifnesses, such as Fey,
Lehman, and Shirley cannot be called upon to provide expert opinion. It appears that instead of
hiring an independent expert witness to opine on the substantiation submitted by Respondents,
Respondents are attempting to obtain expert opinion testimony through the back door by
deposing individuals involved in conducting the studies and promoting the aminophylline gels.
Although Complaint Counsel have no objection to Respondents’ right to depose witnesses listed
on its Preliminary Witness List to gain discovery on facts within their personal knowledge, the
contents of the subpoena suggest that the true purposes for these depositions is to gain expert
testimony. For example, on the “List of Areas of Inquiry” specified on Dermtech’s subpbena,
aside from the factual areas listed, Respondents list “the results” of the studies and “the
conclusions” of the studies. See Exhibit G at 4. In these areas, Respondents can only be seeking
an expex‘t;s opinion. Respondents did not list the areas of inquiry for the remaining individuals,

however, it is clear that they are seeking similar testimony which would likely call for expert
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opinion.

Because none of these witnesses are listed on either Respondents or Complaint Counsel’s
e);{pert witness list, Complaint Counsel seek a mling to limit any deposition testimony to factual
inquiries into areas within the witness’ personal knowledge. This will protect the integrity of the
discovery process and prevent any further abuse here by Respondents.

In addition, the Scheduling Order provides that “the prelifninary and final witness lists
shall represent counsels’ good faith designation of all potential witnesses who counsel reasonably
expect may be called in their case-in-chief. Parties shall notify the opposing party promptly of
changes in witness lists to facilitate completion of discovery within the dates of the scﬁeduling
order.” Scheduling Order at 5. Respondents failed to amend their preliminary witness list, nor
did they notify Complaint Counsel of their intent to call Shirley and Lehman as witnesses.
Instead, Respondénts waited until the close of written discovery t(; send notices to Complaint
Counsel that they wish to depose these Third Parties. Based on their failure to comply with the
Administrative Law Judge’s Scheduling Order, both Lehman and Shirley should be stricken as

witnesses to be deposed by Respondents.
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CONCLUSION
Respondents’ abusive discovery tactics are unreasonable and inconsistent with the i{ULEs
OF PRACTICE and the Scheduling Order in this case. These overreaching, harassing, and overly
burdensome subpoenas seek documents that are not likely to yield information relevant to the
allegations of the complaint, to the proposed relief, or to the defenses of any respondent.
Respondents further seek to gain improper exi)ert opinion from fact witnesses during the noticed
depositions. For the reasons set forth above, and in the interest of judicial efficiency and

economy, this Court should limit and deny Respondents’ invalid and improper discovery.

Respectfully submitted,

Laureen Kapin (202) 326-3237
Joshua S. Millard (202) 326-2454
Robin M. Richardson (202) 326-2798

Laura Schneider (202) 326-2604

Division of Enforcement
Bureau of Consumer Protection
Federal Trade Commission

600 Pennsylvania Avenue, N.W.
Washington, D.C. 20580

Dated: November 18, 2004
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CERTIFICATE OF SERVICE

I hereby certify that.on this 18th day of November, 2004, I caused Complaint Counsel's Motion
for a Protective Order to be served and filed as follows:

1 the original, two (2) paper copies filed by hand delivery
and one (1) electronic copy via email to:
Donald S. Clark, Secretary
Federal Trade Commission
600 Penn. Ave., NNW., Room H-159
Washington, D.C. 20580

2 two (2) paper copies served by hand delivery to:
The Honorable Stephen J. McGuire
Administrative Law Judge
600 Penn. Ave., NW., Room H-~113
Washington, D.C. 20580

3 one (1) electronic copy via email and one (1) paper copy
by first class mail to the following persons:

Stephen E. Nagin

Nagin Gallop Figuerdo P.A.
3225 Aviation Ave.

Miami, FL 33133-4741
(305) 854-5353

(305) 854-5351 (fax)
snagin@ngf-law.com

For Respondents

Richard D. Burbidge
Burbridge & Mitchell

215 S. State St., Suite 920

Salt Lake City, UT 84111

(801) 355-6677

(801) 355-2341 (fax)
rburbidge@burbidgeandmitchell.com

. For Respondent Gay

Jeffrey D. Feldman
FeldmanGale

201 S. Biscayne Blvd., 19" FL.
Miami, FI. 33131-4332

(305) 358-5001

(305) 358-3309 (fax)
JFeldman@FeldmanGale.com
For Respondents

Basic Research, LLC,

A.G. Waterhouse, LLC,
Klein-Becker USA, LLC,
Nutrasport, LLC, Sovage
Dermalogic Laboratories,
LLC, and BAN, LLC

Mitchell K. Friedlander
5742 West Harold Gatty Dr.
Salt Lake City, UT 84116
(801) 517-7000

(801) 517-7108 (fax)
Respondent Pro Se

mkf555@msn.com

' -{Ronald F. Price

Peters Scofield Price

310 Broadway Centre

111 East Broadway

Salt Lake City, UT 84111
(801) 322-2002

(801) 322-2003 (fax)

tf splawvers.com

For Respondent Mowrey

COMPLAINT COUNSEL
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

BASIC RESEARCH, LIC
A.G. WATERHOUSE, LLC
KLEIN-BECKER USA, LLC
NUTRASPORT, LLC , . |
SOVAGE DERMALOGIC LABORATORIES, LLC
BAN, LLC d/b/a BASIC RESEARCH, LLC

OLD BASIC RESEARCH, LLC,

BASIC RESEARCH, A.G. WATERHOUSE,

KLEIN-BECKER USA, NUTRA SPORT, and’

SOVAGE DERMALOGIC LABORATORIES
DENNIS GAY
DANIEL B. MOWREY d/b/a AMERICAN

PHYTOTHERAPY RESEARCH LAB ORATORY, and

MITCHELL K. FRIEDLANDER,
Respondents.

A

N N N Nt N e S

Docket No. 9318

ORDER DENYING BASIC RESEARCH’S MOTION TO COMPEL

L

On September 10, 2004, Respondent Basic Research, L.L.C. (“Respondent”) fileda

1002

motion to compel (“Motion™). On September 16, 2004, Respondent filed a Notice'6f Correction

withdrawing one section of its Motion. On September 23, 2004, Complaint Counse] filed an

unopposed motion for extension of time to file its opposition seeking an extension from
September 27, 2004 to Octcber 4, 2004. On October 4, 2004, Complaint Counse] ﬁlgd its

opposition to the Motion (“Opposition™).

Complaint Counsel’s motion for an extension is GRANTED. Upon consideration of the

briefs and attachments, and for the reasons set forth below, Respondent’s motion to compel is

DENIED.
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~ Respondent seeks an order compelling Complaint Counsel to provide more complete
answers to Respondent’s First Set of Interrogatories. Motion at 1. Respondent identifies six
interrogatories that it contends have not been answered completely and argues that Complaint
Counsel’s general objections are insufficient. Motion at 5-15. Complaint Counsel contends that
it fully responded to each of the interrogatories and that Respondent has failed to demonstrate the
circumstances necessary to breach the various privileges asserted. Opposition at 7-22.

I
A.

Discovery sought in a proceeding before the Commission must be “reasonably expected
to yield information relevant to the allegations of the complaint, to the proposed relief, or to the
defense of any respondent.” 16 C.F.R. § 3.3 1(c)(1); see FTC'v. Anderson, 631 F.2d 741, 745
(D.C. Cir. 1979). However, discovery may be limited if the discoyery sought is unreasonably
cumulative or duplicative or is obtainable from some other source that is more convenient, less
burdensome or less expensive, or if the burden and expense of the proposed discovery outweigh
its likely benefit. 16 C.F.R. § 3.31(c)(1). Further, the Administrative Law T udge may limit
discovery to preserve privileges. 16 C.FR. § 3.3 1(c)(2). The privileges regarding non-testifying
experts, work product, and deliberative process are raised by Complaint Counsel.

Commission Rule 3.31(c)(4)(ii) provides that a party may discover facts known or .
opinions held by an expert who is not expected to be called as a witness “upon a showing of
exceptional circumnstances under which it is impracticable for the party seeking discovery to
obtam facts or opinions on the same subject by other means.” 16 C.F.R. § 3.31(c)(4)(ii). The
party seeking discovery from a non-testifying retained expert faces a heavy burden. Hoover v.
Dep'’t of Interior, 611 F.2d 1132, 1142 n.13 (5th Cir. 1980). Mere assertion that exceptional
circumnstances exist, without providing any facts in support of this contention, is not sufficient to
.compel the disclosure of nondiscoverable documents. Martin v. Valley Nat'l Bank of Arizona,
1992 U.S. Dist. LEXIS 11571, *13 (S.D.N.Y. 1992).

The well recognized rule of Hickman v. Taylor, 329 U.S. 495, 510 (1947), protects the
work product of lawyers from discovery unless a substantial showing of necessity or justification
is made. Under the Commission’s rules, work product is discoverable “only upon a showing that
the party secking discovery has substantial need of the materials in the preparation of its case and
that the party is imable without undue hardship to obtain the substantial equivalent of the '
materials by other means.” 16 CFR. § 3.31(c)(3). Work product that reveals attorney client -
communications or the attorneys’ mental processes in evaluating the communications “cannot be
disclosed simply on a showing of substantial need and inability to obtain the equivalent without
undue hardship.” Upjohn Co. v. United States, 449 U.S. 383, 401 (1981).
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The deliberative process privilege protects communications that are part of the decision-
making process of a governmental agency. NLRB v. Sears, Roebuck & Co., 421 U.S. 132, 150-
152 (1975). This privilege permits the government to withhold documents that reflect advisory
opinions, recommendations, and deliberations comprising part of a process by which government
decisions and policiés are formulated. FTCv. Warner Communications, Inc., 742 F.2d 1156,
1161 (9th Cir. 1984). Assertion of the deliberative process privileges requires: (1) a formal
claim of privilege by the head of the department having control over the requested information;
(2) assertion of the privilege based on actual personal consideration by that official; and (3) a
detailed specification of the information for which the privilege is claimed, with an explanation
why it properly falls within the scope of the privilege. Hoechst Marion Roussel, 2000 FTC
LEXIS 134, at *9; Landry v. FDIC, 204 F.3d 1125, 1135 (D.C. Cir. 2000). The deliberative
process privilege is a qualified privilege and can be overcome where there is a sufficient showing
of need. In re Sealed Case, 121 F.3d 729, 737 (D.C. Cir. 1997); U.S. v. Farley, 11 F.3d 1385,
1386 (7th Cir. 1993). -

B.

Interrogatory 1(b) seeks information regarding “who interpreted the [pJromotional

- [m]aterial in question” and interrogatory 1(c) seeks information regarding “all extrinsic evidence.
. - - that was relied upon in determining what representations were conveyed.” Motion at 5.
Complaint Counsel argues that these persons fall within the deliberative process, non-testifying
expert, and work product privileges, and that testifying experts will be identified as provided in
the Scheduling Order. Opposition at 9-10. Respondent has not identified any basis to overcome:
the privileges claimed to this overly broad interro gatory. Moreover, use of an interrogatory to
undermine the schedule established for the production of expert reports is not appropriate.

Interrogatory 1(d) seeks information regarding the substantiation that Complaint Counsel
contends Respondents needed to have a reasonable basis for their representations. Motion at 6-7.
Complaint Counsel contends that it answered this question by outlining specific sources of
industry guidance, including specific reference to agency statements, Commission Policy
Statements, caselaw and other information, including prior orders. Opposition at 11. Complaint
Counsel further argues that the interrogatory requires speculation and that Complaint Counsel
properly objected, asserting privilege with respect to information involving non-testifying
experts, deliberative process, and work product. Id. Upon review of Complaint Counsel’s
Answer it is clear that Complaint Counsel provided an adequate response to the question asked.
Complaint Counsel will not be required to provide a more speculative response.

Interrogatory 1(e) seeks information regarding the basis of Complaint Counsel’s
contention that Respondents did not have a reasonable basis to substantiate their representations.
- Motion at 8. Corplaint Counsel does not respond to this allegation in their Opposition.
However, it is presumed that Complaint Counsel intended its general objections and arguments
raised regarding similar interrogatories to apply to this interrogatory. In addition, in reviewing
Complaint Counsel’s response to this'interrogatory, Complaint Counsel raises the objections that

3
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the interrogatory seeks information prepared in anticipation of litigation; protected by the
deliberative process privilege; protected by the non-testifying witness privilege; and that expert
witness materials would be provided at the appropriate time. Opposition, Attachment A at 6. In
addition, Complaint Counsel responds that “the evidence submitted by Respondents does not
amount to competent and reliable scientific evidence . . . .” Jd. Respondent has not identified
any basis to overcome the privileges claimed to this overly broad interrogatory. Moreover, use of
an interrogatory to undermine the schedule established for the production of expert reports is not
appropriate,

Interrogatory 2 seeks information regarding Complaint Counsel’s analysis of the -
substantiation provided by Respondent. Motion at 9. Complaint Counsel argues that this
question seeks the identity and opinions rendered by non-testifying experts; seeks prematurely
the identity and opinions of expert witnesses; seeks information prepared in anticipation of
litigation and attorney work product; seeks information protected by the deliberative process
privilege; and is unduly burdensome. Opposition at 14. Complaint Counsel represents that
Respondent provided over 284 different studies, analyses, and tests for the ephedra products
alone. Id. Respondent has not identified any basis to overcome the privileges claimed to this
overly broad interrogatory. Moreover, use of an interrogatory to undermine the schedule
established for the production of expert reports is not appropriate.

Interrogatory 3 seeks identification of all market research or other evidence that is
potentially relevant to determining consumer perceptions of Respondent’s advertising. Motion at
10. Complaint Counsel responds that this interrogatory calls for expert opinions; that
information telated to testifying experts will be disclosed as required under the scheduling order;
and that Complaint Counsel is not aware of any market research at this time. Thus, it appears
that Complaint Counsel has provided a full and complete response.to this interrogatory.
Respondent has not identified any basis to ovéercome the privileges claimed to this overly broad
interrogatory. Moreover, use of an interrogatory to undermine the schedule established for the
production of expert reports is not appropriate, ‘

Interrogatory 4 seeks the Commission’s definition of the terms: visibly obvious, rapid,
substantial, and canses. Motion at 11. Complaint Counsel argues that Respondents are
presumed to understand the meaning of the words used in their advertising; additional
information will be provided when expert discovery is provided; and the more than twe single-
spaces pages of responses to the interrogatory are sufficient. Reviewing Complaint Counsel’s
response along with their objections, it is clear that Complaint Counsel provided a sufficient
response, including general objections, general comments, and over a single-spaced page
providing facts regarding these four terms. See Opposition, Attachment A at 9.

Interrogatory 5 secks information about materials provided to persons unaffiliated with
the Commission, including information provided to the United States House of Representatives.
Motion 4t 13. Complaint Counsel answered the interrogatory,-disclosing that copies of the
advertisements and Livier study were disclosed but not provided to the minority and majority
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counsel of the United States House of Representatives Committee on Energy and Commerce
Subcommittee on Oversight and Investigations. Motion at 13-14; Opposition at 18. Respondent
argues that the response is incomplete because it fails to “identify the persons™ to whom such
information was provided. Motion at 14. This argument is without merit — the persons to whom
the material was disclosed have been provided.

Interrogatory 6 seeks information regarding why the Complaint was not filed prior to June
16, 2004. Motion at 14. Complaint Counsel argues that this information is not relevant to the
allegations of the Complaint, to the proposed relief, or to the defenses of any respondent,
Respondent’s defense regarding delay has been stricken and the. interrogatory is not relevant to
any pending issues in the case. Moreover, the issue to be tried is whether Respondent
disseminated false and misleading advertising, not the Commission’s decision to file the
Complaint. Boise Cascade Corp. v. FTC, 498 F. Supp. 772-(D. Del. 1980); In re Exxon Corp.,
1981 FTC LEXIS 113 (Jan. 19, 1981). ' :

IV,

For the above-stated reasons, Respondent’s motion to cdﬁpel is DENIED.

AStephen J. McGuire
Chief Administrative Law Judge

ORDERED:

Date: November 4, 2004
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UNITED STATES OF AMERICA, Appellee, - v - FRANKLIN BOYKOFF,
Defendant-Appellant.

No. 02-1435

UNITED STATES COURT OF APPEALS FOR THE SECOND CIRCUIT

67 Fed. Appx. 15; 2003 U.S. App. LEXIS 9808; 2003-1 U.S. Tax Cas. (CCH)
P50,495; 91 A.F.T.R.2d (RIA) 2322

May 21, 2003, Decided

NOTICE: [**1] RULES OF THE SECOND CIRCUIT
COURT OF APPEALS MAY LIMIT CITATION TO
UNPUBLISHED OPINIONS. PLEASE REFER TO
THE RULES OF THE, UNITED STATES COURT OF
APPEALS FOR THIS CIRCUIT.

PRIOR HISTORY: Appeal from the United States
District Court for the Southern District of New York
(Colleen McMabhon, Judge). United States v. Boykoff,
186 F. Supp. 2d 347, 2002 U.S. Dist. LEXIS 1445
(S.D.N.Y., 2002)

DISPOSITION: Affirmed.

LexisNexis(R) Headnotes

COUNSEL: Appearing for Appellant: KATHRYN
KENEALLY, Fulbright & Jaworski L.L.P., New York,
N.Y.

Appearing for Appellee: BARBARA GUSS, Assistant
United States Attorney (James B. Comey, United States
Attorney for the Southern District of New York, Meir
Feder, Gary Stein, Assistant United States Attorneys, of
counsel), New York, N.Y.

JUDGES: PRESENT: HON. FRED I. PARKER, HON.
ROBERT D. SACK, Circuit Judges. *

* The Honorable Guido Calabresi of the United
States Court of Appeals for the Second Circuit,
who was originally a member of the panel,
recused himself prior to oral argument. The
appeal is being decided by the remaining two

members of the panel, who are in agreement. See
2d Cir. R. § 0.14(b); Murray v. NBC, 35 F.3d 45,
46-48 (2d Cir. 1994), cert. denied, 513 U.S. 1082,
130 L. Ed. 2d 637, 115 S. Ct. 734 (1995).

OPINION:
[*16] SUMMARY ORDER

UPON DUE CONSIDERATION, IT IS HEREBY
ORDERED, ADJUDGED, AND DECREED that the
judgment of [**2] the district court be, and it hereby is,
affirmed.

Defendant-appellant Franklin Boykoff appeals from
a July 19, 2002, judgment after a jury trial, convicting
him on fifteen counts of tax fraud and related offenses
under 18 U.S.C. § 371 (conspiracy to defraud the United
States), 26 U.S.C. § § 720! (income tax evasion),
7206(1) (subscribing false returns), 7206(2) (aiding the
preparation of false returns), 72/2(a) (interfering with the
administration of the Internal Révenue Code), and
acquitting him on the remaining eight counts of aiding
the preparation of false returns under 26 U.S.C. §
7206(2). Boykoff was sentenced to fifty-seven months'
imprisonment, three years' supervised release, a $ 75,000
fine, prosecution costs of $ 28,610.79, a $ 950 special
assessment, and restitution to the Internal Revenue
Service ("IRS") of $ 290,219. Boykoff makes numerous
arguments of trial and sentencing errors, all of which are
without merit.
[*17] The Exclusion of the Expert Psychiatric
Testimony

Boykoff argues that the district court erred by
excluding expert psychiatric testimony diagnosing him
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with bipolar disorder and attention [**3) deficit disorder.
Boykoff wanted to offer the testimony to show that he
was disorganized, unfocused, and often late, consistent
with his argument that any errors in the relevant tax
returns were due to carelessness, not willfulness.

The district court excluded Zonana's testimony for
two reasons. See United States v. Boykoff, 186 F. Supp.
2d 347, 348-50 (S.D.N.Y. 2002) ("Boykoff III"). First,
the court found that Boykoff failed to demonstrate an
adequate link between the proffered testimony and the
specific intent of the crimes under Fed. R. Evid. 702.
Second, the court concluded that the evidence would be
more misleading to the jury than probative under Fed. R.
Evid. 403.

We review decisions concerning expert testimony
for abuse of discretion, according "broad discretion" to
the district court in deciding whether to admit or exclude
expert testimony. United States v. Onunomu, 967 F.2d
782, 787 (2d Cir. 1992) (internal quotation marks
.omitted). We also review evidentiary rulings for harmless
error. United States v. Diallo, 40 F.3d 32, 35 (2d Cir.
1994). .

In this case, we need not reach the question of
whether the district court [**4] abused its broad
discretion by excluding the evidence under Rules 702
and 403 because we conclude that the error, if any, was
harmless. A jury could not reasonably have found that the
excluded expert testimony negated the specific intent of
willfulness. As the district court found, the evidence of
willfulness was overwhelming. Numerous witnesses --
including Boykoff's longtime business partner, his
clients, the investigating IRS agent -- gave testimony
indicating that Boykoff committed substantial numbers of
willful acts over an extended period of time. In addition,
the expert expressly asserted that he had not consulted
the relevant tax returns and therefore could not link the
errors in the returns to Boykoff's medical condition.
Moreover, Boykoff failed to identify particular errors in
the tax returns that suggest transposed numbers or
random, careless mistakes -- the kind of errors that could
be caused by his attention-deficit disorder or bipolar
disorder. Rather, the errors comprise additions of "round
numbers” such as $ 10,000 and $ 50,000. Finally, we do
not think that a jury would be persuaded that the asserted
mental conditions could have been the cause of errors
that only [**5] benefitted Boykoff and his clients. We
therefore conclude with "fair assurance, after pondering
all that happened without stripping the erroneous action
from the whole, that the judgment was not substantially
swayed by the error,” if any error was committed. See
Kotteakos v. United States, 328 U.S. 750, 765, 90 L. Ed.
1557,66 S. Ct. 1239 (19406).

The Appearance of Bias

The defendant argues that the district court gave the
appearance of improper bias under United States v.
Edwardo-Franco, 885 F.2d 1002 (2d Cir. 1989). The
district judge noted at several points that her family
experience with attention-deficit disorder informed her
view that attention-deficit disorder would not prevent
someone from forming criminal intent. While those
comments arguably may have been relevant to the
question of the district court's ability dispassionately to
decide the admissibility of Dr. Zonana's testimony, we do
not reach the question of its admissibility, for the reasons
discussed above. The comments do not otherwise bear on
the court's fairness and impartiality. This case is very
different from, and therefore [*18] not controlled by,
Edwardo-Franco, where [**6] the court expressly
disparaged people of the defendants' nationality,
Colombian. Id. at 1005. By contrast, the district court's
comments in this case did not indicate bias against any
group of which Boykoff is a member.

The Admission of IRS Agent Dennehy's Testimony.

Boykoff argues that the district court erred by
permitting the expert testimony of IRS Agent Dennehy,
who testified about his analysis of the defendant's
improper reporting of certain personal expenses as
business expenses. Boykoff contends that the agent's
testimony was improperly admitted as summary, rather
than substantiated, evidence under United States v.
Greenberg, 280 F.2d 472, 476-77 (Ist Cir. 1960)
("Greenberg I"), and United States v. Greenberg, 295
F.2d 903, 908-09 (1st Cir. 1961) ("Greenberg II"). But
the crux of the First Circuit's decision in the Greenberg
cases was that the agent's testimony was impermissibly
based on hearsay. See Greenberg 1I, 295 F.2d at 908.
This case does not present a similar hearsay problem.
Boykoff's argument under the Greenberg cases therefore
fails. -

Boykoff also contends that Agent Dennehy's [**7]
testimony improperly shifted the burden of proof to
Boykoff, effectively converting his criminal prosecution
into a civil tax audit. But Agent Dennehy was not the
trier of fact, and the district court- made clear to the jury
that Agent Dennehy was testifying only about his
opinion, that the jury was responsible for deciding
whether each item was a proper business deduction, and
that this criminal prosecution differed from a civil audit
in that the government was required to prove the
defendant's guilt beyond a reasonable doubt and the
defendant was not required to prove anything. Moreover,
as the court pointed out in the jury charge, the
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government was not required to prove beyond a
reasonable doubt "each and every item that it claims was
income to Franklin Boykoff" or "the exact amount of the
tax deficiency”; rather, the government needed only to

~"prove[] beyond a reasonable doubt that there was a
substantial tax deficiency." (Tr. of Proceedings before
Hon. Colleen McMahon in the United States District
Court for the Southern District of New York, on Jan. 27 -
Feb. 8, 2002, at 1802. ("Tr.").) In sum, the district court
did not abuse its "broad discretion,” Onunomu, 967 F.2d
at 787, [**8] by admitting Agent Dennehy's expert
testimony.

The Jury Charge: Burden-shifting

The defendant also argues that the district court
impermissibly shifted the burden of proof to the
defendant by stating in the jury charge that taxpayers are
legally required to keep records documenting the
information shown on their tax returns. The defendant
did not object to this aspect of the charge at trial, so we
review it for plain error, that is, for "(1) error, (2) that is
plain, and (3) that affects substantial rights." Johnson v.
United States, 520 U.S. 461, 467, 137 L. Ed. 2d 718, 117
S. Cr. 1544 (1997) (internal punctuation omitted). If
those three conditions are met, we may exercise our
discretion to notice a forfeited error, "but only if (4) the
error seriously affects the fairness, integrity, or public
reputation of judicial proceedings.” Id. (internal
punctuation omitted).

It appears that there is no error here, much less a
plain one. The court correctly stated the law. See 26
C.F.R. § 1.600I-1. And the defendant has pointed to no
binding authority holding that it is error to refer to these
requirements in a criminal tax case. [**9] The defendant
merely cites a First Circuit case that observes in a
footnote that evidence that a defendant failed to file a
return was improperly admitted, [¥19] because there
was no evidence that the particular defendant even owed
a tax. See Greenberg 1, 280 F.2d at 474 n.2. In addition,
the Supreme Court precedent relied on by Greenberg 1,
Spies v. United States, 317 U.S. 492, 87 L. Ed. 418, 63 S.

Ct. 364 (1943), did not hold that a jury may not draw

inferences from a taxpayer's failure to file a return or pay
a tax; Spies held only that the combined failure to pay
and failure to file are not sufficient to prove criminal tax
evasion. See Spies, 317 U.S. at 500. Thus, in the case at
bar, even if there was error in the district court's
instruction about the record-keeping requirements of the
Internal Revenue Code -- which seems. very unlikely --
that error was not plain.

Moreover, immediately after instructing the jury
about the record-keeping requirements, the court

explained the burden of proof in a criminal case and
distinguished this criminal case from a civil audit. Even if
the record-keeping instruction was mistaken, then,
[¥*10] any prejudice engendered by it was minimal.

The Jury Charge: The Explanation of an Accountable
Plan

Boykoff argues that the court misstated a specific
matter of tax law in the charge to the jury: whether an
employee's expenses, when paid directly by the
employer, count as income to the employee.

We review jury charges de novo. United States v.
Dyer, 922 F.2d 105, 107 (2d Cir. 1990). When reviewing
a jury instruction, we consider the disputed charge
"within the context of the district court's charges in their
entirety." United States v. Feliciano, 223 F.3d 102, 120
(2d Cir. 2000), cert. denied, 532 U.S. 943, 149 L. Ed. 2d
348, 121 8. Ct. 1406 (2001) (citing United States v.
Caban, 173 F.3d 89, 94 (2d Cir.), cert. denied, 528 U.S.
872, 145 L. Ed. 2d 147, 120 S. Ct. 174 (1999)). "An
appellant bears the burden of showing that the requested
instruction accurately represented the law in every
respect and that, viewing as a whole the charge actually
given, he was prejudiced." United States v. Abelis, 146
F.3d 73, 82 (2d Cir. 1998) (internal quotation marks
omitted), cert. denied, 525 U.S. 1147, 143 L. Ed. 2d 51,
119 8. Ct. 1044 (1999). [**11]

In this case, the district court gave the parties a copy
of the jury charge in advance and gave the parties an
opportunity to challenge any aspect of it on the morning
of its delivery. In the original charge distributed to the
parties for review, the district court made two separate
statements about the tax status of business expenses -- in
one part explaining that direct payment of expenses by an
employer counts as income to the employee, and in
another part explaining that, in certain circumstances,
reimbursement of business expensgs by an employer
constitutes an "accountable plan” under which the
expenses do not count as income to the employee. For the
purposes of this discussion, we accept that the charge, as
written, was misleading. See 26 U.S.C. § 62(a); 26
C.F.R. § 162-2(c); 1 Boris I Bittker & Lawrence
Lokken, Federal Taxation of Income, Estates and Gifts P
2.1.3 (3d ed. 1999). :

Although we review jury instructions de novo, Dyer,
922 F.2d at 107, "no party may assign as error any
portion of the charge or omission therefrom unless that
party objects thereto before the jury retires to consider its
verdict, [**12] stating distinctly the matter to which that
party objects and the grounds of the objection.” United
States v. Crowley, 318 F.3d 401, 412 (2d Cir. 2003)
(quoting Fed. R. Crim. P. 30). Despite having been given
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a printed copy of the charge the day before and being
present when the government proposed a modification to
precisely the paragraph defense counsel later challenged,
defense [*20] counsel did not object to the charge
before it was delivered to the jury. Although defense
counsel objected before the jury began deliberating, he
did not "distinctly" state "the grounds of the objection."
Crowley, 318 F.3d at 412. When the court asked defense
counsel to "show me something” to support defense
counsel's claim about the law of direct payments, defense
counsel failed to do so. (Tr. at 1842.) The judge cannot
be expected to correct an instruction when the objecting
party fails to explain or to offer support for his objection.
Cf. United States v. Phillips, 522 F.2d 388, 390-91 (8th
Cir. 1975) (rejecting the defendant's argument that "he
complied with Rule 30 by tendering to the trial court the
standard cautionary informer instruction . . . and [**13]
stating that he had no objection to the court's chosen
instruction 'other than' that the defendant's requested
charge 'better state(s) the law as regards to credibility of
witnesses in this case™ (footnote omitted)). Since the
defendant failed to comply with the requirements of Rule
30, we review for plain error only. See Crowley, 318
F.3d at 414. '

The error, if any, was not plain. The defendant does
not argue on appeal that the jury instruction was
erroneous; he argues only that "the tax law is not as
absolute as the trial court set out." Appellant's Br. at 38.
Defense counsel's proposed alternative instruction was
"just a simple statement that 'T instructed you that a direct
payment by the employer of an expense is income to the
employee. That's incorrect. It's not income." (Tr. at
1841.) If the problem with the court's charge is that it was
too absolute, as the defendant argues on appeal, then the
defendant’'s proposed jury instruction also did not
"accurately represent[] the law in every respect." Abelis,
146 F.3d ar 82. Not only did defense counsel fail to
distinguish the "expenses" in his charge as business
expenses, defense counsel also [**14] represented the
relevant tax law as absolute by asking the court to say
that its prior instruction was "incorrect” and to assert the
direct opposite. (Tr. at 1841.)

Finally, the prejudice, if any, was minimal. The key
question before the jury was whether the relevant
expenses were business expenses rather than personal
expenses. Because the jury clearly found that the relevant
expenses were for personal matters, whether or not the
defendant properly declined to report them as income
under an accountable plan does not bear upon his
conviction for misrepresenting personal expenses as
business expenses.

Denial of Discovery of the IRS Agent's Report

The defendant argues that he was entitled to
discovery of the IRS Special Agent's Report (the
"Report") on all of his clients' returns under Brady v.
Maryland, 373 U.S. 83, 10 L. Ed. 2d 215, 83 S. Ct. 1194
(1963), and United States v. Sternstein, 596 F.2d 528 (2d
Cir. 1979) ("Sternstein I"), because the Report would
help him show that any errors in the few clients' returns at
issue in the indictment were careless. The district court
considered this argument and rejected it in two written
decisions. [**15] United States v. Boykoff, No. 01 Cr.
493 (S.D.N.Y. Dec. 7, 2001) ("Boykoff I"); United
States v. Boykoff, No. 01 Cr. 493 (S.D.N.Y. Dec. 12,
2001) ("Boykoff IT").

"The management of discovery lies within the sound
discretion of the district court, and the court's rulings on
discovery will not be overturned on appeal absent an
abuse of discretion." Grady v. Affiliated Cent., Inc., 130
F.3d 553, 561 (2d Cir. 1997), cert. denied, 525 U.S. 936,
142 L. Ed. 2d-288, 119 S. Ct. 349 (1998). Moreover,
"evidence of noncriminal conduct to negate the [*21]
inference of criminal conduct is generally irrelevant."
United States v. Grimm, 568 F.2d 1136, 1138 (5th Cir.
1978). And the defendant acknowledged to the district
court that the type of material he requested is generally
not discoverable in a criminal tax case.

As the defendant points out, Sternstein I carves out
an exception to this rule. 596 F.2d at 529-31. There, we
reversed a district court's decision to deny a defendant
discovery of an IRS agent's report on the defendant's
clients who were not named in the indictment. Id. ar 531.
Like Boykoff, Sternstein argued that this report [*¥16]
would show that errors were found in only a few of his
clients’ reports, thereby bolstering his argument that those
errors were careless. Id. at 529. We held that the report
was important to Sternstein's defense against the
government's claim that he falsified returns in order to
retain his clients. Id. at 530-31.

In Sternstein I, the district failed to «conduct an in
camera appraisal of the value of the evidence. Id. at 529.
Though we ordered release of the report to the defendant
on remand, the purpose of our remand was to permit the
district court to "determine whether the Special Agent's
report reveals that a substantial number of the returns
prepared by appellant which were investigated showed
no error." Id. at 531. In Boykoff's case, by contrast, the
trial court did review the Report in camera and issued a
brief written decision that the Report did not contain
exculpatory material. The court found that the Special
Agent was unable to draw final conclusions in most cases
because he lacked underlying records for many of the
taxpayers, and the court concluded that "the Special
Agent's tentative observations [**17] after looking over



Page 5

67 Fed. Appx. 15, *; 2003 U.S. App. LEXIS 9808, **;
2003-1 U.S. Tax Cas. (CCH) P50,495; 91 AF.T.R.2d (RIA) 2322

(but not auditing) other returns prepared by Mr. Boykoff
were far from exculpatory.” Boykoff II, No. 01 Cr. 493,
slip op. at 1. As we observed in Sternstein I, "the
firsthand appraisal of the trial judge is essential in
determining the materiality of withheld evidence." 596
F.2d at 531 (citing United States v. Agurs, 427 U.S. 97,
114, 49 L. Ed. 2d 342, 96 S. Ct. 2392 (1976)). Because
the district court in this case conducted the necessary
examination and found that the Report did not offer
exculpatory material, the court committed no error in
denying discovery of the Report. See Sternstein I, 596
F.2d at 531; see also United States v. Sternstein, 605
F.2d 672, 673 (2d Cir. 1979) (per curiam) ("Sternstein
II") (observing that the trial court's findings "establish
that no errors were found in only 8 of the 134 tax returns
actually audited by [the] IRS and prepared by the
appellant” so the probative value of the materials was "at
best negligible" and a new trial was not warranted).

Exclusion of Certain Testimony the Defendant Proffered
as Relevant to the Counts of Aiding and Abetting [**18]
Dr. Cimmino

The defendant argues that the district court
improperly excluded testimony by the brother of Dr.
Cimmino -- who prepared Dr. Cimmino's medical
partnership books -- that Dr. Cimmino deceptively
withheld tax-related information from Boykoff. Boykoff
wanted to -elicit from Cimmino's brother testimony that
Dr. Cimmino told his brother not to send certain annual
summaries and checks to Boykoff. The district court
permitted Boykoff to elicit testimony that Dr. Cimmino's
brother did not send the records, but excluded testimony
as to what Dr. Cimmino told his brother. '

The court rejected the evidence on two grounds.
First, the court rejected the defendant's proffer of the
testimony to impeach the credibility of Dr. Cimmino's
earlier testimony that he did not remember if [*22] he
sent the records. This decision was a straightforward
application of Rule 608(b), which prohibits the
introduction of extrinsic evidence (other than criminal
convictions) to impeach the credibility of a witness. See
Fed. R. Evid. 608(b); United States v. Moskowitz, 215
F.3d 265, 270 (2d Cir.), cert. denied, 531 U.S. 1014, 148
L. Ed. 2d 489, 121 S. Ct. 571 (2000).

Second, [**19] the court rejected as collateral the
testimony about why Cimmino's brother did not send the
records. The court determined that the only matter
relevant to whether Boykoff was deceived about Dr.
Cimmino's tax situation was whether Boykoff received
the records, not why he did or did not receive them.
Thus, the court permitted Boykoff to question Cimmino's
brother about whether he sent the records to Boykoff, but

not why. Cimmino's brother then gave inconsistent
testimony, variously asserting that he did not send the
annual statements to Boykoff and that he did not
remember if he sent them. (Tr. 1171-72.) In light of all
the evidence before the district court, particularly the -
defendant's initial proffer of the evidence for improper
impeachment purposes under Rule 608(b), we conclude
that the district court did not abuse its discretion by
excluding testimony by Dr. Cimmino's brother that Dr.
Cimmino told him not to send the disputed records. See
United States v. Pascarella, 84 F.3d 61, 70 (2d Cir.
1996).

Count Twenty-Three: Whether the Obstruction of Justice
Charge Is Time-Barred

Count twenty-three charged Boykoff with
obstructing the IRS's audit of Dr. Weiser, [**20]
Boykoff's client, by providing false expense receipts and
writing false entries in Dr. Weiser's diaries to substantiate
improper deductidns claimed on Dr. Weiser's individual
tax returns for 1990 through 1992. The defendant was
charged with obstruction of justice under 26 U.S.C. §
7212(a), for which the statute of limitations is defined by
26 U.S.C. § 6531. Section 6531 provides for a three-year
statute of limitations except in enumerated situations,
such as a conviction under section 7212(a). See 26
U.S.C. § 6531(6). The defendant argues that the six-year
statutory period applied to section 7212(a) under section

6531(6) does not apply to his offense because he was not

charged with "intimidation of officers and employees of -
the United States," as named in a parenthetical in section
6531(6). Rather, he was charged with the aspect of
section 7212(a) that covers corrupt interference with the
administration of the Internal Revenue laws, the so-called
omnibus clause of section 7212(a).

The application of a statute of limitations is a matter

~ of law that we review de novo. Corcoran v. New York

Power Authority, 202 F.3d 530, 542 (2d Cir. 1999),
[**¥21] cert. denied, 529 U.S. 1109, 146 1. Ed. 2d 794,
120 S. Ct. 1959 (2000). Courts have uniformly held that
the parenthetical in section 6531(6} is explanatory, not
limiting, and applies to all conduct under section
7212(a). See, e.g., United States v. Kassouf, 144 F.3d
952, 959 (6th Cir. 1998); United States v. Workinger, 90
F.3d 1409, 1413-14 (9th Cir. 1996); see also United
States v. Kelly, 147 F.3d 172, 177 (2d Cir. 1998)
(rejecting the defendant's argument on plain error
review). We therefore conclude that the district court
properly rejected the defendant's argument. (Tr. 1145.)

Count Twenty-Three: Admission of Statements to Agent
Monachino
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Boykoff argues that the district court erred by
denying his motion to suppress statements made by him
and Dr. Weiser during the July 13, 1995, interview of Dr.
Weiser conducted by IRS Agent Monachino. The
defendant argues that his rights were violated because
Agent Monachino [*23]
criminal investigation under the auspices of a civil audit.
Judge McMahon conducted a hearing on the matter on
the fir 21st day of trial and, in a decision dated January
23, 2002, concluded [**22] that the statements were
admissible because Agent Monachino was not acting as
an agent of the Criminal Investigation Division, see
Boykoff 111, 186 F. Supp. 2d at 352, and the statements
were obtained during a non-custodial interrogation
without threats or promises, id. at 353.

When reviewing a district court's ruling on a motion
to suppress, we review the factual findings for clear error
and the legal conclusions de novo. United States v.
Casado, 303 F.3d 440, 443 (2d Cir. 2002); United States
v. Peterson, 100 F.3d 7, 11 (2d Cir. 1996). We stated in
United States v. Squeri, 398 F.2d 785 (2d Cir. 1968),

that, "even if the IRS had contemplated criminal

proceedings against [the defendant], there would be no
merit to the claim of deception; the information that a
taxpayer's returns are under audit gives sufficient notice
of the possibility of criminal prosecution regardless of
whether the agents contemplate civil or criminal action
when they speak to him," id. at 788. See also United
States v. Kontny, 238 F.3d 815, 819-20 (7th Cir.), cert.
denied, 532 U.S. 1022, 149 L. Ed. 2d 758, 121 §. Ct.
1964 (2001). [¥*23] We conclude that the district court
committed no error by admitting the testimony of Agent
Monachino. :

Sentencing

Boykoff argues that his sentence should be vacated
because the district court erred 1) in applying an
enhancement for sophisticated concealment under
U.S.S.G. § 2T1.4(b)(2), and 2) in calculating his tax loss
for purposes of determining his base offense level.

US.S.G. § 2T1.4(b)2) provides for a 2-level
increase in the defendant's offense level if the offense of
aiding tax fraud involved sophisticated concealment. We
review de novo the district court's decision regarding the
sophisticated-concealment enhancement, giving due
deference to the district court's Guidelines application.
See United States v. Lewis, 93 F.3d 1075, 1080 (2d Cir.
1996).

At sentencing and on appeal, the government argued
that the sophisticated-concealment enhancement was

was actually conducting a -

appropriate because of Boykoff's conduct in helping a

client who was being audited to fabricate restaurant

receipts and expense journal entries, and in paying

personal expenses from business accounts and
characterizing those expenses as business expenses. In

applying ~ the  sophisticated-concealment  [*¥24]

enhancement, the district court observed that "the Weiser

scheme alone constitutes sophisticated concealment. The

fabrication of receipts and expense journals is the very -
essence of sophisticated concealment, because it relies on

Mr. Boykoff's knowledge of what the taxpayer would

need to justify the expenses." (Tr. of Proceedings before

Hon. Colleen McMahon in the United States District

Court for the Southern District of New York, on June 24,

2002, at 31.)

As we stated in Lewis,

even though this tax-evasion scheme
cannot be described as singularly or
uniquely sophisticated, it is more complex
than the routine tax-evasion case in which
a taxpayer reports false information on his
1040 form to avoid paying income taxes .
. . or asserts he paid taxes that he did not
pay . . .. Even if each step in the planned
tax evasion was simple, when viewed
together, the steps comprised a plan more
complex than merely filling out a false tax
return.

93 F.3d at 1082, 1083 (overturning a district court's
decision not to apply a sophisticated-concealment
enhancement where [*24] the defendant claimed
fraudulent deductions by writing checks to non-existent
entities drawn [*¥25] on his bank account, which were
deposited into other accounts from which the defendant
paid his personal expenses). In the case at bar, fabricating
receipts and expense journal entries involved "a plan
more complex than merely filling out a fa]se tax return.”
Id. at 1082; see also Kontny, 238 F.3d at 821. We
therefore conclude that the district court did not err in
applying the enhancement for sophisticated enhancement.

We review de novo the district court's calculation of
the "tax loss" attributable to the defendant. United States
v. Bove, 155 F.3d 44, 46-47 (2d Cir. 1998). Having
reviewed the tax-loss calculation and the defendant's
arguments challenging it, we conclude that the district
court committed no error.

For the foregoing reasons, the judgment of the
district court is hereby AFFIRMED.
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In the Matter of DURA LUBE CORPORATION, AMERICAN DIRECT MARKETING,
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Docket No. 9292
Federal Trade Commission
1999 FTC LEXIS 254

ORDER ON RESPONDENTS' MOTION TO COMPEL TESTIMONY AND
PRODUCTION OF DOCUMENTS

December 15, 1999 - =

ALJ: [*1]
D. Michael Chappell, Administrative Law Judge

ORDER:

ORDER ON RESPONDENTS' MOTION TO COMPEL TESTIMONY AND PRODUCTION OF
DOCUMENTS '

L.

On December 6, 1999, pursuant to Commission Rule 3.38(a), Respondents filed a motion for an order to compel
testimony and production of documents in unredacted form. Complaint Counsel filed its Opposition to Respondents’
Motion to Compel Testimony and Production of Documents ("Opposition") on December 14, 1999. Respondents filed a
reply in support of the motion on December 15, 1999. For the reasons set forth below, Respondents’ motion is
GRANTED in part and DENIED in part.

II.

Respondents’ motion has three objectives. First, Respondents assert that Complaint Counsel has refused to produce
reports and documents relating to Frederic Litt. Complaint Counsel had designated Litt as an expert witness in its _
preliminary witness list on August 10, 1999, but subsequently indicated that Litt would not testify as an expert witness.
Complaint Counsel has not produced an expert report for Litt. Respondents seek production of all of Complaint
Counsel's correspondence and documents relating to Litt. Second, Respondents assert that reports and written
. communications [*2] relating to FTC cases against other after-market additive manufacturers which were authored by
Norbert Nann and Lyle Bowman have been redacted to such an extent that these documents are unintelligible.
Respondents seek production of these documents in unredacted form. Third, Respondents assert that Complaint Counsel
directed its expert Nann not to answer a number of questions relating to (a) work that he did for the FTC in cases
brought against other after-market additive manufacturers, on grounds of work product privilege; (b) opinions that he
rendered on what he thought were Dura Lube documents, on grounds that the documents may have related to another
case; and (c) his employment in the additives research lab at Texaco, on grounds of a confidentiality provision in his
termination agreement with Texaco. Respondents seek an order compelling this testimony from Nann.

1.

EX
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A. Reports and documents relating to Litt

Respondents seek to compel production of reports and documents relating to Litt, first under Commission Rule
3.31(c)(4)(i) which allows "discovery of facts known and opinions held by experts . . . acquired or developed in
anticipation of litigation or for hearing{.]" [¥3] 16 C.F.R. § 3.31(c)(4)(i). Although Complaint Counsel originally listed
Litt as a testifying expert in this case, Complaint Counsel no longer intends to call Litt as an expert and Respondents
have not offered a sufficient explanation to justify continued treatment of Litt as a testifying expert. The rationale for
liberal discovery of testifying experts is to enable the opposing party to prepare an effective cross-examination. In re
Thompson Med. Co., Inc., 101 F.T.C. 385, 387 (1983). Once a party has removed an individual from the list of expert
witnesses expected to testify at trial, the rationale for compelling production of documents relied upon by that expert no
longer applies. Furniture World, Inc. v. D.A.V. Thrift Stores, Inc., 168 FR.D. 61, 63 (D.N.M. 1996); In re Shell Oil
Refinery, 132 F.R.D. 437, 440-41 (D.C. La. 1990); Mantolete v. Bolger, 96 FR.D. 179, 181 (D. Az. 1982). Because
Complaint Counsel does not intend to call Litt as an expert at trial, Litt is not treated as a testifying expert and Litt's
documents are not subject to production under Commission Rule 3.31(c)(4)(i).

Respondents next seek to compel production of reports and documents relating to Litt under Commission [*4] Rule
3.31(c)(4)(ii) which provides that a party may discover facts known or opinions held by an expert who is not expected to
" be called as a witness "upon a showing of exceptional circumstances under which it is impracticable for the party
seeking discovery to obtain facts or opinions on the same subject by other means." 16 CF.R. § 3.3 1(c)(4)(i).

The party seeking discovery from a non-testifying retained expert faces a heavy burden. Hoover v. Dep't of Interior,
611 F.2d 1132, 1142 n.13 (5th Cir. 1980); Bank Brussels Lambert v. Chase Manhattan Bank, 175 F.R.D. 34, 44
(S.D.N.Y. 1997). Mere assertion that exceptional circumstances exist, without providing any facts in support of this
contention, is not sufficient to compel the disclosure of nondiscoverable documents. Martin v. Valley Nat1 Bank of
Arizona, 1992 U.S. Dist. LEXIS 11571, *13 (S.D.N.Y. 1992). Those cases that do allow discovery from non-testifying
experts often involve information about destroyed or non-available materials or situations in which the expert might also
be viewed as a fact witness regarding material matters at issue. Wright, Miller & Marcus, Federal Practice and
Procedure: Civil 2d § 2032. The Court is not [*5] persuaded that exceptional circumstances exist which make it
impracticable for Respondents to obtain facts or opinions on the same subject. Accordingly, except as described below,
Respondents are not entitled to discovery of reports and documents relating to or prepared by Litt.

However, any documents prepared by Litt, or any other non-testifying expert, which were relied upon or reviewed
by Complaint Counsel's testifying experts in forming opinions in the instant case are discoverable, as set forth below.
United States v. City of Torrance, 163 F.R.D. 590, 593-94 (C.D. Cal. 1995); Eliasen v. Hamilton, 1986 U.S. Dist.
LEXIS 24509, *4-5 (N.D. Ill. 1986); Heitmann v. Concrete Pipe Mach., 98 F.R.D. 740, 743 (E.D. Mo. 1983). See also
Fed. R. Civ. Pro. 26(a)(2) & (4).

B. Reports and documents relating to Nann and Bowman

Respondents seek reports and written communications authored by Nann, Bowman, and Litt that relate to FTC cases
against other after-market additive manufacturers. Documents authored by Litt are governed by Rule 3. 31(c)(4)(ii), and
based on the holding above are not subject to discovery, unless they were relied upon or reviewed by Nann or Bowman
in formulating an [*6] opinion in this case.

Nann and Bowman are testifying experts. Therefore, documents authored by them are governed by Commission
Rule 3.31(c)(4)(i) which entitles parties to "discovery of facts known and opinions held by experts . . . acquired or
developed in anticipation of litigation or for hearing"” and by the Pretrial Scheduling Order entered in this case on June
10, 1999 ("Scheduling Order") which entitles parties to "documents and other written materials relied on by the expert in
his/her analysis and conclusions.” .

To clarify the law regarding disclosure of expert testimony and information, all data, documents, or information
considered by a testifying expert witness in forming the opinions to be proffered in a case is discoverable. Fed. R. Civ.
Pro. 26(a)(2)(B); 16 C.F.R. § 3.31(c)(4)(B); Thompson Med. Co., 101 F.T.C. at 388. Full disclosure of the basis of an
expert opinion ensures the independence of the expert's conclusions. FDIC v. First Heights Bank, FSB, 1998 U.S. Dist.
LEXIS 21506, *9-10 (E.D. Mich. 1998). Therefore, for each expert expected to testify at trial, the parties must exchange
all documents reviewed, consulted, or examined by the expert in connection with forming [*7] his or her opinion on the
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subject on which he or she is expected to testify, regardless of the source of the document or whether a document was
originally generated in another investigation or litigation against another after-market additive manufacturer. See Inre
Shell Oil Refinery, 1992 U.S. Dist. LEXIS 4896, *2 (E.D. La. 1992). The scope of discovery is not limited to
documents relied on by the expert in support of his or her opinions, but extends to documents considered but rejected by
the testifying expert in reaching those opinions. Torrance, 163 F.R.D. at 593-94. Any document considered by an expert
in forming an opinion, whether or not such document constitutes work product or is privileged, is discoverable.
Musselman v. Phillips, 176 F.R.D. 194, 199 (D. Md. 1997); B.C.F. Oil Refining, Inc. v. Consolidated Edison Co., 171
F.R.D. 57, 63 (S.D.N.Y. 1997); Karn v. Rand Ingersoll, 168 F.R.D. 633, 639 (N.D. Ind. 1996).

Complaint Counsel has represented that "Mr. Nann and Mr. Bowman prepared their reports and based their
opinions strictly on information relating to Dura Lube and not on other product information or testing.” Opposition at
p.8. Considering this representation, [*8] issues regarding protection of trade secrets, work product, proprietary
information, and information subject to protective orders in other investigations or litigation are not dispositive. The
dispositive issue becomes what data, documents, or information has been reviewed or relied upon by Nann or Bowman
in forming any opinion in the instant case. If an expert offers an opinion which includes or is based upon a comparative
analysis or an opinion relating to general industry standards and the type of testing needed to substantiate particular
claims, all data, documents, or other information supporting that opinion is discoverable.

An opposing party is entitled to know if an expert has taken an inconsistent position in another investigation or
other litigation. Fundamental fairness dictates that any testifying expert who is asked whether he or she has ever taken a
position or given an opinion inconsistent with an opinion asserted or position taken in the instant case must disclose such
information. Karn. 168 F.R.D. at 640. See also Herrick Co., Inc. v. Vetta Sports, Inc., 1998 U.S. Dist. LEXIS 14544, *7
(S.D.N.Y. 1998)("Prior inconsistent opinions by [an expert] on the same subject [*9] matter would be highly relevant
material."). The Scheduling Order requires exchange of materials fully describing all prior cases in which the expert has
testified or has been deposed and transcripts of such testimony. It follows that the opposing party is entitled to opinions
held and positions taken in those prior cases. See Thompson Med. Co., 101 F.T.C. at 388-89 (It is well within the broad
discretion of Administrative Law Judges to order the disclosure of prior statements of expert witnesses.). However,
while reports and testimony, including deposition testimony, from prior investigations or litigation must be produced, the
documents underlying such reports or testimony are not discoverable in this subsequent litigation, unless such
documents were also relied upon or reviewed by a testifying expert in formulating an opinion in this case.

C. Testimony from Nann

Respondents assert that Complaint Counsel improperly directed its expert Nann not to answer a number of questions
during his deposition. To the extent that Nann received information from General Motors, or through his previous
employment with Texaco, or through work that he performed for the FTC in cases brought [*10] against other after-
market additive manufacturers, if that information forms the basis of an opinion that Nann proffers in this litigation,
Respondents are entitled to testimony or discovery from Nann on such information. Should Nann offer an opinion in this
case on the amount of money Respondents should spend on testing, and bases his opinion in comparison to the amount
Texaco spent on testing, Respondents are entitled to such information from Nann. In addition, if Napn reviewed or relied
upon the disputed document referred to in his deposition testimony at pages 165-173 in proffering an opinion in this
case, Respondents are entitled to testimony on such document. ‘

IV.

Pursuant to my Order on Request for Expedited Consideration on Respondents’ Motion to Compel, dated December
8, 1999, Complaint Counsel produced to the undersigned for in camera inspection unredacted expert reports and written
communications that had previously been produced to Respondents in redacted form authored by Nann and Bowman.
Without knowledge of the expert opinions at issue, an analysis of what should be disclosed or redacted would be
speculative. Based upon the rulings herein. Complaint Counsel is hereby [*11] ordered to review these documents, as
well as other written communications authored by Nann and Bowman in connection with their work for FTC staff
relating to automotive engine treatments that were not previously provided to Respondents in any form, to determine if
any of the documents are discoverable in accordance with this Order. Complaint Counsel shall produce any such
documents to Respondents as soon as possible, but no later than noon on Friday, December 17, 1999.

Complaint Counsel may tetrieve its documents from my office at its convenience. All copies that were made for the
Court's review have been destroyed.
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It is SO ORDERED.
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R
Sp

RONALD F. PRICE ~ PETERS SCOFIELD PRICE rip@psplawyers.com

ATTORNEYAT LAW A PROFESSIONAL CORPORATION

8 November 2004 :
"VIA FEDERAL EXPRESS

Steven B. Heymsfield, M.D.
St. Luke’s-Roosevelt Hospital
Obesity Research Center
1090 Amsterdam Ave. #14C
New York, NY 10025

'Re: In re Basic Research, LLC, et al., Docket No. 9318
Dear Dr. Heymsfield: T
Please find enclosed a subpoena for production of documentary materials and
tangible things in connection with the above-referenced matter. The subpoena contains
instructions for compliance.
‘Thank you for your cooperation.
Best regards,

PETERS SCOFIELD PRICE
A Brofessional Corporation

Fonald F. prea - &%

F:\Data\RFP\Basic Research\Mowrey\Corres. 2004\11.08.04 Dr. Heymsfield.wpd

PHONE 801 322 2002 | FAX 801 322 2003 | info@psplawyers.com

" 7340 BROADWAY CENTRE | 111 EAST BROADWAY | SALT LAKE CITY, UTAH 84111~~~



__SUBPOENA DUCES TECUM
]ssued qu,suant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Steven B. Heymsfield, M.D.
St. Luke's-Roosevelt Hospital
Obesity Research Center

1090 Amsterdam Avehue #14Cu
New York, NY 10025

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This. subpoena requires you to produce and permit mspectuon and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or.to permit inspection of premises - at the date and time specuf‘ ied in
- ltem 5, at the request of Counsel listed in. Item 9, inthe proceedmg described in Item 6.

3. PLACE OF PRODUCTION GRINSPECTIOR

Peters Scofield Price -
111 East Broadway, Suite 340
Salt Lake City, Utah 84111

4 MATERIAL WILL BE PRODUCED TO

Peters Scofield Price
A Professional Corporation

5. DATE AND TIME OF PRODUCTION OR INSPECTION

2004

Monday, December 6,

6. SUBJECT OF PROCEEDING
i .

In the Matter of Basic Research, LL.C, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED ggE EXHTBIT A

In lieu of production at the above. place, documents may be produced by return

mail on or before December 6,

2004, to Ronald.F. Price,

at Peters Scofield

Price, 111 East Broadway, Suite 340, Salt Lake City, UT 8411l.

8. ADMINISTRATIVE LAW JUDGE
The Horiorable Stephen J. McGuire

Federal Trade CO{nm ssloyz/
Washington, E1.C." 20580 ! -

9. COUNSEL REQUESTING SUBPOENA

Peters Scofield Price
A Professional Corporation

"

Io/(z/ ()M

DATEISSUED ¢ ‘_ B SECRETARY'S SIGNATURE

T GENERAL INSTRUGTIONS

Y ‘ R
-, APPEARANCE / o

~ TRAVEL EXPENSES

N

The dellvery of i_ms subpoena to you by; any method
prescnbed by the CommrSsuon 'S Rx.ﬂesnﬂPractlce is
legal service and rﬁay/subject you t9 @ penalty
imposed by law for fallure {o t‘ompiy

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of

The Commission's Rules of Practice require that fees and
mileage be paid by the party. that requested your. -
appearance. You should present your claim. to counsel
listed in. ltem 9 for payment.. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would requnre excessive fravel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

thé document lipon counseél listed intém'9, and upon
all other parties prescribed by the Rules of Practice.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



RETURN OF SERVICE

| hereby ceriify that a duplicate original of the within
subpoena was duly served:  (check the mathod used)

O in person.

O by registered mail,

.=

O by leaving copy at principal office or place of business, to wit:

on the person named herein on:

~ {Month, day, and year)

) (Name of person making service)

(Oficit tlle) :



Docket No, 9318

EXHIBIT A
1. Your complete file related to this matter.
2. All correspondence with the Federal Trade Commission concerning

this matter regardless of whether you were the author addressee or copy
recipient.-

4 3. All correspondence with any individual or entity other than the
Federal Trade Commission concerning this matter regard less of whether you
were the author, addressee or copy recipient.

4. All reports prepared by you in connection with your work on this
matter. : B

5. All drafts of all reports prepared by you in connection W|th your
work on this matter.. ,

6. - Alldocuments reviewed by you in connection with your work on this
matter. ' :

7. All materials consulted by you or relied on by you in forming any
opinion in connection with this matter.

8. All documents that you have ever authored or contributed to
regarding:

a. obesity

b. weight loss

c. fat loss

d. the Federal Trade Commission

e. clinical trial protocol or procedures

f. the definition of “competent and reliable scientific evidence”

g. Federal Trade Commission advertlsmg rules and regulations *

h. dietary supplements

1.

we1ghﬂoss-oﬁaﬁoss-ad vertising—

9. Al documents relating to lectures, speeches or testrmony that you
have ever given relating to: A

obesity

weight loss

fat loss

clinical trial protocol or procedures
the Federal Trade Commission

P20 UTW




Docket No. 9318

the definition of “competent and reliable scientific evidence”
Federal Trade Commission advertising rules and regulations
dietary supplements

weight loss or fat loss advertising.

— 5@ =

10 All documents relating to medical or clinical studies or tests that you
have conducted or contributed ton or participated relating to or involving;

a. obesity
- b. weight loss
C. fat loss
d.  dietary supplements

11.  All patents and patent applications (whether or not published or
pending review by the United States Patent and Trademark Office) in which you
are named as an inventor or patent owner or assignee of any invention relating
to:

- obesity
weight loss -
fat loss '
dietary supplements

opow

12. - All documents relating to lawsurts whether c¢riminal or civil, in which

- you were named as a party.

13.  All documents pertaining to work that you have performed for any
company that manufactures, markets or sells pharmaceuticals or dretary
supplements relating to:

a. obesity
b. weight loss

o

c.  fatloss

14.  All documents relating to weight loss or fat loss advertisements that

—*—vowhaveaumomdﬂemewedmpmedwmmmmwaghﬁmrﬁﬂoss

product.

15.  All documents relating to requests for approval that you have made
to the FDA, FTC or any other regulatory body, either on behalf of yourself or
some other third party, relating to advertising or package labeling claims that you
sought to make in relation to any weight loss or fat loss product.

16.  All documents relating to efforts by you, either on your own behalf
oron behalf of any other third party or parties, to ;ustlfy or substantrate
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advertising claims made in relation to any weight loss or fat loss product .
including but not limited to pharmaceutical products or dietary supplements. ,

17.  All documents pertaining to work that you have performed for the
Federal Trade Commission, The Food and Drug Administration or any other
federal agency, whether as an expert, consultant or in any other capacity,
relating to: . :

obesity

weight loss

fat loss

the Federal Trade Commission

clinical trial protocol or procedures _ _

the definition of “competent and reliable scientific evidence”
Federal Trade Commission advertising rules and regulations
dietary supplements. '
weight loss or fat loss advertising.

—F@moopow

-o=

All scientific and/or medical testing protocols you have authored,

-
&

19. Al scientific and/or medical testing protocols on which you have
provided comments, including your comments. -

20.  All documents which thé Federal Trade Commission, including
Complaint Counsel in this matter, has provided to you in connection with this
matter. ' ‘ ‘ ‘

21.  All documents, including drafts, which you have provided to the
Federal Trade Commission, including Complaint Counsel in this matter, in
connection with this matter.

22. Al notes of any meetings and/or telephone conversations and/or
any other communications you have had with the Federal Trade Commission,
including Complaint Counsel in this matter, and/or any other entity or person, in
connection with this matter.

23.  Allrecords and documents of whatever kind reflecting side effects
experienced by subjects in control or placebo groups during the study titled
Weight Control and Risk Factor Reduction in Obese Subjects Treated for 2 Years
with Orlistat: A Randomized Controlled Trial a copy of which is attached as
Exhibit A. You may provide redacted records or documents redacting identifying
information concerning the test subjects including but not limited to name,
address, telephone number, social security number or similar.
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24.  All records and documents of whatever kind reflecting comments by
subjects concerning or related to any side effects experienced by subjects in the
control or placebo group during the study titled Weight Control and Risk Factor
Reduction in Obese Subjects Treated for 2 Years with Orlistat: A Randomized
Controlled Trial a copy of which is attached as Exhibit A. You may provide
redacted records or documents redacting identifying information concerning the
test subjects including but not limited to name, address, telephone number,
social security number or similar.
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RONALD F. PRICE. PETERS SCOFIELD PRICE rip@psplawyers.com

ArvoRNevaT Law ' APROFESSICNAL CORPORATION

8 November 2004

VIA FEDERAL EXPRESS

Robert H. Eckel, MD
12801 East 17" Avenue, Suite 7103
Aurora, CO 80010

Re: ln re Basic Research, LLC, et al., Docket No. 9318
Dear Dr, Eckel:

Please find enclosed a subpoena for productlon of documentary materials and
tangible things in connection with the above-referenced matter. The subpoena contains
instructions for campliance.

Thank you for your cooperation.

Best regards,

PETERS SCOFIELD PRICE
A Professional Corporation

onald F. Price

Fi\Data\RFP\Basic Resea‘rch\Mowrey\Cories, 2004\11.,08.04 Dr. Eckel.wpd

_ 340 BROADWAY CENTRE | 111 EAST BROADWAY | SALT LAKE TITY, UTAH 82117
PHONE 801 322 2002 | FAX 801 322 2003 | info@psplawyers.com -



~ _SUBPOENA DUCES TECUM .
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM
Robert H. Eckel, M.D.
12801 East. 17th Avenue, Suite

Lte, UNITED STATES OF AMERICA

« | Auroifa, Colorado 80010 FEDERAL TRADE CQMMISSION

" This subpoena réquir'es you to produce and permit inspection and copying of designated books, documents. (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in ltem 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION GRIKZRESKISK
Peters Scofield Price
~ 111 East Broadway, Suite 340
Salt Lake City, Utah 84111

4. MATERIAL WILL BE PRODUCED TO

. Peters Scofieéld Price
A Professional Corporation

5. DATE AND TIME OF PRODUCTION OR INSPECTION
Monday, December 6, 2004

6. SUBJECT OF PROCEEDING
: ¢

. L. .
- ., e e e -

In the Matter of Basic Research, LLC, et. al,, Docket No. 9318 . o -

AR Y 05 SRS I

o0 wo e, Lol Jio

7. MATERIAL TO BE PRODUCED SEE EXHIBIT A .

In lieu of production at the above place, documents may. be produced by
return mail on or before December 6, 2004, to Ronald . F. Price, at Peters
Scofield Price, 111 East Broadway, Suite 340, Salt Lake City, UT 84111.

8. ADMINISTRATIVE LAW JUDGE

The Honorablfz Sl‘tcpllneﬁ J\I}JCGulre
0 )\ } S :

Lo V.

Federal Trade Commission: "
Washington, D.C. 20580 , -

9. COUNSEL REQUESTING SUBPOENA

PETERS SCOFIELD PRICE
A Professional Corporation

DATE ISSUED - / SECRETARY'S SIGNATURE

T

0 \\ \ \‘\.'\ . v .

gt /£ - iy

hi2/204. | Lo .

S Y " GENERAL INSTRUCTIONS : L
"0, APPEARANCE ' - TRAVEL EXPENSES

!

The delivery ¢fthis subpoens to you by any method
prescribed by:thé ‘Gomhiissi A'S Rules of Practice is
{egal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission’s Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
‘compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of

The Commission's Rules of Practice require that fees and
mileage be paid by the party. that requested your -
appearance. You should present your claim to counsel
listed in itemi 9 for payment. If you are permanently. or.
temporarily living somewhere other than the address on
this. subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9. :

———thig"document upon counsel listed in"item9;and upon—""Thi5 stbpoena do&s Tot require approval by OMBtnder

all other parties prescribed by the Rules of Practice.

the Paperwork Reduction Act of 1980.

i

FTC Form 70-B {rev. 1/97)



RETURN OF SERVICE

! hereby certify that a duplicate original of the within
subpoena was duly served:  (check the melhod used)

O in person.

O by registered mail.

-o=

O by leaving copy at principal office or place of business, to wit:

on thie person narmed Herein on:

" (Month, day, and year)

{Name of person making service)

{Offictat title)



Docket No. 9318

EXHIBIT A

1. Your complete ﬁle reiate‘d to this matter.'

2..  All correspondence with the Federal Trade Commission concerning
this matter regardless of whether you were the author, addressee or copy - '
recipient. _

3.  All correspondence with any individual or entity other than the

Federal Trade Commission concerning this matter regardless of whether you
were the author, addressee or copy recipient.

4, All reports prepared by you in connection with your work on this "

-‘matter.
5. Al drafts of all reports prepared by you in connectlon with your
work on this matter. .
6. .All documents reviewed by you in connection with your work on this
~ matter. ‘ ' ‘ : B
7. All materials consulted by you or rehed on by you in formlng any

opinron in connection with this matter.

8. All documents that you have ever authored or contributed to
regarding: ‘

obesity

weight loss

fat loss

the Federal Trade Commission

clinical trial protocol or procedures

the definition of “competent and reliable scientific evidence”

Federal Trade Commission advertising rules and regulations -
_ dietary supplements

Te@roao0oCe

——————I——weight—less—er—fat—less—ad‘ vertising-

9. All documents relating to lectures, speeches or testimony that you
have ever given relating to: ' '

obesity

weight loss

fat loss

clinical trial protocol or procedures
the Federal Trade Commission

PopUTD
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the definition of “competent and reliable scientific evidence” -
Federal Trade Commission advertising rules and regulations
dietary supplements

weight loss or fat loss advertising. -

—oQ

10  All documents relating to medical or clinical studies or tests that you
have conducted or contributed ton or participated relating to or involving:

obesity

weight loss

fat loss

dietary supplements

oUW

11.  All patents and pafen_t applications '(whether or not published or
pending review by the United States Patent and Trademark Office) in which you
are named as an inventor or patent owner or assignee of any invention relating
to: - .

-obesity

weight loss

fat loss

dietary supplements

apow

12. Ali‘ documents relating to lawsuits, whether criminal or civil, in which
you were named as a party. :
13. Al documents pertaining to work that you have perfon"n'ed for any

company that manufactures, markets or sells pharmaceuticals or dietary
supplements relating to:

a.  obesity
b. weight loss
C. fat loss

o

14.  All documents relating to weight loss or fat loss advertisements that

————'—yeuhave—authered,—revieweder-approved—relatingieanyweight—less-er-fat-less
' product. : '

15.  All documents relating to requests for approval that you have made
to the FDA, FTC or any other regulatory body, either on behalf of yourself or
some other third party, relating to advertising-or package labeling claims that you
sought to make in relation to any weight loss or fat loss product.

16.  All documents relating to efforts by you, either on your‘owh behalf
or on behalf of any other third party or parties, to justify or substantiate
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advertls:ng claims made in relation to any weight Ioss or fat loss product
including but not limited to pharmaceutical products or dietary suppliements.

17.  All documents pertaining to work that you have performed for the
Federal Trade Commission, The Food and Drug Administration orany other
federal agency, whether as an expert, consultant or in any other capacity,
relating to:

obesity
weight loss
fat loss
the Federal Trade Commission
clinical trial protocol or procedures
the definition of “competent and reliable scientific evidence”
Federal Trade Commission advertising rules and regulations
dietary supplements
- weight loss or fat loss advertising.

—T@™pao0oTw

.=

All scientific and/or medical testing protocols you have authored.

-
®

_ 19. Al smentlﬁc and/or medlcal testing protocols on which you have
provided comments including your comments.

20.  All documents which the Federal Trade Commission, including
Complaint Counsel in this matter, has provided to you in connection with this
matter.

21.  All documents, including drafts, which you have provided to the
 Federal Trade Commission, including Complaint Counsel in thls matter in
connection with this matter. .

22. Al notes of any meetings and/or telephone conversations and/or
any other communications you have had with the Federal Trade Commission,
including Complaint Counsel in this matter, and/or any other entity or person in
connection with this matter.
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Barrie Berman VanBrackle

manatt ' | | Manatt, Phelps & Phillips, LLP

- Direct Dial: (202) 585-6530
tt | phel hill
manatt | phelps | philiips E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Michael H. Davidson, MD

c/o Chicago Center for Clinical Research
515 North State Street

Chicago, IL. . 60610

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Davidson:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. '

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Sincerely,

%&Uw{ﬂ\faﬂw JeA.

Barrie Berman VanBrackle "

o

30172847.3

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 'Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



"~ SUBPOENA DUCES TECUM -
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO . ’

Michael H. Davidson, M.D.

c/o Chicago Center for Clinical
Research ‘

515 North State Street

Chicago, IL 60610

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in Item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION
FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

GENERAL INSTRUCTIONS

DATE ISSUéD N ETARY'S SIGNATURE
D 200 sl 0O il Pty diZey

APPEARANCE

The defivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to. limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission’s Rules of Practice require that fees and
mileage be paid by the party that requested your
appearance. You should present your claim to. counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B {rev. 1/97)



Barrie Berman VanBrackle

man att Maqatt. Phelps & Phillips, LLP

manatt | phelps | phillips Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter:. 00001-001

VIA FIRST CLASS MAIL

Charles H. Halstead, MD
506 Jerome Street
Davis, CA 95616

Re:  Basic Research LLC, et al., Docket No. 9318 ~ ™
Dear Dr. Halstead:

Enclosed is a subpoena for production of documentary materials and tangible thmgs in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Dememades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Smcerely,
Rore\an Boaebs ol

Bame Berman VanBrackle

30172849.7

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant-to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM
Charles H. Halstead, M.D. ' :
g ggii er gg‘e g;lg Tgt . UNITED STATES OF AMERICA
; d 'F EDERAL TRADE COMMI_SSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at-the date and time specified in
item 5, at the request of Counsel listed in Item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WILL BE PRODUCED TO
FeldmanGale, P.A. Christopher P. Demetriades
201 S. Biscayne Blvd. : :

Miami, FL 33131 5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23,(2004

6. SUBJECT OF PROCEEDING
A

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA i
, Christopher P. Demetriades
The Honorable Stephen J. McGuire FeldmanGale, P.A.
' 201 S. Biscayne Blvd.
Federal Trade Commission Miami, FL 33131
Washington, D.C. 20580 .
DATE ISSUED L SECRETARY'S SIGNATURE '

?ﬂw——- 8 204 Y e ()>dvd‘£/’~, | @%%‘@ v.

GENERAL INSTRUCTIONS

APPEARANCE TRAVEL EXPENSES
The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by the Commission's Rules of Practice is mileage be paid by the party that requested your -
legal service and may subject you to a penalty appearance. You should present your claim to counsel
imposed by law for failure to comply. listed in ltem 9 for payment. If you are permanently or
: temporarily living somewhere other than the address on

MOTION TO LIMIT OR QUASH . this subpoena and it would require excessive travel for
: you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in ltem 9.

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade

Commission, accompanied by an affidavit of service of , )

the document upon counsel listed in Item 9, and upon This subpoena does not require approval by OMB under
all other parties prescribed by the Rules of Practice. the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

manatt Manatt, Phelps & Phillips, LLP

manatt | phelps | phillips Direct Dial: (202) 585-6530
E-mail: bvanbrackle @ manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

John P. Forcyt, Ph.D.

c/o Baylor College of Medicine

Nutrition Research Clinic

1100 Bates Street

Houston, TX 77030 . ' C

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Forcyt:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena. '

Thank you for your cooperation.

Sincerely, :
W Ject

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

John P. Forcyt, Ph.D.

c/o Baylor College of Medicine
Nutrition Research Clinic

1100 Bates Street

Houston, TX 77030

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRAD_E COMMISSION

This, subpoena requires you to produce and permit mspectron and copying of designated baoks, documents (as
defined in Rule 3.34(b)), or tangible thlngs or to permut inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in ltem 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION
FeldmanGale, P.A.
201 S. Biscayne Blvd.

" Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stepben J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED SECRETARY'S SIGNATURE

7(0-:»-5, o2

MQEWAL ﬁ&am

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescnbed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

| MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your - '
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



. _ Barrie Berman VanBrackle

' ' | an a Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips Direct Dial: {202) 585-6530
: E-mail: bvanbrackie@manatt.com

November 8, 2004 o Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records
Baylor College of Medicine
Nutrition Research Clinic
1100 Bates Street

Houston, TX 77030

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. :

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you fof your cooperation.

Sincerely,

"R Vil Brialtfor

o

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



"~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3_.3.4(b), 16 C.F.R. § 3.34(b)(1997)

Custodian of Records
Baylor College of Medicine
Nutrition Research Clinic
1100 Bates Street

Houston, TX 77030

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION -

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
1

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED - SECRETARY'S SIGNATURE

| %@w 8, 22

\Cidt®

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method

prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty '
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on

- this subpoena and it would requure excessive travel for

you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

man att " Manatt, Phelps & Phillips, LLP

- Direct Dial: (202) 585-6530
tt | phelps | phill
manatt | phelps | philips E-mail: bvanbrackle @ manatt.com

November 8. 2004 ~ Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Jain Chung, Ph.D.

c/o Hoffman LaRoche
340 Kingsland Street
Nutley, NJ 07110

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Chung:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. '

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any éuestions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

R \/@Ww

Bame Berman VanBrackle

30172847.2

700 12th Street, NW ., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Pale Alto | Sacramento | Washington, D.C.



SUBPOENA

DUCES TECUM
34(b), 16 C.F.R. § 3.34(b)(1997)

Issued Pursuant to Rule 3.

1. TO . '
Jain Chung, Ph.D.
c/o Hoffman LaRoche
340 Kingsland Street

Nutley, N.J. 07110

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit ins
defined in Rule 3.34(b)),
Item 5, at the request of

or tangible things - or to permit inspection of premises - at
Counsel listed in Item 9, in the proceeding described in Ite

pying of designated books, documents (as
the date and time specified in
m 6.

p'ebtion and co|

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 s. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
]

In the Matter of Basic Research, LLC, et. al., Docket No. 93

18

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

- COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.
201 S. Biscayne Blvd.
‘Miami, FL 33131

DATE ISSUED | SECRETARY'S SIGNATURE

| WW’ B,2404

GENERAL

INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed witih the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel fisted in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission’s Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

man att Manatt, Phelps & Phillips, LLP

manatt | phelps | phillips Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records

University of California, Davis

Clinical Nutrition Research Unit

One Shields Ave

Davis, CA 95616 , .=

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

Romes (@B feot

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



- | 2@—-22@94

SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Custodian of Records

University of California, Davis
Clinical Nutrition Research Unit
One Shields Avenue

Davis, CA 95616

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in ltem 9, in the praceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FIL. 33131 '

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
\

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit a

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, U.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. :
201 s. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED

SECRETARY'S SIGNATURE

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH'

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within

~ the earlier of 10 days after service or the time for )
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim. to. counsel
listed in Item 9 for payment.  If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



- Barrie Berman VanBrackle

man att Manatt, Phelps & Phillips, LLP

I~ Direct Dial: (202) 585-6530
anatt | phelps | phillips
m I phelps | philtip E-mail: bvanbrackle@manatt.com

November 8. 2004 . Client-Matter:  00001-001

VIA FIRST CLASS MAIL

Custodian of Records

c/o William Beaumont Hospital
3601 West 13 Mile Road

Royal Oak, MI 48073

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely, 7
%W\Q%M ek
Barrie Berman VanBrackle ( e

30172847.2

700 12th Street, NW., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM

Custodian of Records
William Beaumont Hospital
3601 West 13 Mile Road
Royal Oak, MI 48073

Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 s. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
L}

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE

The Honorable Stephen J. McGuire

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. :
201 S. Biscayne Blvd.

Federal Trade Commission Miami, FL 33131
Washington, D.C. 20580 :
_ DATE ISSUED LSECRETARY'S SIGNATURE |
Mo 8,2 00t \/ h 0 M’é“ %Z@M
GENERAL INSTRUCTIONS = i
APPEARANCE TRAVEL EXPENSES

The delivery of this subpoena to you by any method
prescribed by.the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living Somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



. Barrie Berman VanBrackle

I I Iana Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips Direct Dial: (202) 585-6530
E-mail: bvanbrackle @manatt.com

November 8, 2004 Client-Matter: 00001-001
k]

VIA FIRST CLASS MAIL
Charles P. Lucas, MD
21 Arlena Terrace
Ramsey, NJ 07446
Re:  Basic Research LLC, et al., Docket No. 9318 - =

Dear Dr. Lucas:

Enclosed is a subpoena for production of documentary materials and tangible things in -
connection with the above-referenced matter The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

WWW

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant tq Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO ’ 2. FROM
Charles P. Lucas, M.D. : ' :
g ;n:i;'lenEJTeggzzg | . UNITED STATES OF AMERICA
Y | FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in Item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION ’ 4. MATERIAL WILL BE PRODUCED TO
FeldmanGale, P.A. Christopher P. Demetriades
201 S. Biscayne Blvd.

Miami, FL 33131 . 5. DATE AND TIME OF PRODUCTION OR INSPECTION
' November 23, 2004

6. SUBJECT OF PROCEEDING

1

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA
Christopher P. Demetriades
The Honorable Stephen J. McGuire FeldmanGale, P.A.
201 S. Biscayne Blvd.
Federal Trade Commission Miami, FL 33131
Washington, D.C. 20580

DATE ISSUED

D 0t | Vo C sl fiy S

GENERAL INSTRUCTIONS :

" APPEARANCE TRAVEL EXPENSES
The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by. the Commission's Rules of Practice is mileage be paid by the party that requested your -
legal service and may subject you to a penalty appearance. You should present your claim to counsel
imposed by law for failure to comply. ' listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH this subpoena and it would require excessive travel for
' you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in ltem 9.

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade

Commission, accompanied by an affidavit of service of

the-document upon counsel listed in Item 9, and upon This subpoena does not require approval by OMB under
alt other parties prescribed by the Rules of Practice. the Paperwark Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

manatt _ Manatt, Phelps & Phillips, LLP

manatt | phelps | phillips ) Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records

University of California, Los Angeles

Center for Nutrition

900 Veteran Ave., Room 1-2-217

Los Angeles, CA 90095-1742 ) D=

Re:  Basic Research LLC, et al., Docket No. 931 8
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena. '

Thank you for your cooperation.
Sincerel);,

Barrie Berman VanBrackle

30172847.2

700 12th Street, NW., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



" SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

. 2. FROM
Custodian of Records 1 ’
University of California, ~ UNITED STATES OF AMERICA
L A 1
Center for Natrition | FEDERAL TRADE COMMISSION
900 Veteran Avenue, Rm. 1-2-217 ’

Eos—Angetes, CA—90095=1742 ——— - :
This subp;Joena requirés you to proauce an(f permit inspection and copying of designated books, documents (as

. defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in Item 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WILL BE PRODUCED TO
FeldmanGale, P.A. ' Christopher P. Demetriades
201 S. Biscayne Blvd. ' :

Miami, FL 33131 5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23,_2004‘

6. SUBJECT OF PROCEEDING
t

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA
) . Christopher P. Demetriades
The Honorable Stephen J. McGuire FeldmanGale, P.A. .
201 S. Biscayne Blvd.
Fedéral Trade Commission Miami, FL 33131
Washington, D.C. 20580

DATE ISSUED SECRETARY'S SIGNATURE

T gs0ot | DO s, Pt 5

GENERAL INSTRUCTIONS

. APPEARANCE TRAVEL EXPENSES
The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by the Commission's Rules of Practice is mileage be paid by the party that requeste_d your -
legal service and may subject you to a penalty appearance. You should present your claim to counsel
imposed by law for failure to comply. listed in Item 9 for payment. If you are permanently or

temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH this subpoena and it would require excessive travel for
: . you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in Item 9.
motion to limit or quash this subpoena be filed within :
the earlier of 10 days after service or the time for
complitance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of -
the document upon counse! listed in [tem 9, and upon This subpoena does not require approval by OMB under
all other parties prescribed by the Rules of Practice. the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

man att Manatt, Phelps & Phillips, LLP

- Direct Dial: (202) 585-6530
hill .
manatt | phelps | phillips E-mail: bvanbrackie @manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Douglas C. Heimburger, MD
c/o UAB Kirklin Clinic
2000 6™ Ave South
Birmingham, AL 35233

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Heimburger:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. -

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
S'incerely,

" Bom N Beckls e

Barrie Berman VanBrackle

30172847.2

700 12th Street, NW., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angelés | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM
Douglas C. Heimburger, M.D. )
c/o’ UAB Kirklin Clinic UNITED STATES OF AMERICA
2000 6th Avenue South '
Birmingham, AL 35233 FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (aé
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in Item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WILL BE PRODUCED TO
FeldmanGale, P.A. Christopher P. Demetriades
201 S. Biscayne Blvd.

Miami, FL . 33131 5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
'

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. ’
Lo 201 S. Biscayne Blvd.
Federal Trade Commission Miami, FL 33131

Washington, D.C. 20580

The Honorable Stephen J. McGuire

DATE ISSUED SECRETARY'S SIGNATURE

77M— B 2004 WW&MQ @E,ﬁ W ﬁ% / Zf;/

GENERAL INSTRUCTIONS

APPEARANCE TRAVEL EXPENSES
- The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by the Commission's Rules of Practice is mileage be paid by the party that requested your -
legal service and may subject you to a penaity appearance. You should present your claim to counsel
imposed by law for failure to comply. listed in ltem 9 for payment. If you are permanently or
. - temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH . this subpoena and it would require excessive travel for
. : you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in Item 9.

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade

Commission, accompanied by an affidavit of service of

the document upen counsel listed in Item 9, and upon This subpoena does not require approval by OMB under
alf other parties prescribed by the Rules of Practice. _ the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle
man att Manatt, Phelps & Phillips, LLP
. - ) Direct Dial: (202) 585-6530

tt | phel hill
manatt| phéips | phiflips ) E-mail: bvanbracklie @ manatt.com

November &, 2004 ' Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Mario DiGirolamo, MD
Emory University, School of Medicine
1440 Clifton Road, N.E.
Atlanta, GA 30322 -
Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. DiGirolamo:
Enclosed is a subpoena for production of documéntary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Smcerely,

/m JA&M/‘/(

Barrie Berrnan VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO ) 2. FROM
Mario DiGirolamo, M.D. ‘ .
Emory. University Scnoo  UNITED STATES OF AMERICA
1440 Clifton Road, N.E. FEDERAL TRADE COMMISSION
Atlanta, GA 30322 ' :

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in Item 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WILL BE PRODUCED TO
FeldmanGale, P.A. Christopher P. Demetriades

201 S. Biscayne Blvd.

Miami, FL 33131 5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
+

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA
Christopher P. Demetriades

The Honorable Stephen J. McGuire S FeldmanGale, P.A.
: 201 S. Biscayne Blvd.

Federal Trade Commission Miami, FL 33131

Washington, D.C. 205680

DATE ISSUED CRETARY'S SIGNATURE

%a—w-.éf_wm/ | M@dwﬁﬂ 74&@%

GENERAL INSTRUCTIONS

APPEARANCE TRAVEL EXPENSES
The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by the Commission's Rules of Practice is mileage be paid by the party that requested your -
legal service and may subject you to a penalty : appearance. You should present your claim to counsel
imposed by law for failure to comply. ‘ listed in item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH this subpoena and it would require excessive travel for
] ) you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in ltem 9.

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade -

Commission, accompanied by an affidavit of service of .

the document upon counsel listed in Item 9, and upon This subpoena does not require approval by OMB under
all other parties prescribed by the Rules of Practice. the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

man att Mangtt, Ph'elps & Phillips, LLP

manatt | phelps | phillips . Direct Dial: (202) 585-6530
E-mail: bvanbrackle @manatt.com

November 8, 2004 » Client-Matter: 00001-001
b

VIA FIRST CLASS MAIL

Jonathan Hauptman, MD
666 N. Monroe Street
Ridgewood, NJ 07450-1227

Re:  Basic Research LLC, et al., Docket No. 9318 - ~
Dear Dr. Hauptman:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

?y/v\/u \/dn%wfo& e

Barrie Berman VanBrackle

301728472

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM

Jonathan Hauptman, M.D.
666 N. Monroe Street
Ridgewood, NJ 07450-1227

Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This: subpoena requires you to produce and permit inspection and copying of designated books, documents {as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 3313]

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
.

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED SECRETARY'S SIGNATURE

'771)9«» 8 2004

LLZ Y

GENERAL INSTRGCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by. the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earfier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently. or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle
N |ana'l't Manatt, Phelps & Phillips, LLP
- Direct Dial: (202) 585-6530

t | ph hill
manatt | phelps | phillips E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

David C. Robbins, MD

c/o Medical Laboratories

Mediantic Research Institute

650 Pennsylvania Ave.

Washington, DC 20003 L=

Re: Basw Research LLC, et al., Docket No. 9318
Dear Dr. Robbins

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Sincerely,

"R (an Backls

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washingten, D.C.



~~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

David C. Robbins, M.D.

c/d Penn Medical Laboratories
Mediantic Research Institute
640 Pennsylvania Avenue

Washington, D.C. 20003

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspéction and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in ltem 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL. 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004 ‘

6. SUBJECT OF PROCEEDING
¢

Ip the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580 :

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. .
201 S. Biscayne Blvd.
Miami, FL 33131

RETARY'S SIGNATURE

DATE ISSUED

) ‘%y—a—— B RIO7Y

GENERAL INSTRUCTIONS

'.C

APPEARANCE

The delivery of this subpoena fo you by any method
prescribed by.the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission’s Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be fited with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission’s Rules of Practice require that fees and
mileage be paid by the party that requésted your -
appearance. You should present your claim to counsel
listed in ltem 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item Q.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

manatt ) Manatt, Phglps & Phillips, LLP

manatt | phelps | phillips ' Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001 "

VIA FIRST CLASS MAIL

Custodian of Records

Chicago Center for Clinical Research
515 North State Street

Chicago, IL. . 60610

Re:  Basic Research LLC, et al., Docket No. 9318

Dear Custodian or Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for .
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Smcere]y,

\é@m% N

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



-~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

, 2. FROM
Custodian of Records
Ch¥cago Center for Clinical
Research ca - UNITED STATES OF AMERICA
515 North State Street FEDERAL TRADE COMMISSION
Chicago, IL 60610

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as.
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in Item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WiLL BE PRODUCED TO

FeldmanGale, P.A. Christopher P. Demetriades

201 S. Biscayne Blvd.
Miami, FL 33131 5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
¢

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA
Christopher P. Demetriades
The Honorable Stephen J. McGuire FeldmanGale, P.A.

201 S. Biscayne Blvd.

Federal Trade Commission Miami, FL 33131

Washington, D.C. 20580

DATE ISSUED (FSEGRETARY'S SIGNATURE v
%M.ﬁi 2004 Q\EPM@EML ﬁ%@

) GENERAL IN$TRUCTIONS

APPEARANCE TRAVEL EXPENSES
"The delivery of this subpoena to you by any method The Commission's Rules of Practice require that fees and
prescribed by the Commission's Rules of Practice is - mileage be paid by the party that requested your
legal service and may. subject you to a penalty appearance. You should present your claim to counsel
imposed by law for failure to comply. ' listed in Item 9 for payment. if you are permanently or
temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH . this subpoena and it would require excessive travel for
o . T you to appear, you must get prior approval from counsel
The Commission’s Rules of Practice require that any listed in Item 9.

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade -

Commission, accompanied by an affidavit of service of

the document upon counsel listed in ltem 9, and upon This subpoena does not require approval by OMB under
all other parties prescribed by the Rules of Practice. the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

m an att _ Manatt, Phelps & Phillips, LLP

- Direct Dial: (202) 585-6530
hel ;
manatt | phelips | phillips E-mail: bvanbrackle @manatt.com

November 8, 2004 ‘ Client-Matter: 00001-001
- A

VIA FIRST CLASS MAIL

Custodian of Records

Emory University, School of Medicine

1440 Clifton Road, N.E.

Atlanta, GA 30322 C

Re: Bgsic Research LLC, et al., Docket No. 9318
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W ., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



Barrie Berman VanBrackle

m an att Manatt, Phelps & Phillips, LLP

o Direct Dial: (202) 585-6530
manatt | phelps | phillips E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Douglas C. Heimburger, MD
c/0 UAB Kirklin Clinic
2000 6™ Ave South
Birmingham, AL 35233

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Heimburger:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. :

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Sincerely,

Barrie Berman VanBrackle

o0r

30172847.2

700 12th Street, NW., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Pato Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Douglas C. Heimburger, M.D.
c/o’ UAB Kirklin Clinic
2000 6th Avenue South
Birmingham, AL 35233"

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (aé
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in ltem 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL. 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
'

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. '
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED SECRETARY'S SIGNATURE

C Vpodboc, Py S

K. 8,200 VW&WQ

GENERAL INSTRUCTIONS

APPEARANCE

- The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under

~ the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

mana Manatt, Phelps & Phillips, LLP

: . o Direct Dial: (202) 585-6530
hel| hill

manatt | phéips | p es ) E-mail: bvanbrackle@manatt.com

November 8, 2004 ‘ Client-Matter: 00001-001

VIA FIRST CLASS MAIL
Mario DiGirolamo, MD
Emory University, School of Medxcme
1440 Clifton Road, N.E.
Atlanta, GA 30322 n T
Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. DiGirolamo:
Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above- referenced matter. The subpoena contains instructions for

compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Smcerely,

&W% Badte/es

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO

Mario DiGirolamo, M.D.
Emory. University School
of Medicine

1440 Clifton Road, N.E.
Atlanta, GA 30322

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit mspectlon and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in ltem 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL - 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
L)

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

.

7. MATERIAL TO BE PRODUCED

See attached Exhibit . A

8. ADMINISTRATIVE LAW JUDGE

. COUNSEL REQUESTING SUBPOENA

The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED RETARY'S SIGNATURE

GENERAL INSTRUCTlONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission’s Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time. for
compliance. The original and ten copies of the pelition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upaon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in ltem 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require exceéssive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
thq Paperwork Reduction Act of 1980. -

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

m an att : Manatt, Phelps & Phillips, LLP

manatt | phelps | phillips ' Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 ' Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Jonathan Hauptman, MD
666 N. Monroe Street
Ridgewood, NJ 07450-1227

Re: Basic Research LLC, et al., Docket No. 9318 =~
Dear Dr. Hauptman:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Sincerely,

Rani Vanbadiels o

Barrie Berman VanBrackle

2

30172847.2

700 12th Street, N.W., Suite' 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany .| Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Jonathan Hauptman, M.D.
666 N. Monroe Street
Ridgewood, NJ 07450-1227

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection

and copying of designated books, documents (as

defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
item 5, at the request of Counsel listed in ltem 9, in the proceeding described in ftem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
' November 23, 2004

6. SUBJECT OF PROCEEDING
.

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. .
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED SECRETARY'S SIGNATURE

2,»“ G 2004

GENERAL INSTRGCTIONS

APPEARANCE

- The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Itemi 9 for payment. If you are permanently. or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97}



Barrie Berman VanBrackle

I I |ana Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips ) Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-00)

VIA FIRST CLASS MAIL

David C. Robbins, MD

c/o Medical Laboratories

Mediantic Research Institute

650 Pennsylvania Ave.

Washington, DC 20003 T
Re: Easic Research LLC, et al., Docket No. 9318

Dear Dr. Robbins

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,
"R (o Dacklejen

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



" SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

David C. Robbins, M.D.

c/d Penn Medical Laboratories
Mediantic Research Institute
640 Pennsylvania Avenue
Washington, D.C. 20003

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to. produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Itém 5, at the request of Counsel listed in Item 9, in the proceeding described in item 6. ’

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL. 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING

In the Matter of Basic Research, LL(;, et. al, Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. '
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED , CRETARY'S SIGNATURE '
%ﬂ"gr;ﬂ/‘f M@Jujﬁ"‘, }é;% ‘ ‘M/
GENERAL INSTRUCTIONS ' o gl
APPEARANCE TRAVEL EXPENSES

The delivery of this subpoena to you by any method
prescribed by the Commission’s Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of -
the document upon counsel listed in Item 9, and upon
alt other parties prescribed by the Rules of Practice.

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in ltem 9 for payment. [If you are permanently or
temporarily tiving somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B ({rev. 1/97)



t_t Barrie Berman VanBrackle
r T \ ana » Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips Direct Dial: (202) 585-6530

E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records

Chicago Center for Clinical Research
515 North State Street

Chicago, IL . 60610

Re: Basic Research LLC, et al., Docket No. 9318

Dear Custodian or Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for .
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Smcerely,

e\ Dokl N

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange Crounty | Palo Alto | Sacramento | Washington, D.C.



" SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

2. FROM
Custodian of Records )
Chi¥cago Center for Clinical
ch¥eage., inica - UNITED STATES OF AMERICA
515 North State Street FEDERAL TRADE COMMISSION
Chicago, IL 60610 ‘ X

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in {tem 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION 4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades
FeldmanGale, P.A. p ,

201 S. Biscayne Blvd.
Miami, FL 33131 15

DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
L}

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE 9. COUNSEL REQUESTING SUBPOENA
Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

DATE ISSUED | SEGRETARY'S SIGNATURE

| %,w,g 2004 Y, @wmd’g-ﬂ, ﬁ%ﬂ%«%«z

GENERAL IN§TRUCTIONS

APPEARANCE TRAVEL EXPENSES
"The delivery of this subpoena fo you by any method The Commission's Rules of Practice require that fees and
prescribed by. the Commission's Rules of Practice is - mileage be paid by the party that requested your
legal service and may subject you to a penalty appearance. You should present your claim to counsel
imposed by law for failure to comply. : listed in Item 9 for payment. if you are permanently or
temporarily living somewhere other than the address on
MOTION TO LIMIT OR QUASH . this subpoena and it would require excessive travel for
. i you to appear, you must get prior approval from counsel
The Commission's Rules of Practice require that any listed in ltem 9. -

motion to limit or quash this subpoena be filed within

the earlier of 10 days after service or the time for

compliance. The original and ten copies of the petition

must be filed with the Secretary of the Federal Trade -

Commission, accompanied by an affidavit of service of

the document upon counsel listed in ltem 9, and upon This subpoena does not require approval by OMB under
all other parties prescribed by the Rules of Practice. the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

I l lan att Manatt, Phelps & Phillips, LLP
o ’ Direct Diai: (202) 585-6530

manatt | phelps | phillips ) E-mail: bvanbrackle @manatt.com

November 8, 2004 ' . Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records

Emory University, School of Medicine

1440 Clifton Road, N.E.

Atlanta, GA 30322 -
Re:  Basic Research LLC, et al., Docket No. 9318

Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena. :

Thank you for your cooperation.

Sincerely,

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Custodian of Records
Emory University School of

2. FROM

UNITED STATES OF AMERICA

Medicine . .
1440 Clifton Road, N.E. FEDERAL TRADE COMMISSION
Atlanta, GA 30322 _

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in Item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL. 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR iNSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
i

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

GENERAL INSTRUCTIONS

- DATE |SSUED SECRETARY'S SIGNATURE ‘ ' . . .
774—0—- 3, Soo¢ Eoyéwﬁ@ ) WJL', #@,44«,‘%1

APPEARANCE

The detivery of this subpoena to you by any method
prescribed by the Commiission's Rules of Practice is
legal service and may subject you to a penaity
impased by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to fimit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



. Barrie Berman VanBrackle

N |ana Manatt, Phelps & Phillips, LLP
manatt | phelps | phillps . Direct Dial: (202} 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records

c/o Penn Medical Laboratories
Mediantic Research Institute
650 Pennsylvania Ave.
Washington, DC 20003

Re:  Basic Research LLC, et al., Docket No. 9318

Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your. cooperation.

Sincerely,

/50"”’*% ja&

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1.TO | _
Custodian of Records
Penn Medical Laboratories
Mediantic Research Institute
650 Pennsylvania Avenue
Washington, D.C. 20003

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents. (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in’
Item 5, at the request of Counsel listed in item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A. -
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
4

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Fedéral Trade Commission
“Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. ’
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED

SECRETARY'S SIGNATURE

| %&a— 2, )oﬂ: \/?wéweﬁ (‘)»auhéd», @ﬂ:@%

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty .
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earfier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-8 (rev. 1/97)



Barrie Berman VanBrackle

man att - Manatt, Phelps & Phillips, LLP

manatt | phelps | phillips ) Direct Dial: (202) 585-6530
E-mail: bvanbrackle @manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

David Heber, MD
900 Veteran Ave., Room 1-2-217
Los Angeles, CA 90095-1742

Re:  Basic Research LLC, et al., Docket No. 9318 = ~
Dear Dr. Heber:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursqant- to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

David Heber, M.D.
900 Veteran Avenue, Rm. 1-2-217
Los Angeles, CA 90095-1742

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in. Item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
\)

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED ETARY'S SIGNATURE,

| 2&«»)’ 8,004 \/ M%M% @%{%@

GENERAL INSTRUCTIONS

/l

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Traue
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your. claim to counsel
listed in ltem 9 for payment. If you are permanently or.
temporarily living somewhere other than the address on

. this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



: : Barrie Berman VanBrackle
r ' l an a Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips S Direct Dial: (202) 585-6530

. E-mail: bvanbrackle @ manatt.com

November 8, 2004 1 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Custodian of Records
Hoffman LaRoche
340 Kingsland Street
Nutley, NJ 07110

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Custodian of Records:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
. compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,
"B \wrBedl [o

Barrie Berman VanBrackle R

&

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

Custodian of Records
Hoffman LaRoche

340 Kingsland Street
Nutley, NJ 07110

2. FROM

- UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit mspectuon and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible thlngs .or to perm|t inspection of premlses at the date and time specified in-
item 5, at the request of Counsel listed.in. Item 9, in the proceeding described in item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL - 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades .

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
L

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit . A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131 '

DATE ISSUED d SECRETARY'S SIGNATURE

| 2@» L Sooy \?M@M& 2@0@ %«E

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commiission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counset listed in- Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would requnre excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under

the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle |

man att Manatt, Phelps & Phillips, LLP

- Direct Dial: (202) 585-6530
tt | phel hill
manatt | phelps | phillips E-mail: bvanbrackle @manatt.com

November 8. 2004 ' Client-Matter: 00001001
k]

VIA FIRST CLASS MAIL

C.S. Coffey

c/o Dept of Biostatistics

University of Alabama, Birmingham
Alabama Ryals Public Health Bldg. 327
1665 University Blvd.

Birmingham, AL 35294

Re: Basic Research LLC, et al., Docket No. 9318
Dear Dr. Coffey: |

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena. :

Thank you for your cooperation.

Sincerely,

Pl Bodha 1

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

C.S5. Coffey

Department. . of Biostatistics
University of Alabama
Alabama Ryals Public Health Bldg. 3
1665 University Boulevard
Birmingham, AT, 35294

] 2. FROM

. UNITED STATES OF AMERICA
b7  FEDERAL TRADE COMMISSION

This subpoena requires you to produce and perm

defined in Rule 3.34(b)), or tangible things - or to permit ins

it inspection and copying of designated books, documents (as

pection of premises - at the date and time specified in

Item 5, at the request of Counsel listed in Item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

_ DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
)

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Cbmmission
Washington, D.C. 20580

. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED

| 7740/ B A

%Y‘S SIGNATUﬁE
) O il Ay i,

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Praclice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be fited with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in Item 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Ruies of Praclice require that fees and
mileage be paid by the party that requested your -

- appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Item 9.

This subpoena does not require approval by OMB under’
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle
l l |an att ' Manatt, Phelps & Phillips, LLP
-~ Direct Dial: (202) 585-6530

anatt | phel hill
manatt | phelps | phillips ' E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

'

D. Steiner -
Research Testing Laboratories

225 Great Neck Road
Great Neck, NY 11021
Re:  Basic Research LLC, et al., Docket No. 9318

Dear Dr. Steiner:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

. Sincerely,

"Rondintoackle fek

Barrie Berman VanBrackle

30172847.2

700 12th Street, NW., Suite 1.100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



. SUBPOENA DUCES TECUM
Issued Pursuant-tq Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

D. Steiner

Restarch Testing Laboratorles
255 Great Neck Road

Great Neck, NY 11021

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

‘FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL - 33131

R

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING

In the Matter of Basic Research, LLC, et. al.,, Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED 4 SECRETARY'S SIGNATURE

Do

. B, Ro2%

L0 Dy, ety oty

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena fo you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you. to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your
-appearance. You should present your claim to counsel -
listed in ltem 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would reqmre excessive travel for

you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena doe§ not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

I I lana Manatt, Phelps & Phillips, LLP

' - Direct Dial: (202) 585-6530
tt | phel hill

manatt | phelps | philips E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter:  00001-001
?

VIA FIRST CLASS MAIL

‘BA. Baker
Section on Statistical Genetics
University of Alabama, Birmingham
Alabama Ryals Public Health Bldg. 327

1665 University Blvd. C
Birmingham, AL 35294

Re:  Basic Research LLC, et al., Docket No. 9318

Dear Dr. Baker: -

» Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. ‘ :

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

R VR alet

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angefes | Mexico City | New York | Orange County | Paio Alto | Sacramento | Washington, D.C.



SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO
B.A. Baker
Section of Statistical Genetics
University of Alabama

2. FROM

UNITED STATES OF AMERICA

Alabama Ryals Public Health Bldg. P27 FEDERAL TRADE COMMISSION

1665 University Boulevard
Birmingham, AL 35294

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
Item 5, at the request of Counsel listed in ltem 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

November 23, 2004

6. SUBJECT OF PROCEEDING
L}

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. :
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED TARY'S SIGNATURE

7744% BRI M

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by. the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9. :

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



Barrie Berman VanBrackle

m an a Manatt, Phelps & Phillips, LLP
manatt | phelps | phillips ] Direct Dial: (202) 585-6530
E-mail: bvanbrackle@manatt.com

November 8, 2004 ' Client-Matter: 00001-001

VIA FIRST CLASS MAIL

D.B. Allison

Clinical Nutrition Research Unit

University of Alabama, Birmingham

Alabama Ryals Public Health Bldg. 327

1665 University Blvd. -
Birmingham, AL 35294

Re: Basic Research LLC, et al., Docket No. 9318
Dear Dr. Allison:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.‘

Sincerely,

Ron Ve Bachle s

Barrie Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



' SUBPOENA DUCES TECUM
Issued Pu‘rsuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO
D.B. Allison -
Clinical Nutrition Research Unit
University of Alabama

Alabama Ryals Public Health Bldg. 3

1665 University Boulevard
Birmingham, AL 35294

2. FROM

UNITED STATES OF AMERICA

27 FEDERAL TRADE COMMISSION |

This subpoena requires you to produce and permit inspection and copying of designated books, dpcument_s (as'
defined in Rule 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in item 9, in the proceeding described in Item 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO

Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION

‘November 23, 2004

6. SUBJECT OF PROCEEDING
\

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDG_E
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A. :
201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED RETARY'S SIGNATURE - '
S 8, 2004 M@\DM%%M o

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or. quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Ruies of Practice require that fees and
mileage be paid by the party that requested your
appearance. You should present your claim to counsel
listed in item 9 for payment. If you are permanently. or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



EXHIBIT E



Barrie Berman VanBrackle

man at[ | . Manatt, Phelps & Phillips, LLP

manatt | phelps | philips _ Direct Dial: (202) 585-6530
. E-mail: bvanbrackie @ manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

Michael H. Davidson, MD

c/o Chicago Center for Clinical Research
515 North State Street

Chicago, IL . 60610

Re:  Basic Research LLC, et al., Docket No. 9318
Dear Dr. Davidson:

Enclosed is a subpoena for production of documentary materials and tangible fhings in
connection with the above-referenced matter. The subpoena contains instructions for
compliance. ‘

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.
Sincerely,

%ﬂ\{aﬂm e

Barrie Berman VanBrackle =

.

30172847.3

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600
Albany | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1. TO . :

Michael H. Davidson, M.D.

'¢/& Chicago Center for Clinical
Research

515 North State Street

Chicago, IL 60610

2. FROM

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

This subpoena requires you to produce and permit inspection and copying of designated books, documents (as
defined in Rulé 3.34(b)), or tangible things - or to permit inspection of premises - at the date and time specified in
ltem 5, at the request of Counsel listed in Item 9, in the proceeding described in ltem 6.

3. PLACE OF PRODUCTION OR INSPEGTION
FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

5. DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
1

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED
See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen I. McGuire

Federal Trade Commission
Washington, D.C. 20580

9. GOUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED < ETARY'S SIGNATURE

Npr. 8,004 M@Wﬁ@

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena fo you by any method
prescribed by the Commission’s Rules of Practice is -
fegal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Rules of Practice require that fees and
mileage be paid by the party that requested your -
appearance. You should present your claim to counsel
listed in ltem 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in ltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



EXHIBIT A

INSTRUCTIONS FOR COMPLIANCE BY DELIVERY OF DOCUMENTS

If documents are delivered by hand, overnight delivery service, mail, or electronic
means, your response shall be accompamed by an affidavit, executed by you, that
provides:

1. The names, addresses, positions, and organizations of all persons whose
 files were searched and all persons who participated in or supervised the collection of the
documents, and a brief description of the nature of the work that each person performed
in connection with collecting the documents;

2. A statement that the search was complete and that all responsive
documents are being produced;
3. A statement as to whether the documents were made and kept in the
course of your regularly conducted business, and whether it was your regular practice to
make and keep such documents; and

4. © A statement as to whether any document called for by the subpoena has
been misplaced, lost, or destroyed. If any document has been misplaced, lost, or
destroyed, identify: the type of document; the date (or approximate date) of the
document; subject matter of the document; all persons to whom it was addressed,
circulated, or shown; its date of destruction, or when it was. lost or misplaced; the reason
it was destroyed, lost, or misplaced; and the custodian of the document on the date of its
destruction, loss or misplacement. :

If the affidavit is incomplete, or additional information is necessary, you may be
compelled to appear and testify.

I\basic research\ftc\miscellaneous\exhibit a-instructions for compliance.doc



Specifications

1. All records and documents of whatever kind reflecting side effects experienced by
subjects in control or placebo groups during the study titled Weight Control and Risk
Factor Reduction in Obese Subjects Treated for 2 Years with Orlistat: A Randomized
Controlled Trial a copy of which is attached as Exhibit A. You may provide redacted
records or documents redacting identifying information concerning the test subjects
including but not limited to name, address, telephone number, social security number or
similar.

-

2. All records and documents of whatever kind reflecting comments by subjects
concerning or related to any side effects experienced by subjects in the control or placebo

“ group during the study titled Weight Control and Risk Factor Reduction in Obese
Subjects Treated for 2 Years with Orlistat: A Randomized Controlled Trial a copy of
which is attached as Exhibit A. You may provide redacted records or documents
redacting identifying information concerning the test subjects fhcluding but not limited to
name, address, telephone number, social security number or similar.

2
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With Orlistat
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‘A Randomized Controlled Trial '

Weight Control and Risk Factor Reduction

in Obese Subjects Treated for 2 Years

Michael H. Davidson, MD
Jonathan Hauptmsan, MD
Marie DiGirolame, MD
John P. Foreyt, PhD
Chardes K Halsted, MD

David Heber, MD

Douglas C. Heimburger, MD

Charles P. Lucas, MD
David C. Robbins, MD

Jain Chung, PhD
Steven B. Heymshield, MD

BESITY, WHICH AFFECTS AN
increasing nurmber of Amexi-
cans,} poses & therapeudc
challenge. to the clinician.
Conventipnal nonpharmacological inter-
ventious based on dier and exercise have
limited long-term success in producing
snstained weight loss.2? Obesity induces
multiple metabotic abnormaliies that con-
tribure to the pathogenesls of diabetes
raellicus and cardiovascular disease® and
15 associated with increased morbidity and
mortality risk %7 A need therefore exists
for new and eflrcrive therapeuric 1ools,
A porentially promising approach is
induction of negattve energy balance
and weight loss by drug-mediated inhi-

- bition of nutrient absorpron. Orlistat
(Xerical, Hoffman La Roche Inc, Nut-

ley, NJ), 2 minimally absorbable (<1%)
agent that inhibirs activity of pancrearic
and gaseric lipases, blocks gasmointestl-

For editorial camment see p 278,

Context Odistat, a gastrointestinal lipase inhibitor that reduces dietary fat absorption

by approximately 30%,

Objective Ta test the hypothesis that o

may promote weightloss and reduce cardiovascular risk factors.

distat combined with dietary intervention is

more effective than placebo plus diet for weight loss and maintenance over 2 years.

Design Randomized, double-blind; plaogb

tober 1992 to October 1995. '

o-controlied study conducted from Oc-

-~

Satting and Participants Obese adulis (body mass index [weight in kilograms divided
by the square of height in meters], 30-43 kg/m?) evaluated at:18 US research centers.
Intervention Subjects received placsbo plus 2 controlled-energy diet during a 4~
week lead-in. On study day 1, the diet was continued and subjects were randomized
to receive placebo 3 times a day or oflistat, 120 mg 3 tmes a-day, for 52 weeks, After

52 weeks, subjects began a weight-raintenance diet, and the placebo group (n= 133)

continued to receive placebo and. offistat-treated subjects were rerandomized 1 re-
ceive placebo 3 fimes a day (n=138), orlistat, 60 mg {n=152) or 120 mg (n=153) 3

times a day, for 2n additional 52 weeks.

Aain Outcome Measures Body welght change and changes in blood pressure and

serum lipid, glucose, and insulin levels.

Results A total of 1187 subjects entered the protocol, and 892 were randomly as-
signed on day 1 to double-blind treatment. For Intent-to-treat analysis, 223 placebo-
treated subjects and 657 orlistat-treated subjects were evaluated. During the first year
orlistat-traated subjects lost more weight (mean x SEM, 8.760.37 kg) than placebo-

treated subjects (5.81+0.67 kg) (P<.00

1). Subjects treated with orfistat, 120 mg 3

times a day, during year 1 and year 2 regained less weight during year 2 (3.2:045

kg; 352% regain) than those who receiv

ed orlistat, 60 mg (4.26+0.57 kg: 51.3%

regain), or placebo (5.63 0.42 kg; 63.4% regain) in year 2 (P<.001). Treatment with
orlistat, 120 mg 3 times a day, was associated with improvements In fasting low-
density lipoprotein cholesterol and insulin levels. o

Conclusions Two-yeartreahnent]wi& orlistat plus diet significantly ﬁraf’ﬁats weight
loss, lessens weight regain, and Improves some obesity-related disease risk factors.

JAMA, 1999,281:235-2402

WWW. 3. com

nal uptake of approximately 30% of
ingested fat.® Assuming incomplere
energy compensation, the treated sub-
ject consuming an average Américan
diet should gradually lose welght and
maintain weight loss. The primary aim
of this investigatlon was to test this
hypothesis in a large-scale, 2-year,

randomized, Houble-blind, placebo-
controlled study.

Authar Affiliations and Funding are Isted at the end

of this artide, !

Correspanding Author and Reprints: Steven B.
, MD, Obesity Research Canter, Stiuke's-

Roosevedt Hospital, Calumbia University College of

Physicians and Surgeans, 1090 Amsterdam Ave, New

York, NY 10025 (e-mnait: SBH2@Columbiz.edu).

JAMA, Jaguary 20, 1999~Vol 281. No. 3 235
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WEGHT MANAGEMENT WITH ORLISTAT

While weight loss is an fmportant end
point in obesiry treatnent, the primary
concern in medical managen%ent_of

obesiry is morbidity and moxtal:u:y isk
reduction by improving underlying car-
digvascular and mewsbolic risk factors:
 high blood pressure, atherogenic dys-
lipidemaia, and resistance. A
widely held view, which has not been
subjected to Tigorous critical evaluarion
in large-scale prospective studles, is that
modest (approximately 5%-10%)‘ inten-

Honal weight loss is associated with sig-

nificant improvements in obesity-

related cardiovaseular and metabolic
abnormalities.? 0 A secondary aim of chis
study was to cxamnine the effectiveness

of 2-year orlistat administration in im-

proving blood pressure, lipid, and car-

bohydrate metabolism abnormaliries,
which often occur in obesicy.

METHODS
Subjects
Subjects were recruited., evaluated, and
monitored at 18 clinical research cen-
ters in the Unired States. Enury criteria
_ included age older than 18 years, body
mass index (weight in kilograms di-
vided by the square ol height in meters)
of 30 1o 43 kg/m?, adequate contracep-
tion in women of childbearing paten-
tial, and absence of weight loss (>4 kg)
in the previous 3 months. Subjects were
excluded if they frequently changed
smoking habits or had siopped smok-
ing within the past 6 months, had a his-
tory or presence of substance abuse, ex-
cessive intake of alcohol, significant
‘cardiac, renal, heparic, gastrointestinal
(GI), psychiatric, or endocrine disor-
ders, drug-treated type 2 diabetes melli-
Lus, or the concomitant use of medica-
tions that alter appetite or lipid levels.

Study Design

The hypothesis that arlistat is an elective
antiobesity agent for weight management
was evaluated ina 2-year, double-blind, ran-
domized, placebo-controlled study. Sub-
jestsbegan a conmrolled-energy diet that pro-
vided 30% of energy intake as far during 2
4-week, single-blind, placebd lead-in pe-
tiod Ene: gy intake was prescribed foreach
subject on the basis of estimated daily

236 JAMA, Januazy 20, 1999—Vol 261, No. 3

smaintenance energy requirement (L3 X °
calenlated basal metabolic rate) minns 2100
m33601;]/d.A11v5xmmandnﬁnemlpmpa- i
rations were discontinued 8 weeks prior o '
‘beginning the smdy. .
Weight change during the 4-week
lead-in period was used a5 a measuTe of
weight less potentia) and subjects were.
sranified accardingly at randomization to'
ensure an even dismibution berween treat-
ment groups of individuals who lost less)

than 2 kg or 2 kg or mare during the

run-in period. After the 4-week placebo’
lead-in, subjects who had a weatment’
compliaace of 75% or more, assessed by
counting placebo capsules taken during
lead-in, were randomized for the 2 full
years of study on day 1 1o receive pla-'
cebo,(25% of subjects) or orlistat 120 mg
capsules (75% of subjects) for 52 weeks.i
The study drug wes administered with the
subjects’ 3 main meals and the conwolled-
energy diet was contnued. .

Medication compliance was assessed by
counringthe number of pills returned at the

rime of specified clinic visits. Subjects wexe . .
. lesterol lower than 0.9 mmol/L (34.8 mg/

considered noncompliant if cumulative
eapsule consumption was less than 70%,
Orlistat-treated subjects who completed 1
year of treatment witha compliance of reore
than 70% moved to the next phase of their
inirial randomizationto 1 of 3 groups: pla.
cebo, orlistat 120 mg, or odistat 60 mg, for
an addirional 52 weeks, Subjects random-
ized toplaceboin the first yearwhohad 70%
orhigher compliance remained taking pla-
cebo fer another 52 weeks. Subjectsbegan
4 weighr-maintenance diet during year 2,

“which was designed to help prevent or di-

mirdshweight regain rathes than to produce
fumherweight loss. Ifa subject was still los-

ingweight during the last 3 months of year

1, anincreased energyintake of 84010 1260
kJ/d was prescribed. For all other subjects,
no change in diet was made. :

Dietitians a1 each site periodically pro*
vided insmruction on dietary intake record-
ing procedures as part of abehavior modi-
fication program and then later used the
subject’s food dizries [or catnseling, Durt
ing year 1, there were 4 behavior modiﬁ}'
cation sessions on waight-loss strategies fol-
lowed during year 2 by 4 semninars on
weight-maintenance strategies. Individu:
als were encouraged to increass their physi-

ol activiry by walkingbriskdy [or 2010 30 -
Ininutes 3 to 5 vimes per week, The recom-
mended changes in physical activity
throughout the study were not assessed.

.Each subject provided written in-
formed consent before entry into the trial.
The stady protocol was reviewed and ap-
proved by the institatonal review boards
of each investigation site.

Assessments

The jnilial screening visit included a -

medical history taking, physical exami-

nadon, body weight evaluation, electro-

cardiogram, and clinical chenistry, thy-
roid function, hematology, and urinalysis
laborarory tests. Blood and wrine samples
were analyzed at a cenrral laboratory.
Fasting serum lipid levels were evalu-
ated according to standard procedures
with low-density lipoprotein choles-
terol (LDL-C) measured directly by vl-
tracentrifugarion. Abnormal serum lipid
Jevels were considered LDL-C higher
than 3.36 mmol/L (129.9 mg/dL), un-
treated; high-density lipoprotein cho-

dL); and triglycerides higher than 2.54
mmol/L (98.2 mg/dL), untreated.

' Fasting serum ghucose and insulin lev-
els were measured,:and a 3-hour glu-

- cose tolerance test (75 g oral ghucose load)

was performed ar the time of random-
izarion and at the end of years 1 and 2
of double-blind treatment. lmpaired glu-
cose tolerance and disbetes mellitus were
defined according to the National Dia-
betes Data Group criteria.}! Fasting se-
Tum insulin levels tigher than 90 pral/L
were considered abnormal.. %

Body weight, the primary efficacy mea-
stre, was evaluated every 2 weeks vt week
16, every 4 weeks unuil the end of year 1,
then every 8 weeks thereafter. The lastbody
weight measurementiwas recotrded at week
104, Standing waist Groumierence, amea-
sure of adipose issue disaibution and car-
diovascular disease risk 36 was determined
witha Gulickanthropbmetric spring-loaded
tape measure (Model 5829, Bell Medical

Sexvices, Neprune, NIf) and blood pressure

was recorded at every visitusig 2 mercury
sphygmomanometer, Far-soluble vitamins
A (rerinol), D (25-hydroxyvitamin D), and
E (alpha tocapherol), prothrombirn time (as

i
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WEIGHT MANAGEMENT WITH ORLISTAT

2 marker for vitamin K), and beta caroene
were romitored regularty, If serum vitamin
values decreased to below the reference
range on 2 consecutive visits, during year
1only, subjectsreceived a once-daily mul-
tivirarrin preparation {Centrum) that con-
wined all fat-sohible vitamins. Subjeces were

* instricted to take vitamin suppl.emcnt; at

least 2 hours before or after the evening
medicaton dose.

Statistical Analysis

An analysis of the inrent-to-treat popu-
Jation was applied to the data from sub-
jects who received at least 1 dose of or-
listar or placebo during double-blind .

" trearment and who had at least 1 body

measurement before and after ran-
domization. The intent-1o-reat popula-
tion thus includes all rndomized medi-
cation-treated subjects who had at least
1 follow-up body weight measurcrent.
As recommended in the CONSORT
guidelines,'? the last value carried-
forward eechnique was used for years 1
and 2 analyses. The last value carried-
forward analysis method uses all fol-

-low-up data, including that obtained

from subjects who withdrew prema.
turely, with the last recorded dats point
“used in seatistical analysis. All reported
data are the actual ohserved values rather
than derived dara from carrying for-
ward the last recorded values.
The hypothesis that the mean change
in body weight from randowmization
afrer 1 year of double-blind treatment

"is the same [or the placebo group and

orlistat 120 mg group was tested using

sis of variance or covariance mod-
els. These models were also used to
test the hypothesis that the expected
weight change in subjects receiving
orlistat 120 mg in year 1 is the same in
year 2, when these subjecis were
treated with either placebo, orlistat 60
mg, or orlistat 120 mg. The 95% confi-
dence interval of the placebo-adjusted
effect of orlistar reaoment based on the
least squares mean was determined. An
analysis of covariance model was used
to evaluate changes in risk factor mea-
sures [rom the start of treatment, using
baseline values as covariates. Data are

presented as mean x SEM. Caregorical
analyses ol the frequency dismibutions
of weight loss were performed with the
use of the ¥* stautstic. For all statistical,
analyses, P<.05 was considered statis-
tically sigpificant.

RESULTS

Participation :
A total of 1187 subjects were enrolled
into the study, of whom 892 completed
the 4-week placebo lead-in and were
randomized to double-blind treament,
with placebo (n=224) or orlistat 120
‘mg (n=668). The intent-to-treat popu-
lation, presented in the figures and
wbles, includes the 223 subjects in the
placebo group and 657 subjects in the
orlistat 120 mg group. One subject in
the placebo group and 11 in the otlistat
group were withdrawn without at least:
1 follow-up measuremert. Thus; the
intent-to-treat population of 880, which
is presented below, is 12 subjects
smaller than the randomized popula-
ton of 892. '

- The study design and disposition of
the subjects over 2 years are shown in

FIGURE 1. The characieristics of the study
population at randomization were simi-
lar in the 2 treatment groups (TABLE 1).
Oral ghucose tolerance was abnotrmal (fm-
paired or diabetic) in approximately 11%.
of subjests.

A total of 591 subjects completed the
first year: 133 (59%) placebo-treated.
subjects and 438 (69%) ortistat-treated
subjects (Figure 1). Fifteen subjects
who completed trearment with orlistat
120 g did not enter the second year.
Of the remaining orlistat subjects, 138
received placebo, 152 received orlistat
60 mg, and 153 received orlistat 120
mg in the second year. The numbers of
subjects who completed the second
year are also shown in Figure 1 along
with those who withdrew because of-

. adverse evenrs. A total of 403 subjects

-(43%) completed 2 full years of wear-
ment with a total study 2-year comple-
tion rate of 49% (403/892) for all study
participaws. The complerion rate was
not significancly different among meat-
ment groups. The main reasons fot
withdrawal (TABLE 2) were not differ-

" ent berween tteanment groups.

Figure 1. Alow and Disposition of Subjécts Entered Into the Study

N=1187

ezvem=m=== [ Gowiesk Pactbo Lasda Fis
+ 293 Willeteen ¢ Hypocakoric Diat h=892)
QR T it 1 — e Cmemmaan
S acebo, 3 Tkres pariDay lmmmarm_:permy 3 D0V |
1 8 Advarae Events | . E n=224) b=t . - 77 o1 Adversm Events ;
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WEIGHT MANAGEMENT WITH ORLISTAT

Weight Loss C
During the 4-week placebo lead-in, sub-
jects in both treamment arms lost approx-
mately 2.3 kg or 2.3% of initial body
weight, Following randomization on
study day 1, both treatment groups con-
inued to lose weight, but the orfistat 120
mg group achieved a Trore rapid and slg-
nificantly greater weight loss compared
with the placebo group (FIGURE 2). At
the end of the first year of lost 8.76 £ 0.37
kg compared with treatment, the orli-

Table 7. Demographic Data From Start

stat 120 mg subjects 5.81x0.67 kg in
the placebo group (least squares mean
difference, P<.001). Identical results
were obained when the statistical analy-
ses were applied to the data expressed
in ubsolute form or as a percent change
from initial values. When expressed as
apercentage, the groupslost B.8% = 0.4%
vs 5.8% = 0.7%, respectively (P<.001):
In addizion, 65.7% of orlistat-treated sub-
jects lost more than 5% of thelr initial
body weight compared with 43.6% of

of Placebo Lead-in Period”

Intent-to-Treat Population (N = B30)
1
Orlistat

ment. The oxfistal group rectved 120 mg, 3 times per day

Placebo
Gharacteristic (n ~ 229) {n=657)
Sex
Men, No. 2 113
Wornen, No. 197 544
Raca, Na. (%) .
White 177 {79.4) 534 (81.3).
Black 35(15.7) B9 (13.4).
. Higpank 9(a.0) 28 (4.3 '
Age, maan w S0,y A 440207 433208
- Weight, meen = SD, kg : 100.6 £ 0.9 100.7+0.6
Bady mass Index, mean SO, kg/m’ 36.5+0.8 362201
Risk Tactors, Na. {%) : .
Abnormal oxsl glucoss telerance tast results .
impalred 13(5.8) ) i
Disbetc i 10(4.5) 26 {4.0)
Abnormal fasting Insuln level 08 {30.6} 241 (36.7)
Abnomnal low-tlensity i i level 80 (35.9) 211 (32.1)
Abnormal high-density Bpoprotein leved 27 (12.1) 100 {15.2)
Abnormal triglyceridos level 12 (5.4) 89 (10.5).
Diastofic bicod pressure >80 mm Hg T
Untrested - 16(7.2) 3655 .
Treated 4(1.8) 1887
B oo B e S aws losd i e o Scbtof SoUbie S YO

placebo-treated subjects (P<.01) at the
end of the first year; and 38.9% in the
ortistar group lost more than 10% of ini-
tial weight compared with only 24.8%
in the placebo group (P = .004).

Of the subjects treated with orlistat 120
mg during the first yeat, those who also
received 120 mg during year 2 regained
significantly less of their first-year weight
lass (3.2 = 0.45 kg; 35.2% regain) than
those who Teceived orlistat 60 mg

2 .:{Té....j

2

TGt

el

13

e

T

(4.26 +0.57 kg 51.3% regain) or pla- *

cebo (5.63 = 0.42 kg; 63.4% regain) dur-
ing the second year {P<.001). Trear-
ment with orlistat 120 mg for 2 years
produceda 7.6% = 0.9% weightloss from
initial body weight. In contrast, sub-
jects who received placebo for the full 2
yeat§, or who had switched from orl-
stat 120 mg to placebo in year 2, lost
4.5% £0.9% and 4.2% x 0.8% of initial
body weight, respectively. Moreaver,
34.1% of subjects who complered 2 full
years of olistac 120 mg treatment main-
tained a weight loss of more than 10%
of inirial body weight compared with only

17.5% of subjects who received pla-'

cebo for 2 years (P=.02).

Obesity-Related Risk Factors

Blood Pressure and Waist Circum-
ference. There was a small, though sig-
nificantly grester, lowering of systolic
blood pressure between randomirarion
and, week 52 of treatment in the orlistat

120 mg group vs placebo (119.4£0.5t0

118.6=0.6 mm Hg vs 118.6+0.0 10
119.6 % 1.3 mm Hg; P =.002). Diastolic

)

Table 2. Summary of Reasons for Study Withdrawal*

Year 1 Year 2
ow r f — 1 [ ; R 1
o M v W~ S e T i ¥y IO T
Lcs:.u? folo'w-,up 43 8.9 21 (9.4) 59 (8.5) 15(11.3) 1 15(10.9) 22 (14.5) 17 (11.9)
- Administrative 53 (4.5) 21E84) 42 (6.3) 2{1.5) i 6(43) ,2(1.3) 862
mu oVEN 23(1.9) 9(4.0) 61(9.1) 4 (3.0 8 (4.3) 858 5(3.3)
Uncooparative B4 (5.4) 1601 28{3.9) 5 (3.6) - 4(@25) :6{.9) 61.9)
Treatment falura 0{0.0) 11 (4.8} 6{0.9 IR3 . 6(4.3) ‘4{2.6) 3{2.0
Protocal violation 12 (1.9 §(2.9) 13{1.9) 3@2.9) L 643 “5(3.9) @0
Entry violation XD 104} 3{0.4) 0(0) 0@ 0 o)
Refused treatmert 1{0.1) 2(c9) 0{0) 3 (2.9) 014 2 (1.3 2(1.9)
Total Withdrawn, % 24.8 983 31.3 26.5 ) 31.0 328 28.8
a2 oo i
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WEIGHT MANAGEMENT WITH ORLISTAT

blood pressure also decreased more In

the orlismt 120 mg group compared with

placebo (76.920.4to 75904 mmkg

vs 76.1+0.6 to 77.4x0.9 mm Hg;

. P=.009). In addition, after 2 years of
* trearment, the decrease in mean waist Cir-

" cumference was significanuly greater in
the-orlistat-treated group compared with
the placebo group ( -4.5220.8 cm
v5—2.38x 1.0 em; P<.05).

Lipid Profile. Themean serum lpid lev-
¢ls are shown in TABLE 3. The imitial reduc-
ton it serum lipid levels Guring the pla-
cebo lead-in period was similar in the 2
groups, approximately an 8% decreasein
total cholesternland I DL-Clevels. After ran-

- domizaton, duringyear 1 wtal cholesterol
levels contimued to decline in the orlistat-
treated subjects (FIGURE 3) but started to
increaseimmediately n the placebo group

even though the subjects were sdll losing

weight. Although wotal cholesterol levelsin-
creased from randomization to the end of
* year2, this Increase wassignificandy smaller
inthesubjects who received orlistat 120mg
for 2 years, than in those who teceived pla-

cebo for 2 years (Table 3; £<.001). The |

1LDL-Clevelsalso declined further after ran-
domnization overyear 1 in the arlistat group
{Figure 3) but increased in the placebo
group, Stmilarly, after 2 years of reanment
with orlistar 120 mg, LDL-C values were

compared with placebo (P< .001). The
great improvements in total and IDL-C
were independent of the greater weightlpss
inthe orlistat group, as evidenced by aslg-
nificant crearment effect in the analysis of
covariance using body weight loss as the
covariate, The magnitude of the treatment
effect over 2 yearswas roughly 0. 28 mmol/L
(11 mg/dL) and 0.22 mmol/L (8 mg/dL Y for
total cholesterol and LDL-C, respectively.

Glucose and knsulin. The group that
teceived orlistat 120 mg for 2 years had

less of an increasé in fasting serum ghu-
cose levels from study day 1 (0.06+0.03
ramoVL 1.1 = 0.54 mg/dL]) than those
who received placebe for 2 years
(0.26 £0.04 mmol/L-[4.68 £ 0.72 mg/
dL); P=.001) (TABLE 4). Fasting serum
insulin levels decreased significandy over
2 years in the orlistar 120 mg grovp but
remained wnchinged in the placebo
group (B4.02=3.46 to 66.52+3.92
pmol/L vs 86.37+4.71 108632 +6.89

pmol/L, rspecﬁs_re]y; P=.04).

Figure 2. Mean Body Weight Change (£ 5EM) During 2 Years ot Doublg_-Bllnd Treatment’

On :
’?’“ u Onistat. 1200y © Or#xet, 120 nwy, Then Pacebe
.. O Orlatat. B0 ond 120 mg @ -Prcalo )
24 R
R
2 £
s 4
:
3
E .
w
8 -
]
<=
Q
—‘O-
-12 v Y + T T T T -
-~ 0 (] 20 az 4a 52 B4 78 ) 04
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reduced significantly below initial values ~ *Numbers in parentheses are number of subjects at each lime point
. !
Table 3. Results of Serurmn Lipld Studies . --
i ‘Placebe . Qeistat®
. i { = ; =1 )
Serum Lipid or Rafie Study Periad mmol/l mg/dl n mmol/L my/dL n P Valuet
Tolad chokestarol Week =4 541+0.07 20023 216, 586%007 207£3 216
Day 1 498 2006 1832 222. 493047 191x3 219 ] <.001
Wedk¢ 104 519£010 2014 88, 5042009 195x4 <06
Low-density fipoprotein cholesterdl Week ~4 244:0.06 133=x2 213! 3304006 1312 216 |~
: Day 1 3.18x005 129x2 222! 309008 11922 219 :} <001 .
X : Weok 104 3222008  25:4 88  314+008 121=3 104 '
" High-density popratein cholastarol Wesk —4 1.33£0.02 5121 215 1.29x002 50+ 216 7.
Day1 1.21£0.02 4T 1 219 117+0.02 451 219] A1
— Wask 104 1.36 + 0.04 53x2 BB 128 £ 0.03 49 %1 106 4 :
o of low-density Epaprotein 10 Week -4 2.76 +0.07 213 2.78 % 0.07 216
high-densty Epoprotein T peyt 2.77 = 0.06 219 2.77 £ 0.06 219 ] 11
Week 104 2.51 +0.08 8 2502 0.10 104 '
Triglycarides Wesk -4 1.53 £ 0.05 136+ 4 215 1.63 £ 0.06 144 2§ 218
Day 1 1.21:004 125z4 222  1.58:0.08 1405 219] T 64
Woak 104 1.55=016 138:14 89 1512008  13is7 106

+Subjects receved 120 myg, 4 dmes per dry.

1Compared with placebo/placebo at week 104 based on least squares mean.
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WEIGHT MANAGEMENT WITH OFUSTAT

* adverse Events. The overall inci-
dence of adverse events was similar in
placebo and orlistat groups. However,
there were more adverse G] events as-
soclated with orlistat. At least 1 Glevent
" was experienced by 79% of subjects in
the orlistal group .compared with 59%
of subjects in the placebo group. The ma-
jority of subjects reated with orlistat ex-

R
3, Changes In Fasting Serum Insulin

and Lipld Levels During 1 Year of .
Double-Bind Treatment Plus Hypocaloric Diet

7 :
g . | m D, 12amg
.‘E L T - R T 1.”
i T
2T e & T +
&
85
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E; 344 w0 174 ?
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A Mean (xSEM) fasting serum insulin Jevels from ran-
domization. P=.11 for placebo vs oriistat. 8, Mean
fasting serum low-density lipoprotein cholesterol lev-
els from inltia! value, P<.05 Tor placebo vs onistat.
C, Mean (=SEM) iotal cholesterol levels from initial
value, The numbers above the plot points are the num-
ber-of subjects.

1
perienced 1 or 2 of these Gl events, which
rypically occurred early during treat-
ment, were mild 1o moderate in inten-.
sity, and generally resolved spontane-
ousty. Seven types of Gl events occurred!
with at least 2 5% incidence rate and in'
twice as many subjects in the orlistag
group: flatus with discharge (40.1%), oily:
spotring (32.7%), fecalurgency (29.7%)!
facty/oily stool (19.8%), oily evacuation!
(14.3%), fecal incontinence (11.8%), and
increased defecarion (11.19). Seven sub-
jects in the orlistat group and 2 in the
placebo group withdrew because of GI
events. The adverse event rase was lowez

" in year 2 than in year 1 and did not dif;

fer berween groups. !

1 2vels of fat-scluble vitamins and beta
carotene generally remained within the
reference range in all treatment groups
throughout the study. Vitamins D
(P =.001) and E (P=.003) levels de*
creased significantly in the orlistat-
treated group vs placebo at the end of
year 1, but mean serum levels remained
within the reference range. When cor-

rected for LDL-C, vitamin E levels were

unchanged in the orlistac-treated su'b11
jects. Supplementarion was required in
14.1% of subjects treated with orlistat
120 mg for 2 years vs with 6.5% of pla-
cebo recipients. All subjects receiving
supplementadion attained normal se-
Tum vitamin levels by the end of the sudy
and no subjects were withdrawn due to
low values. : .

One (0.51%) of the 197 placebo-treated
wotren and 3 (0.54%) of the 548 women

- treared with ovlistar 120 mg were diagnased

as having breast cancer during the 2-year
period following randomization. Oune of
the orlistat-treated subjectshad a 1-cm tu:
moridentified 32 days after rmdomnization:

Table 4. Results of Fasting Serum Glucose and Insulin Studies . o

Two subjects, 1 taking orlistat and 1 1ak- : =
ing placebo, had mammograms prior to B E
starting the study that revealed preesdst-

ing breast malignancies.

COMMENT .

This randomized, multicenter, double-
blind, placebo-controlied, 2-year study
with the Gl lipase inhibitor orlistat con-
firms the hypothesis that pariial inhibi-
tion of dietary fat absorption combined
with dietary intervention results in sus-
tained negative energy balance and

weight loss. The study also shows that -, §
modest reductions in body weight sig- |

nificantly improve obesity-related dis-
ease risk factors. This is the largest, to .
date, placebo-controlled, double-blind

intezyention in obese subjects designed
to evaluate adjunctive pharmaco-

therapy for weight loss and prevention -

" of welght regain over;a 2-year period. Our

fimdings support and extend the Euro-
pean orlisat trial reported by Sjéstrém
and colleagues

Weight Loss Effects

Weight was lost and well mainuzined in

the first year of the current smudy while
subjects were taking orlistat plus main-
taining a controlled-energy diet. In the
second year, when the.study design fo-
cused on preventing weight regain rather
than inducing further weight loss, sub-
jects treated with erlistac maintained
abour ewo thirds of their loss while those
initially taking ortistat wha were switched
to placebo in year 2 regained most of the
lost weight As expected, there was some
weight gain in the orlistar-wreated group
in year 2 when the diet was changed 1o
weight maintenance energy intake. Ad-
didonal factors may also have contrib-

Odistat® ¢

Placebo .
T 1 : 1
. No. of : : No.of F
Fasting Level Study Perlod - Maan = SD Subjects . . Mean = SD . Subjects.  Valuet
Serum ghucose, mmolL (mg/dl) Day 1 5.80+0.03(101 2 1) 223 . 5520030011 218 o
] Weak 104 6.80 £ 0.08 {1042 1) 90 . 567+0050102x1) ' 108 -
Serurn inguin, prmolL Day 1 86.37 % 4.7 218 ' 84.02+ 346 . 20977 04
Week 104 86.32 + 6.89 a8 66.52 + 3.92 102 ’

*Subjecls received 126mg. 3 fimes per day.
+Comparsd with pla sabo/

placsba Bt weakt 104 basad on baagt squsres mean. -
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wred to weight regain during year 2, In-
chuding reduced energy requirements due
10 metabolically active tissue loss** and
partial compensation for inhibition of &i-

" etary fat absorption with increased food

sniake. Nevercheless, the greater sus-

tained weight loss in the orlistat-treated
subjects contrasts to the gradual weight -

regain observed in subjects who re-
crived placebo In year 2.

The results of our otlistat stady cannot
casily be compared with ials of ocher an-.
tiobesity agents because there are no pub-
lished repors of continuous double-blind
trearmnent beyond 1 year with wedications
such as dexfenfluramine hydrochloride,
sibuttarhine hydrochloride, and phenter-

- mine hydrochloride ptus fenfluramine

hydrochloride.449 The mabiliry ofinren-
sive lifestyle tntervenrions alone 1o main-
tain weight loss in: obese subjects is high-
tighted by the recent 2-year mrial of diet, ex-

‘ercise, and diet plus exercise reported by
" Wing esal® Despite theexperrise of these
investigators, all tredtment groups except

the diet plusexercise intervention relapsed

; . toimitial weight by the end of year 2. More-
" gver, the diet plus exercise group main- -

tained only 2 small amount of weight loss

. (<2.5kg) over 2 years. The placebo groups

in the present study whoalso had a behav-

* joral intervention similatly experienced

weight regain and by weatmeny week 104
hadatotal weighrlass ofabout 4.5 kg, Thus,
these placebo-treated overweight subjects
failed o maintainJost weight o the extent

observed in the orlistar 120mg group. Fhar-

macblogic plus dietary intervention there-

.[ore appears td significantly improve the
2-year efficacy of weight management.

Risk Factor Reduction .

During the 4-week placebo lmd—hp&oi '

blood pressure and serum 1evels of sev-
eral lipids improved with diet alone. This
is consistenr with the established indepen-

. .denr tmpact of energy restricton on meta-

bolic and cardiovascular measures, even
before substantizl weight loss. 2 After ran-
domizarion, subjects treated with orlistat
waintained the improvements in setum
lipid levels. The improvements in LDL-C
and total cholesterol levels wete indepen-

.dent of the, greater weight loss achieved

inthe olistat-treated subjects, astndicared

by analyses of covariance, and thus ap-
pear o reflect 2 pharmacologic lipid-
lowering effect of orlistat. In contrast; to-
tal cholesterol levels in the placebo group
increased progressively from randomiza-
tion to treamenut week 32 despite corftin-
ued welght loss (Figure 3). Lipase ifthi-
birion by orlistat prevents the aksorpdon
of approximately 30% of dietary fay in-
take? and the prescribed diet of roughly
30% of energy from fat would thus be-
cotne, in eflect, 2 20% 0 24% Eat diet when
coupled with ortistat oreatmeru- A reduc-
tion in effective absorbed fat intake of this
magnitude, assuming much of it is saru-
rated far, could conuribute to the improved
LDL-C and total cholesterol levels.?
Fasting insulin levels declined through-
out year 1 in the orlistat-treated subjects
and this decrease was sustained for the full

Zymmofmesmdy.mconuasnmméph- -

cebo group, fasting insulin levels in-
creased progressively from about treat-
ment week 24 in the first year and at 52
weeks exceeded the randomization level.
The sustained lowering of insulin levels in
the orlistar group appeared related tb the

overall grearer weight loss tn these sub- *

jects tather than an independent drug ef-

fect. The significant and sustained lower-
ing of insulin levels is clinically important
because earlier studies link fasting serum
insulin levels wirth ischemic heart disease
risk,?* insulin resistance, and obt':sity—
related hypertension.*® The sustained re-
ducrion in fasting serum msulin levels over
2 years of treamment drus suggests thaz or-
listat effecrively improves the canstella-
tion of rhetabolic risk factors, whichicorm-
prise the insulin resistance syndrorhe 2

Adverse Effects

A concen with the long-term use of an-
tiobesity agentsis the porenrial for sérious
systemicadverse effects, As orlistar acts on
Gl lipases and 1s minimally absorbed, sys-
ternic adverse effects are negligiblel This
is confirmed n the present study By the
similar systemic adverse event profiles in
the placebo and orlistar reacment groups.
However, as expected based on thejphar-
macologicacton of orlistar, the incidence
of Gl effects, generally early during wreat-
ment, was higher in the orlistat group. It
is likely that the majoriry of these effects

WEIGHT MANAGEMENT WITH ORLISTAT

ocenrred im subjects unable to maintaina
aoderate dietary fatintake. The Gl symp-
toras dimirished over time and study with-
drawal due 1o adverse events was similar
arnong 2ll treatrment groups in year 1.
Orlistat’s mechanism of acdon may af-
fect levels of fatisoluble vitamins. Al-
though vitamin D and E levels decreased
more in the oristat group compared with
placebo, the changes were small and all
mean vitamin and beta-carotene values
stayed within reference ranges. Subjects
who required vifamin supplemervation
achieved normalized values by the end of
the study.
. Breast malignancies were identified in
3 wormen {0.54%) weated with ortistat 120
mg and 1 wornan (0.51%) weated with
placebo over the 2-year study. There was
srong evidence for ramer preexistence in
3of 4 cases (2 orlistat, 1 placebo) at the
time of study randomization. la addi-
tion, animal genotoxicity and carcinoge-
nicity studies do not indicate any carci-
nogenic potenrial of odistar ¥ Orlistat's
minimal (<1%)}absorption? and lack of
. an eswogen-stimulating effect in.wom-
en? support the conclusion that no bio-
logical associadon exists between orli-
stat and breast cancer.

Study Limitations
Amajor difficulty in conducting long-term
weight management studies is the high
dropout rate, cspecially in subjects receiv-
ing placebo, who therefore generally ex-
perience minital weight loss® The
completion rate of subjects in several ear-
lier behavioral-pharmacologic weight loss
studies over 6 months to 2 years ranged
from 30% to 63%. %1% The rerentionrates
of 43% and 45% in the plactbo and orli-
- stat groups after 2 years of reatment, te-
spectively, in thie present study are there-
fore in aceord with previous Jong-term
weight loss studies.

A second conicern is potential study bias
may impact either [avorably or nege-
tvely on the weight Juss efficacy of orli-
stat. Subjects mzfayhavc dropped out of the
study because of lack of meatment eff-
cacy in the plackbo-treated group and be-
cause of Gl adverse effects in the orlistat
group. Although this study was double-
blind, soms subjects may have suspected

JAMA, Janvary 20, 1995—Vol 281, No.3 241
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WELGHT MANAGEMENT WITH ORLISTAT

they were taking placebo or orlistat by the
presence or absence of Gl adverse events
specific to orlistat. This unplanned un-
blinding could bias the soudy results. I pa-
tents n the placebo group who experi-
enced lesser weight loss and fewer GI
symptoms were more likely to drop out,
then the comparison of subjects who coro-
pleted the study could underestimate the
tue benefit of oristat by yielding an un-
Tepresentative cobort who were able to
achieve sustained weight loss despite in-
active trearment for comparison with or-
listar-reared subjects. Another possible
source of bias, operating in the opposite
direction, is that dropouts from the orli-
stat group way have inchided noncom-
pliant subjecrs who ingested large amounts -
of far and who had minimal weight loss
and experienced more Gl adverse effects.
Analysis of only subjects who completed
2 full years of treaunent could. thus over-
estimate actual weatmenr efficacy. How-
cver, there Were o apparent systematic
differences in weight loss among sub-
jects who experienoed several, 1, orno GI
adverse effects, : .

Use of the data derived from the last re-
corded observation before the subjects
withdrew from the study aterapts to com-
pensaic for the bias inherent in using only
completers’ dara. To evaluate the impact

" 'This study demonsmates thar partial in~
- hibition of fut absorption in obese sub- .

of the last observation, carried-forward ap-

proach on potentizl bias, we compared .
weight loss at 12, 24, and 36 weeks of,
treatment in the subjects whase weight was |
measured at each of these ime points and «
who subsequently dropped out with sub- ;
jects who did not withdraw. At each time -
point, the subjects who subsequently:
dropped out lost Jess weight than those!
who remained in the study. Further-!
more, the pauem of differences berween)
the placebo- and orlistat-treated cohorts
was similar in both dropours end compl-*
eters at each time point. Weight loss was,
approximately 40% greater on a consis-;
tent basts in the coharts of dropouts and,
completers who received orlistar com-:
pated with placebo. Application of the last’
observation carried-forward approach to;
the intent-to-treat popnladon would theo-'
retically minimize the opposing sources o
bias by carrying forward trends in the re
sponses of subjects who dropped out as,
well 25 those who completed the study 1o

the end result. 2 .

jec1s ean produce sustained weight loss:
Subjects treated with orlistat phus a mildly,
controlled-energy dies lost significantly.

more weight than those treated with pla-
cebo plus diet even though all subjects

received 2 high standard of care and simi-
lar dietary counseling, Moreover, orli-
stat treaument was associated with greater
improvements in fasting serum lipid and
insulin levels. These observations col-
lectively suggest that orlistat may be 2

useful adjunct to dietary interventionin .

producing and maincaining weight loss
over 1 years. .
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tt Barrié Berman VanBrackle
n’ ] ana Manatt, Phelps & Phillips, LLP
manatt | phelps | philips Direct Dial: (202) 585-6530

E-mail: bvanbrackle@manatt.com

November 8, 2004 Client-Matter: 00001-001

VIA FIRST CLASS MAIL

C.S. Coffey

c/o Dept of Biostatistics

University of Alabama, Birmingham

Alabama Ryals Public Health Bldg. 327

1665 University Blvd. .=
Birmingham, AL 35294

Re: Basic Research LLC, et al., Docket No. 9318
Dear Dr. Coffey:

Enclosed is a subpoena for production of documentary materials and tangible things in
connection with the above-referenced matter. The subpoena contains instructions for
compliance.

Please contact Christopher P. Demetriades at (305) 358-5001 if you have any questions
regarding this subpoena.

Thank you for your cooperation.

Sincerely,

RorVon Backla 2

Bame Berman VanBrackle

30172847.2

700 12th Street, N.W., Suite 1100, Washington, District of Columbia 20005 Telephone: 202.585.6500 Fax: 202.585.6600 -
Albany. | Los Angeles | Mexico City | New York | Orange County | Palo Alto | Sacramento | Washington, D.C.



~ SUBPOENA DUCES TECUM
Issued Pursuant to Rule 3.34(b), 16 C.F.R. § 3.34(b)(1997)

1.

TO )

C.S. Coffey

Department. of Biostatistics
University of Alabama
Alabama Ryals Public Health Bldg. 3
1665 University Boulevard

] 2. FROM

. UNITED STATES OF AMERICA
p7 ~ FEDERAL TRADE COMMISSION

Birmingham, AL 35294

This subpoena requires you to produce and permit inspe

defined in Rule 3.34(b)), or. tangible things - or to permit i

clion and copying of designated books, documents (as
nspection of premises - at the date and time specified in

Item 5, at the request of Counsel listed in ltem 9, in the proceeding described i_n ltem 6.

3. PLACE OF PRODUCTION OR INSPECTION

FeldmanGale, P.A.
201 S. Biscayne Blvd.
Miami, FL 33131

4. MATERIAL WILL BE PRODUCED TO
Christopher P. Demetriades

_ DATE AND TIME OF PRODUCTION OR INSPECTION
November 23, 2004

6. SUBJECT OF PROCEEDING
A}

In the Matter of Basic Research, LLC, et. al., Docket No. 9318

7. MATERIAL TO BE PRODUCED

See attached Exhibit A

8. ADMINISTRATIVE LAW JUDGE
The Honorable Stephen J. McGuire

Federal Trade Commission
Washington, D.C. 20580

. COUNSEL REQUESTING SUBPOENA

Christopher P. Demetriades
FeldmanGale, P.A.

201 S. Biscayne Blvd.
Miami, FL 33131

DATE ISSUED ECRETARY'S SIGNATURE

| %W ﬁ;;ﬂalf-f

GENERAL INSTRUCTIONS

APPEARANCE

The delivery of this subpoena to you by any method
prescribed by the Commission's Rules of Practice is
legal service and may subject you to a penalty
imposed by law for failure to comply.

MOTION TO LIMIT OR QUASH

The Commission's Rules of Practice require that any
motion to limit or quash this subpoena be filed within
the earlier of 10 days after service or the time for
compliance. The original and ten copies of the petition
must be filed with the Secretary of the Federal Trade
Commission, accompanied by an affidavit of service of
the document upon counsel listed in ltem 9, and upon
all other parties prescribed by the Rules of Practice.

TRAVEL EXPENSES

The Commission's Ruies of Practice require that fees and
mileage be paid by the party that requested your -

- appearance. You should present your claim to counsel
listed in Item 9 for payment. If you are permanently or
temporarily living somewhere other than the address on
this subpoena and it would require excessive travel for
you to appear, you must get prior approval from counsel
listed in Iltem 9.

This subpoena does not require approval by OMB under
the Paperwork Reduction Act of 1980.

FTC Form 70-B (rev. 1/97)



EXHIBIT A

INSTRUCTIONS FOR COMPLIAN CE BY DELIVERY OF DOCUMENTS

If documents are delivered by hand, overnight delivery service, mail, or electronic
means, your response shall be accompanied by an affidavit, executed by you, that
provides:

1. The names, addresses, positions, and organizations of all persons whose
files were searched and all persons who participated in or supervised the collection of the
documents, and a brief description of the nature of the work that each person performed
in connection with collecting the documents;

2. A statement that the search was complete and that all responsive
documents are being produced,; :

3. A statement as to whether the documents were made and kept in the
course of your regularly conducted business, and whether it was your regular practice to
make and keep such documents; and

4. A statement as to whether any document called for by the subpoena has
been misplaced, lost, or destroyed. If any document has been misplaced, lost, or
destroyed, identify: the type of document; the date (or approximate date) of the
document; subject matter of the document; all persons to whom it was addressed,
circulated, or shown; its date of destruction, or when it was lost or misplaced; the reason
it was destroyed, lost, or misplaced; and the custodian of the document on the date of its
destruction, loss or misplacement.

If the affidavit is incomplete, or additional infonnaition is necessary, you may be
compelled to appear and testify.

22
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Specifications

1. All records and documents of whatever kind reflecting side effects experienced by
subjects in control or placebo groups during the study titled A Randomized Double-Blind
Placebo-Controlled Clinical Trial of a Product Containing Ephedrine, Caffeine, and
Other Ingredients from Herbal Sources for Trearment of Overweight and Obesity in the
Absence of Lifestyle Treatment a copy of which is attached as Exhibit A. You may
provide redacted records or documents redacting identifying information concerning the
test subjects including but not hrmted to name, address, te]ephone number, social security
number or similar.

2. ‘All records and documents of whatever kind reflecting comments by subjects
concerning or related to any side effects experienced by subjects in the control or placebo
group during the study titled A Randomized Double-Blind Placebo-Controlled Clinical
Trial of a Product Containing Ephedrine, Caﬁeme and Other Ingredzents from Herbal
Sources for Treatment of Overweight and Obesity in the Absence of Lifestyle Treatmenta
copy of which is attached as Exhibit A. You may provide redacted records or documents
redacting identifying information concerning the test subjects including but not limited to
name, address, telephone number, social security number or similar.
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A randomized double-blind placebo-controlled clinical
trial of a product containing ephedrine, caffeine, and
other ingredients from herbal sources for treatment of
overweight and obesity in the absence of lifestyle
treatment

CS Coffey®, D Steiner?, BA Baker’ and DB Allison**

Department of Biostatistics, University of Alabama at Birmi AL, USA; ZResearch Testing Laborwtgrics, Great Neck,
Nzi? t‘;m; 35=ct¢mf on Stutistical Gmmnrﬁf Unsiversity afAIabamam'Shm;" Birmingham, Birminigham, AL, USA; and *Glinical
Nutrition Research Unlt, Urtiversity of Alabama at Binmingham, Birmingham, AL, USA

OBJECTIVE: To evaluate the efficacy and side effects of an herbal formuslation to promote weight loss, as compared to placebo.
DESIGN: 12-week multicenter double-blind, placebo-controlied, randomized parallel groups design. Study conducted at three
dinical sites in New York State. Subjects were randomized to receive efther the ‘active’ product or a ‘placebo’ supplement for 12
weeks. Minimal steps were taken to influence lilestyle changes with regard 10 diet or exercise.

SUBJECTS: 102 overweight/obese (30 <BMI< 39,9 kg/m?) volunteers between the ages of 18 and 65y.

MAIN OUTCOME MEASURES: Weight, percent body fat, fat mass, waist circumference, BMI, blood pressure, and pulse
measured at 2 days, 1 week, 2 weels, 4 weeks, 8 weeks, and 12 weeks postrandomization.

RESULTS: Subjects receiving the ‘active treatment experienced, on average, an additional 1.5 kg of weight loss compared with
subjects receiving the placebo. In additian, subjects receiving the "active’ treatment experienced greater reductions in BM! and
waist circumference over the 12-week periad. No differences were observed with respect to percent body fat, fat mass, diastolic
or systolic blood pressure, pulse, the occurrence of any adverse event, or the occumence of any presumed treatment-related
adverse event. Testing of the study product by two independent laboratories indicated that it had only approximately half of the
intended amount of ephedrine alkaloids and caffeine.

CONCLUSIONS: Over the 12-week trial, subjects on the active treatment experienced significantly greater weight loss than

subjects on placebo, without an increase in blood pressure, pulse, or the rate of adverse events. These benefits were achieved in -

the absence of any fifestylc treatment to change dietary or exerdse behavior and with lower doses of ephedrine alkaloids and
caffeine than those commonly utifized. :
Intemational joumnal of Obesity {2004) 28, 14111419, doi;10.1 038/5].5j0.0802784

Published online 37 August 2004

4.2

Keywords: ephedra alkaloids; weight loss; BMI; safety; eflicacy Sooe

Introduction obesc.” Obesity Is associated with a varety of adverse

There s currently an Increasing prevalence of obese and
overweight individuals in this country. More than half of US
achdis are overwelght and approximately one-third . are

*Correspondanca: Dr DB Alilson, Department of Rlostatistics, Ryals Public

Health Xidg 327, 1688 University Bivd, Univorsity of Alabams at
Blrmingham, Birmingham, AL 35294.0022, LISA. i

E-mall: Dallisernuab.edu .

Received 19 January 2004 revised 24 May 2004; occepted 15 June 2004
published online 31 August 2004

conditions such as cardiovascular disease and poninsulin-
dependent diabetes mellitus (NIDDM)? and with decreascd
longevity.** Shortterm weight loss . is _associated with
improvements in health and reduced sk factors for
morbidity and mortatity.* Medium-term (4y) weight loss s
assoclatd  with markedly reduced risk of new onset
NIDDM.® An emerging body of research suggests that, when
analyses a7¢ confined to obese individuals who profess an
intention 1o lose weight, subsequent weight Joss 15 associated
with no harmful effects and perhaps a very modest decrease

!
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in morality 1ate.™® Nevertheless, weight loss is difficult to
majntain, and, only spproximately one in five people who
try to lose weight succeed in maintaining all weight initially
105t or a clinically meaningful welght loss of 9-11kg for 3-
5y Currently. only one FDA-approved OTC drug for weight
Joss exists (Benzocaln€) and is mot widely used, widcly
srudied, or widely thought to be effective.’® Several prescelp-
ton drugs exist, but they are relatively expeasive,” of
modest efficacy,’? and in some instances have raiscd safery
concerns.”? This has led many people to use dletary
supplements for weight loss. Perhaps, the best-known class
of weight loss products are thos¢ which contain cphedra
alkaloids from herbal sources.’® However, the use of such
products remains controversial (see addendum)'® and it is
therefore citical thar as many data as possible be brought 10
bear on the safety and efficacy of such products. Thus, there
is a great need to evaluate additional agents for weight loss
and to conduct Tigorous State-of-the-art clinlcal trials to
evaluate the safety and efficacy of potential therapeutics. In
addition, it has been shown that ephedrine and caffeine have
synsegistic effects on thermogenesis'” and weight Joss." For
reviews of the phammacodynarmics behind this synergy, see
(Dulloo;'* Greenway.and Huber™), This study is intended to
examine the efficacy and safety of » potential antiobesity
product that is a comblnation of Ma husng {containing
ephedrine), Kola nut (containing caffeine), White willow
baxk (contalning salicin), and other herbal components.

Methods

Study design

The study was a multicenter placebo-controlled, randomized,
pavallel-group, 12-week, longitudinal trial designed to com-
pare the weight loss efficacy and side-effects of an herbal
fonnulation to that of a placebo. Subjects were randomly
assigmed o receive either the ‘active’ product or a placebo
supplement {see Figore 1 for a study flow chat), Secondary
outcomes were percent body fat, BMI, walst circumnference,
blood pressure, pulse, and senum. lipid concentrations.

Subjects
Overweight/obese persons between the ages of 18 and 65y
with body mass index (BMI; kg/m?) between 30.0 and 39.9
were entolled in this mial (men: n=14 and women: n=_8§8).
Exclusion criteria were: a maintained weight loss >10kg In
the preceding 3 months; meals not eaten at regular intervals;
participation in another mvestigational study within the
past 30 days; a history of aicohol or drug abuse within the
_ past year; females pregnant, Iactating, or fertile and un-
" willtng to use a method of birth control acceptable to the
Investigator; 2 significant history or cument prescnec of
diabetes mellitus or hypertenslon (systolic BP>140 and/or
diastolic BP>90); dinically significant endocrine,” hepatic,
renal, or cardiovascular disease; a history of sieep disorders,
clinical depression or other psychiatric conditions; abnormal

International journal of Obesky
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Figure 7 Study flow chart. Three patiesits (ane in the plagebo group, two in
the activé group) dixcontinued the study but retumed for a final evphsstion
during a time window which provided a vakid week 12 measurement.

ECG or laboratory values; the presence of my medical
condition or the use of any medication that could have
interfered with the conduct of the stady or placed the
prospective subject at tisk; or known allergy or sensitivity to
any of the ‘active’ or ‘placebo’ product ingredients. (Protocol
violations occurzed when two subjects were enrolled and
randomized to the active group in emor Both subjects
answered ‘No' to the gquestion- ‘Female subject i5 not
currently receiving or planning to seceive any assisted
reproductive technologies capable of producing pregnancy
(whether in a same-sex relationship, single or abstinent, or
subfertile/infertile)’. Since complete data was collected for
both subjects and no major differences in conclusions were
observed when these subjects were or were not included in
the malyses, they are included in all analyses reported here.)
The study was approved by a legally constirured IXB located
at RTL, Inc. in Great Neck, New York om Mry 2, 2001, snd
all subjects signed informed consent forms, Prospective

" subjects were datermined to be in good general health and

appropriate for study participation based on the results of
medical history, physical examineatlon, i2-lead electrocar-
diogrmum, and laboratory testing, ali inrerpreted by the study
physician. ;

Treatment conditions .
The ‘active’ study product was a potential antlobesity
product that contained Ma huang (contdining ephedrine),

T
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Xola nut {containing caffeine), White willow bazk {(contain-
ing salicin), and other herbal companents. The proposed
per-caplet formula for the three primary ingredients was
125 mg Ma huang (10mg cphedra at 8%), 250mg Kola not
{6Dmg caffeine st 25%), and 100mg White willow bark
(15mg salicin at 15%). However, tests of the pill at two
independent labs revealed that they comtained appraxi-
mately half that amount. We will retumn to this polnt io the
discussion scction. To place this dose of caffeine in

, even at the intended dose, one tablet cantains
approximately the same dose of onc Exedrine mblet or a
12 oz. can of Mountzin Dew soda, approximarety two-thirds
. the dose of sn ordinary 8 oz cup of coffee (http:/fwww.cspi-
net org/new/cafchert hem, accessed 01/13/04), and only 1/
10th of the upper end of the dose range that the US Amy
considers safe and effective for enhancing performance In
their personnd. 2!

The study design was intanded 1o emulste ‘real-life’
conditions under which the study prodoct is administered.
Hence, minirnal steps were taken to influence other lifestyle
changes. At the tme of randomization, subjects were given
pamphlets that desciibed lifestyle modifications that would
achicve a healthicr lifestyle. However, no additional coun-
sellng with regerd to modifications of dietary or exercise
behaviors was provided during the course of the study. Thus,
this study assessed the efficacy of the study product in 2
group of patients given the freedom to eat whatever they
desired and not encouraged to make other modifications
beyond taking the tablets in the appropiate manner (two
caplets taken three times daily).

Measuares

Study subjects retuzned to the chinics at 2 days, 1, 2, 4, 8, and

12 weeks postandomization. At each visit, compliance
assessments were performed and subjects were given 3
sufficlent supply of the appropriate study product to permit
dosing until the time of the next scheduled visit.

Height measurements were obtained at the randomization
visit. At mndomizatdon and each subscquent visit, bref
physleal assessmients were Tepeated on all subjects, including
measurements of weight, vital signs, and girth at the waist.
From the height and weight measwements, EMls were
calculated. At the randomization visit and 12 week follow-
up visit, electrocardiograms (ECGs) were performed, and
blood and vrine samples were collected for routine Jabora-
tory analyses. In addition, serum lipid levels were obtained at
baseline aud study conchision. -

Helpght was measured within 0.1in, using 2 vnit attached
to the scale, and then converted 1o cm. Body weight was
measured within 0.1 kg vsing a standardized calibrated scalc.
Body fat determinations were performed using a Health
Management System 1000 (Bioanalogics; Beaverton, OR,
USA) bicimpedance analyzer (See: http://wwwrbioanalogics.
com/validityhttn for validity infoxmation). All anthropo-
metic measurements were taken using the Gullick 2

ECCLES LIBRARY
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Anthropometric Tape Measure Model 67020, manyfactured
by Country Technology, Inc. Waist measurements were
complcted as par NHANES 1N Protocol. Blood pressure was
measured after at Jeast Smin of restusing a standard mercury
sphygmomanometer and appropriately sized cuffs; accord-
ing to the guldelines of the American Heart Associjtion.

Adverse events (AES) were assessed by the inv L For
each AE encountered, the study physician ed the
relationship between the AR and the study product ac None,
Possible, Probable, or Definite. Any AE dassified by the study
physician to have at Jeast a possible relationship to t{eatment
was presumed to be a treatment-related adverse t.

Statistical analysis - .

The principal aim of the analysis was to compare the cffects
of the ‘active’ product and placeho over time on thy primary
and secondary outcomes. Because dropouts were pbserved

over the course of the study, the primary analysis ¢onsisted
of an intent-to-treat (1TT). yepeated measures mixed mod-
22 gxamining weight loss over the course of the study. As

opposed to traditional repeated measvres techniques, mixed
modcls permit the inclusion of subjects with values
for some visits. These mixed models examined lifcar and
quadratic trends over time separately for group assignument
{contxol or active), the main independent: able of
interest. Baseline weight (at visit 2) entered the:Fael asa
covatiate, In order to reduce the problem of mutticollinear.
ity, often present in polynomial models, we subtracted the
intager value closest to the mean values of time and baseline
weight from each individual value.

Furthermote, an examination of the raw data suggested
that measurements observed over time within a patient were
conelated and that the variation in measurements increased
over time. In order to account for this, random i}:temzpts
and slopes were fit for each patient. The use of & random
cocfficient for each patient allows for the variation| to differ
between, subjects and accounts for the fact that measure
ments obscrved over time within a patient are chrrclated.
This standard fandom cocfficients model can |also be
thought of as utilizing 2 random tntercept for subject.
The addition of a random slope as well accounts, for the fact
that the variation in measurements within a subject tends
increase linearly over time. We considered more komptex
covariance structures that allowed the variation in measure-
ments within a snbject to increase in a quadratic|or cubic
fashion over time. Although these models provided a slightly
improved fit over the model that allowed tion to
increase lmearly with time, the overall congdl were
not affectad. Hence, we report the results fhm the model
with 2 random Intereept and slope for parsin-iony.

By utilizing raixed models with random intereppts and
slopes for each patient, we were then able to simuithneousiy
address the following questions in the final moded:

Was there a difference m immediate 2-day weight loss, 1-
week weight loss, and 12-week weight loss among subjects

.
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receiving the active product s subjects rectiving the
Placeto?

Was there a difference in the trend of weight loss over the
catire course of the study among subjects recefving the

active product ¥s subjects receiving e Placebo, that is, was
there a time by treatment intcraction?
- Hence, this mixed model thne by treatment interaction
allowed us 1o cxamine not only the amount of
weight Joss ot the end of the study, but also how that weight
Joss came to be (le was the weight loss wapid and then
maintained? slow but consistent from week to week? etc).
Secondary efficacy analyses to compare 2-day, I-week, and
12-week changes in percent body fat, fat mass, body mass

* jndex, and waist circumference were pedvnned in a shnllar

manner Finally, the percentage of patients in tbe two
groups achieving reductions of >1 and >50% from base-
line weight at the condusion of the 12-weck study period
were compared using the Pearson x*-test. In addition, we
conducted 2 last observation cartied forward (LOCK)
malyslswmnﬂnedmhnpaua!thenslm]emwho
dropped out before the condusion of the study. The
condusions from this LOCF analysis were identical to the
compicters only analysis reported above, hence we report
only the latter analysis here.

The 12-week changes in serum lipid values were examined
using the nonparametic Wilcoxon test. For one subject, 2

member of the investigative team determined that the initial

fipid baseline values should be xepeated since these initial
laboratory values were nonfasing. Hence, the repeated
1aboratory values were used as baseline vatues for analytic

pusposes.

‘With respect to side effects, we also examined changes in
systolic blood pressure, diastolic blood pressure, and pulse
using mixed model techniques in the 3¢ manner as with
the efficacy anatysis We also uscd logistic regression
methods to compare both the percentage of subjects having
any adverse event (AE) and the percentage of subjects having
any putatively teeatment-related adverse events (FTRAE) in
the two groups. All significance tests were conducted at the
two-tajlcd 0.05 alpha level

. Results

Descriptive statistics

Baseline chamacteristics of subjects enrolled in the trial are
shown in Table 1. As expected due to the randomization
scheme, subjects in both groups had similar characteristics
upon entcring the stady. Possible exceptions included a
slightly higher (though not statistically significant) percen-
tage of subjects in the active group with high EMI (235) at
baseline, past gastroimtestinal and endocrine conditions, aad
abmormal skin condition durtng the baseline medical exam.

~In all, 81% of subjects were White Non-Hispanic, 6% were

Hispanic, 11% were Black Non-Hispanic, dud 2% were other
or unknown. Compliance for an individual subject was

interraiomal Jouel of Obesky
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Table 1 Basaline subject charsctedstics (mean and . =stapdard daviatony*

Platebo group Active group
Characteristic N  Meon(sd) N Mean(sd)
Agn, y S0 421008 52 MO0
Welght, kg X0  920Q25) 52 9NBSMA)
Rody mass index (BME kgl 49 3k0Q9) 52 381Q9)
Fat max, kg t H M2BI 5 15203
Total body fat mass % 4 M2y 5 362066
Walst drcumbcrence, o 49 1063 (H00S) 52 1064 (89)
Tow! cholestorol, mg/di - 50 1956(W.7) 52 234 (28
LDL cholcsterol, mgfdt 4% N75(R73) 2 1S @Y
HDL cholesteral, mg/dl 50 513036 52 52604
Dixstolic blood prescure, mmHg S0 752(7.8) 52 77.0(63)
Systallc blood presase, mmig 50 119.) (10.48) 52 607
Triglycerides, mg/di S50 13B5(G29) 52 1652 (B6.9)
Hips, em 49 NEA@H 52 ML4@D
Pulse, bests/min - 0 752006 SB 7623
Thigh Grcumierence, cm 49 S92(4%) SR €07(sM)

N difer becavse some metsures were missing arid becagse two ineligible
particpants were randomized (o the active aroup.

-

determined by taking the ratio of the cumulal

number of
tablets acrually taken to the curmlative n of tablets
that should have been taken over the course of the smdy and

was expressed as a percentage. Mean group compliance was
above 95% for both groups.

A total of cight patientt in each groap (16 total)
discontinued the study. Tn the control group, three subjects
discontinued due to an adverse event (Emesis, Elevated
Biood Pressure, and Hypothyroidism), three subjects with.
drew consent, and two subjects were Jost'to follow-up. in the
active group, two subjects discontinued due to an adverse
event (Compression Fracture of L1 and Elevated Blood
Pressure), one subject was unable to meet protocol criteria
{‘Subject was umable to Tetum to study site for Visit 8°), one
subjcct was withdrawn for a protocol violation or noncom-
pliange (‘Subject missed visit 7 and has off product
since 11/30/019, two subjects withdrew and two

* subjects were jost to follow-up. However, it should be noted

that three of these subjects who dlscontinued feturned for a
final evaluation during a time window which provided a
valid week 12 measurement.

2
L
r3

e,

Efficacy analyses (Jm

Table 2 summarizes each of the efficacy ou e variables
bemecubaehneandZda.ys,lweek,andthe' nclusion of
the study (12 weeks), Tespectively, for subjects{ in the active
and control groups. For each wvagable! the table displays
unadjusted mean decreases and standard devistions as well
as model adjusted mean decseases, standard efrors, and the
P-values for comparing the two groups. The adjusted
means comrespond to the final mixed model incorporating
linear and quadratic effects 10 measure the over time
for both groups, random intercepts mitd slapes for each
subject to account for correlations over ime apd increasing

’
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Table 2 Mean decreases for dlicacy outcome variablies by group
Unedjuttad Adjusted
voriable Contrd (n=50) Active (n=52) " Contro! fa=50) Active {n = 52) Pvolue
Welglit . 0007
i ' 2) 0.64
024 (0.71 0.39 (0.B1) 039 (0.13) 0.47 (0.12)
"us': : :.:c 039 Eg.ug 0.69 (55) 04D (0.12) 08! AT 019
Altar 12 weeks 0.53 (.73) 218(231) 045 (0.37) 210 (0.35) :.221
Percent body lot . X
©.80 (2.54 ~D.39 (1.66) 0.72 (0.31) 0.2 (0.30) o.08
:‘(:: ? :a’:k 0.66 zzss; D26 (1.69) 0.76 (029) -0.02 (0.28) 0.06
Afrer 12 wesls 138 (3.4B) 141 15) 159 (041) 1.13 (040) g.:i
Fot moss R
After 2 0.83 @239 ~0.26 (1.54) 0.83 (0.29) _ 0.09 (0.28) 0.07
Aﬁ:' 1 m 0.79 QAN 048 (1571 0.87 (0.27) 024 (0.25) 0.
Afiter 12 weeks 140 3I0) 2.04 (231) 1.61 (0.45) , 1.80 (0.43) g.:gs
BMl 1
Aler 2 day 0.08 (0.27) 0.17 (0.34) 014005 . ‘0.19 (6.05) 049
After 1 wey:k 0.4 ((g.ss) 0.25 (0.45) a4 (0.05) 024 {D.05) 0.4
Alter 12 wesks 021 Q.3) 0.57 (0.85) 0.18 (0.14) 0.852 (0.13) g.::'u
Wrist Giramference . A X
Ay 2 dayd fem 0.07 (1.50) 0.32 (1.74) 0.24 (0.249) D.47 (0.23) 0.49
After 1 waek 0.62 (199 0.90 (1.70) 041 (0.2%) .= 0.65 (0.22) 0.45
Aftar 12 weels 0.85 Q.73) 255(3.13) 0.97 (0-43) 257 (0A2) 0.006
VWBm“Mmemdmmmm:meummumﬁmﬁmndduﬁmndmnmmrr_upmd the fina!
nindmmmlhgmmqumﬁcﬁeusmmmdrnmmuhommrlndomlntemq:umdslnpuh-ampamw tor
outcome

comelations over ime and ifcreasiog vadabion from skt To Vst within a patiert, and atjusts for bascline measurements. The first Fvaiue for

the test for a tme by treatment Interaction, that is, that the effoct diffcrs [n the active and control groups over time. Posttive values cofrespond to

ropretents
decreasat fram basaline. Negative valves comrespond Lo increases from baselinc.

vatiation from visit to visit within a subject, and adjusts for
baseline measurements. The table also presents the P-valucs
for the test of & time by treatment interaction from the
mixed model, that Is, 2 test of differences In the trend for
changes from baseline over time for the two groups. Note
that positive rumbers indicate decreases from baseline while
pegative numbers indicate increases from baseline.

Weight loss. Figure 2 displays the mean decrease in welght
from baseline for both groups over the course of the six study
visits. The points connected by dashed lines represent the
observed decrenses over the course of the study. The points
connected by solid lines represent predicted values from the
final mixed model. Measurements for the active and control
groups are represented by green and red lints, respectively.
There was a signtficant initial weight loss at 2 days in both
the control (0.39kg+0.12, P=0.002) and active groups
(0.47kg=0.12, P=0.0001), but there was no statistically
significant difference in the amoumt of initial weight loss
between the two groups (P=0,64). No additional weight loss
over time was observed in the control group (P=0.79)
hence, the initial weight Joss observed In the control group
appears to be due to a placebo effect. On the dontrary, there
was 2 highly sigruficent effect of time on weight loss in the
active group with the amount of weight 1058 increasing
linearly aver the course of the study (P=0.0001). As a
consequence, there is a highly significant time by treatment
interaction observed with Tespect to weight Idss (P=0.007)

|
1
"
!
i
l

34

:, 1
- ‘_-;.‘-‘-'"‘

§ 19 ..g.w..-—____.«r-‘:':‘-.‘

¥ . P'_‘_‘f::‘._-__ T TTt

B 9

(d

z

)
-
2

0 2 ] ] 8 10 12

WEEKS .
GAOUP — Coniral (Adjusted) | ——— At (AT
———"  Control (Raw) — Althm (W)
Figure 2 Mean welgix loss from baseline In Mlograms numbers
Indicate weight lass). The plotzed points connected by dashed and solid lines
represent the observed decrearss snd modsel adiusted values,
respectivly. The green fines represent the active group and rad linas

indicate the control group. - v

2nd a highly significant difference in the amount of weight
loss observed in the two groups at the conclusiqn of the
study (2.20kg + 0.35 for the active group vs 0.44kg+0.37
for the control group, P=0.002). Furthermore, as Is to be
expected since the height of the patients remains ugchanged
during this trial, we obtained similar results When we
conducted the analy:sis ustng BMI as the ourcome,

Percent body fat. There was a significant initial reduction in
percent body fat at 2:days In the control group (0.73%+0.31,

i f journal of Obesity
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P=0.02) but not the active group (—0.1236:+0.30, F=0.69).
Reductions In percent body fat continued in a linear manner
over time¢ for both groups, although the rate of reduction
seened slightly higher in the active group (E=0.002) than In
the contyol group (P=0.09), As a consequence, no statist-
cally significant difference in reduction of percent body fat
n the two groups wes pbserved at the conclusion of the
study (1.13%:0.40 for the active group ¥ 1.599610.41 for
the control group, P=0.42).
1

Fat mass. The results for the analyses with fat mass serving
as the outcome of interest rotrror the resuits obtaimed when
using percent hody it as the outcome. Most notably, there
was no statistically significant difference 4 reduction of fat
mass in theé two groups at the conclusion of the study
(1.61 kg+0. 45 for the active group 5 1.80kg+0.43 fur the
control group, P=0.76).

Waist circumference. Thete wes a significant inltle} reduc-
tion i waist circumference at 2 days for the active
(0.47em+0.23, P=0.09) but not the . control group
{024 on £0.24, F=0.32), 2)though there was no statistically
significant difference in the amount of initial reduction in
wajst circumference between the two groups (P=0.49).
There was a highly significant effect of ime on reduction
of waist cdrowmference in both the active (P<0.001) and
control (P=0.002) groups, with the reduction in wajst
dreumference tocreasing over the course of the study.
However, 2 sigaificant Hme by treatmend interaction was
observed (P=0.01) due to the fact that thé rate of reduction
In waist cirumference was linear in the 'active group, but
quadratic in the conttrol group (ie Unear at first, then leveling
off). This was evidenced by the fact that kttle additional
reductions in waist circumference were; obscrved in the
control group after the first week, while p_xe reductions in
waist chcumfcrcnce continued  throughout the 12-week
study period for the active group. As a consequence, there
was no difference In the reduction of wiist circumference
observed in the two groups 1 week into the study (0.65 +0.22
for the active group w 0.41£0.23 for the comirol group,
£=0.45) but a highly significant dtfference was observed at

the conclusion of the study {2.57 cm0i42 for the active -

group v5 0.91 cra043 for the control group, P=0.006).

|
Responder rates. Tabie 3 summarizes the percentage of .

baselinie weight Jost at the end of the i2-week period in
the two groups. At the conclusion of the study, there was a
statistically significant incresse in the percentage of patients
who Jost greater than 19 of their initial Hody weight in the

Table 3 Percentage of baseline weight Jost by grour

Group 1% or Jess >1-5% >5—w9f > 10% n
Contol  20(S6%)  14(33%)  SQ12%)  O@N) 42
Adve  1A(30%)  25(54%) A(I3%) 1QW 46
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active group as opposed to the control group (69 vs 45%,
P=0.02). However, there was no statistically significant
difference between the two groups In the percentage of
paticats who lostigreater than 5% of theit Initial body weight
{15 vs 129%, P=0.62). This implies that while there was a
greater responst (with Tegards to weight loss in the active
group, the obseryed weight loss was yelatively small when
considered as a percentage of initial weight.

Serum lipid acalyses

There were ‘marginally significant’ (defined as 0.05<P<0.
10) tasger decreases in total cholesterol and triglycosides in
the active group as compared to the courral group. All other

serum lipids sholwed no significant ¢ifferences between the
two groups.

Safety-related results

Systolic blood |pressure, diastolic blood pressure, and
pulse. Table 4 jsemmarizes the change in systolic BE,
diastolic BP, andlpulse between bascline and 2 days, 1 week,
and 12 weels, xespectively, for subjects in the active and
contro} groups. JAs with the efficacy variables, the wble
displays unadjusted means and standard deviations as well as
adjusted mam,gsmﬁxrd errors, and the P-values obtained
from the final nllixed model for comparing the two groups.
Howevey, it should be noted that this table presents changes
from baseline in these variables rather than decreases.
Hence, in this hble, positive numbers tndicate increases
from baseline while negative numbers comrespond to de-
creases from basellne No significant time by treatment
interaction observed for systolic BP (P=0.76) and
diastolic BP (Pi0.49). Although the time by treatment
interaction was ot statistically significant (P=0.09). there
was a margipally significant difference in change in pulse
rates observed in the two groups at the conclusion of the
study. Howeverd this was primarlly dme to an observed
decrease in pulse rates for the contral group at 12 weeks
(0.78bpm:l;1.1.§, for active group vs —232bpm+1.19 for
control group, P=0.06).

Adverse events; Table § displays the d.lst:fbuﬂng of the

number of adverse events and Ueatment-zelited adverse
svents per persgn in the study sample ffor each treatment
group. Of the 102 patients in the study, 78 (76%) suffered at
least one AE and 30 (29%) sutfered at least one PTRAE over
the course of the study. There was no difference in the
eccurrence of ahy adverse event between the two groups
(77% for active }s 76% for contral, P=0.91). Similarly, there
was 1o difference in the occnrence of any PTRAE between
the two groups (33% for active ¥ 26% for control, Pm=0.46).

Of the 78 subjects who experienced adverse events, 56 had
events. Hence, a total of 196 adverse cvents
observed over the course of this study. Of these, five ‘sedous’
adverse events occurred in two subjects.. One subject in the

!
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Table 4 Changes for soltty outcome variables by group
Unadjisted Adjusted
' Variable Cantrol (n=50) Active {n=52) Controf fn=50) Active fn=52) Pvoive
presue 0.76
' ”iﬁm ws30020) ~0.71 (10.90) 1,03 (1.14) 027 110) 083
Anar 1 week 115 { 9.40) : -1.72(937) 033 (1.05) ~0.22(1.0%) on
After 12 weds 1.56 (10.11) R -1.39 (10.5%) 156 (1.41) 0.36 (1.38) 054
Diastolic blood pressuce ; 049
Alter 2 deys —0.57 (340 -0.56 (7.80) ~0.20 (6.78) 048 (0.73) 028
Afeer 1 week . =031 7.8%) ~0.4 (6.29) -0.53 (0.69) 0.28 (0.67) 0235
Alter 12 weeks 0.56 (8.39) 0.30 (7.28) .75 (0.98) 0.57 (0.95) g—;g
Pulte !
Alter 2 days 0240037 -, 0.88 (10.57) ~0.39 (1.00) 1.31 @979 022
Alar 1 waek ~0.89 { 9.48) : 1.06 (213 0.24 (0.50) 1.38 (0.87) 0.36
Alter 12 weeks -3630168 | -035(912 232 01.19) 0.78 1.15) 0.06
Values shown are uradjusted mesns and stndard deviations and model adjisted means wd sandard emons. [The model adjusted means comespond to the final
mincd mode incorporaling Kncar and quadratic efiects to measune effect aver time for both groups, rindoe igtercepts and Slopes for each patient to account for
comalstions over tima and Incraacing vadation from visit to visit within a patiert, and adjusts lor basaline gneasurenents. The first Avalue for sach outcome
represents the test fora ime by treatment interaction, that i, that the ciicet differs in the active and control groupe over dme. Pasitive vakies correspond to increases
from baseline. Negatve values comespond to decreases from baseline. .
. ! - =
Table S Distribution of the numbsr of adverse events per person in the scudy af ephedra-contatning products for weight loss.**** Spectfi-
mmple i cally, this study shaws that a product containing ephedra,
No. of adverse events 0 ! 2 il 4 S caffeine, and salicylic acid from herbal sources is effective in
. - producing weight and does not produce commonty
f;‘:‘:' :; }: :g 4 T 3 significant short-tet adverse effects. Although one patient
4 3 4 in ‘the active ent geoup withdwew due to elevated
No. of PTRAEs [} 1 2 3, 4 =5 blood pressure, so too did one subject in the comtrol group.
: Moreover, this demonstrates that the study product
f;.‘:d' :: ; : ?; g g was effective in a group of subjects who wexe not encouraged
t0 make lifestyle modifications other than taking the study
! pxodnctasdh’ccted.!'lhesemﬂtsmggestthntsub}ectsdo
\ not have o be jotatly invoived ir a stractured program to
i modify lifestyle In drder 0 achieve the weight-loss benefits
control group had three adverse events classified as serious: of the smdy p Of course, combiming the study
‘Exacerbated Depression’, ‘Atrlal Fibeillation’, and ‘Exacerba- product with a healthy diet and exexcise program would be
tion of Asthma’. However, none of thess advesse events kept expected to increase the amount of weight Joss.
the subject from completing the study. One subject in the With 1o clinical banefit, cleatly longer term studies
xtive group had two adverse events d es serlous: would bt valuable.| Results ffom the Diabetes Prevention
‘Low Back Poin’ and ‘Compression Emacture of L1°, which Progtam (DPP) su that even modesate weight losses that -
forced this patient 1o discontinue the study. are not fully sustsirled can confer marked health benefits.®
Whether sach cn be produced: via long-term
treatment with ephedrine-containing prodicts remaing to
. . be demonstrated. ’
Discussion With respect to safety, our Tesults are consistent with past
This 12-week weight oss trial comparing an active treatment research in showing no serious, deleteriou$ consequences
to placebo indicated that the active treatment was assodiated with the use of sufh products in controlled weight loss
with greater weight loss as well 23 greater reductions in other studies. Although is 2n encouraging outcome, several
related health variables. There were no significont differ- - points should be kept in mind. First, because ouc study was
ences between the two groups in changes in| percent body only 12 weeks in jon, it offers no direct evidence about
fat, diastolic blood pressure, systolic blood pressure, pulse, any potential posit*ve or negative effects associated with
the occurrence of any adverse event, or the occurrence of any long-term usage. Second, our exchision criteria and the
putatively treatment-related adverse event. J nature of the study 55 are such thet our sample cannot
The results of this study seem quite cldar and quite be presumed to be representative of the general population.
consistent with a growing body of literature bn the effects Thercfore, one can :lpecu)nte that different results might be
nternational joumnal of Obesity
. )
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obtained in the general population. 'l"hnd our smdy
included only 102 subjects which means we had insufficient
statistical power to detect adverse effects in very rare events.
Fourth, our results only apply to the conditions of our stucly
and do not offer any information about wiiat might occur if,
for example, people took markedly higher doses.

. A number of safety concemns have been raised about the
use of ephedrine-contajning products.'s At the same time,

“there are also data to suggest that the closely rclated

compoond pscudosphedrine can be u:sed widely with
apparent safety.® These are also inn:m‘ﬂnq deta that, among
Fisher 344 female rats, long-term ingestion of ephedrine
results In Jower body weight and greater Jongevity.?® These
data suggest the possibiiity of important clinical bencfits to
use of ephedrine-containing products among obese persons.

An important limitation of this study concerns the quality
control of the product As stated above, although the

product was supposed to have 10mg of :ephedra alkaloids . -

and 60 mg of caffelne per unit, testing of the product by two
independant laboraterdes indicated that It anly had roughly
half that amount (4.15mg ephedrine alkaloids; 25.3mg
caffeine) {Pinnacle Inc, personal communication, 2003).
This is not entirely ' surpzising given the| results of Guxley
et al. ¥’ 1t is noteworthy that the dose of ephedrine alkaloids
that we used (~30mg/day) is guite modest compared to
doses of ephedrine previously used The most common
preparation used, based on Astrup’s resear¢h, contains 20:mg
ephedrine plus 200myg caffeine three times a day. This is
actually a reduction by 50% compared to the earlier Elstnore
pill (40mg ephedrine+ 100 mg caffeing),| which was avail-
sble in Denmark for a number of yearsi™®®* On the one
hand, it can be taken as encoumging that we so clealy
demonstrated cfficacy even with such reduced doses of
ephedrine alkalolds and caffeine. On the other hand, it is
challenging to condurt the most rigoross of studies when
manufacturing standards are not at a er level. it also
implies that oux safety-related results can gnly be defimitively
taken to apply to the dose given and nat to higher doscs.
Clearly, this suggests that greater standards for manufactur-
ing control of such herbal products would be bensficial to
ensuye that the stated doses of the ‘active’ ingredients are
comrect. It also suggests the necd for|federal or other
nonindustry funding of such studles so that protocols,
including thorough checking the mmpc%sluon of the test
product, can be run with a greater degree of rigar In this
regard, it should be noted, as one reviewet did, that it is not
‘nhesrd of for herbal products to be adulterated or ‘laced’
with vnlibeled ingredients (eg, Ku ef . We operated
under the assumption that the manufa s smtements
about active ingredients were accurate. However, in future
Jesearch, It would be wise to test for this vi2 an independent
Iaboratory as was done here for the ephedrine and caffelne
coutent.

In conclusion, we believe our results| demonstrate the
efficacy of the product tested and provide| some reassurance
with respect to Its safety. These benefits w%m achieved In the
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absence of any Fuioinder 10 lifestyle treatment 10 change
dietary or ise behavior and with lower doses of
cphedrine allmllmds and caffeine than those

utlized Our yesplts ave consistent with a body of literature
but are abo by being short-term, based on a modest
nUmDbEr of SUbECTs, aNd WIM 2 PIOJUCT CONTAINING 2 Jower
dose than expected We believe that the latter points
underscore the| need for larger, longér toom studies of
pharmaceutical ephedrine for the treatment of obesity.

Addendum

As we complcted writing this manuscript, the US Food &
Drug Administration announced that The Food and Druz
Administration I(FDA) is alerting the public to its forth-
coming determination that dietary supplements containing
ephedra presentjan unreasonabile risk of illness or injury, and
should not be ed. The agency has notified firns
manufacturing i ‘marketing these products that it jntends
to issue a final mule prohibiting thelr sale, which will become
effective 60 days after its publication.”™ Although products
marketed as di supplaments containing cphedra like the
one tested hereln will presumably not be available in the US
in the near fiul our results should sti)l be of use to those in
other parts af the world where such supplements may still be
in use, to o considering designing studies of other
dietary supplements for weight loss, to litigators working on
cases Involving|alleged effects of ephedra-containing pro-

ducts, and to of new potential andobesity products
who wish to ider the effects of related products.
Acknowled;
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

BASIC RESEARCH, L.L.C,, : Docket No. 9318
A.G. WATERHOUSE, L.L.C, :
KLEIN-BECKER USA, L.L.C,
NUTRASPORT, L.L.C., '
SOVAGE DERMALOGIC
LABORATORIES, L.L.C.,
BAN, L.L.C,
DENNIS GAY, ‘
DANIEL B. MOWREY, and :
MITCHELL K. FRIEDLANDER, : R

Respondents.

NOTICE OF VIDEOTAPE RULE 30(b)(6) DEPOSITION
OF DERMTECH INTERNATIONAL

PLEASE TAKE NOTICE that Respondent Dennis Gay will take the following

Rule 30(b)(6) deposition upon the following dates and times:

DermTech International December 9, 2004 9:00 a.m.

s

Said deposition will be taken at the San Diego Marriott Hotel & Marina, 333
West Harbor Drive, San Diego, California (619-234-1500), before a cértiﬁed court reporter and
videographer and will continue thereafter until completed.
Notice is given to DermTech International that examination is requested on those

particular matters described below. Further, DermTech International is required to designate one

DC: 1495472-2



or more officers, direcfors, managing agents, or other persons to testify on its behalf and set forth
the matter on which each person identified will testify.
DEFINITIONS

A. “Person” means any natural person or any corporation, partnership, association,
joint venture, firm, or other business enterprise or legal entity and means both the singular and
phiral.

B. “Document” is intended to be comprehensivé and to include, without limitation,
any statements, contracts, work papers, letters, written communications, reports, memoranda,
records, schedules, studies, notices, recordings, photographs, papers, charts, analyses, graphs,
indices, data sheets, notes, notebooks, diaries, diagrams, foﬁ;s, manuals, brochures, lists,
publications, drafts, minutes, credits, debits, claim sheets, accounting reco;ds, and accounting
work sheets, including copies of any of the above that differ in any respect from the original,
such as copies containing marginal notations or other variations, and all other records or
writings, however produced or reproduced.

C. The term “identify” or “identity”:

1. When used in reference to an individual, means to state the individual’s
full name his or her present business and home addresses (or if unknown, the last known
business and home addresses), and his or her business affiliations, positiofis anc} business
addresses at all times relevant to the interrogatory or request in question.

2. When used in reference to a person other than an individual means to state
its full name and the address of its principal placé of business, to specify the kind of

entity that it is and to identify the principal persons involved with said entity at all times

relevant to the interrogatory or request in question.



3. When used in reference to a document means: (a) to state the date the
document bears or, if undated; the date it was prepared, (b) to identify each person who
prepared the document or participated in its preparation, (c) to identify each person who
received a copy of the document, (d) to describe the document, as, for instance, “letter,”
“memorandum,” (€) to set forth its title or caption and subject, (f) to state its present
location or custodian, and (g) if any document is not presently in your possession or
subject to your control, to state the disposition that was made of it, the reason for such
disposition, and the date thereof.

4. When used in reference to an oral communication means: () to identify
the person or persons who spoke and all persons overhéa_;'ing the communication, (b) to
state the substance of what each person said, and (c) to state the date on which and place
where such communication took place. |
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LIST OF AREAS OF INQUIRY

The circumstances under which DermPharrﬁ or Derm Tech International
conducted the study laloWn as “Evaluation of the Percutaneous Absorption of
Aminophylline, In Vitro, Using the Human Cadaver Skin Model,” Study No.
DP01-645, dated December 6, 2001 (hereinafter the “First Study™).

The circumstances under which DermPharm or Derm Tech International
conducted the study known as “Determination of the Percutaneous Absorption of
Aminophylline, In Vitro, Using the Human Cadaver Skin Model,” Study No.
DP02-618, dated September 1, 2002 (hereinafier ih; “Second Study”).

The circumstances under which DermPharm or Derm Tech International
conducted the study known as “Evaluation of the Percutaneous Absorption of
Aminophylline, In Vitro, Using the Human Cadaver Skin Model,” Study No.
DP03-620, dated June 11, 2003 (hereinafter the “Third Study”).

The identities and qualifications of the individuals conducting the First Study, the
Second Study and the Third Study.

The relationship between DermPharm, Derm Tech International and any of the
persons involved in the First Study, Second Study or Third Study, dn thi one
hand, and Basic Research, L.L.C., A.G. Waterhouse, L.L.C,, KJein—Bt;cker USA,
L.L.C., Nutrasport, L.L.C., Sovage Dermalogic Labdfatories, LL.C., Ban; LL.C,.
Dennis Gay, Daniel B. Mowrey, The American Vital Therapy Research
Laboratory, or Mitchell K. Friedlander, on the other hand.

The test protocols used in the First Study, the Second Study and the Third Study.



10.

11.

"

"

1

The objectives of the First Study, the Second Study and the Third Study.
The details of the test articles used in the First Study, the Second Study and the

Third Study.

- The methods and procedures used in the First Study, the Second Study and the

Third Study.
The results of the First Study, the Second Study and the Third Study.

The conclusions of the First Study, the Second Study and the Third Study.

o2



DATED this 10™ day of November, 2004.

Respectfu

Richard D. Burbidge
Burbidge & Mitchell

215 South State, Suite 920
Salt Lake City, Utah 84111
Tel: (801) 355-6677

Fax: (801) 355-2341

Counsel for Respondent Dennis Gay
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Dated: November 10, 2004



CERTIFICATE OF SERVICE

I'hereby certify that on this 10th day of Novémber 2004, I caused the foregoing NOTICE OF
VIDEOTAPE RULE 30(b)(6) DEPOSITION OF DERMTECH INTERNATIONAL to be
ﬁled and served as follows:

(1)  one paper copy by Federal Express and one electronic copy in PDF format by
electronic mail to:

Laureen Kapin

Walter C. Gross

Joshua S. Millard =

Robin F. Richardson

Laura Schneider

Federal Trade Commission

600 Pennsylvania Ave, NW, Suite NJ-2122
Washington, D.C. 20580

Email: lkapin@fic.gov D=
2) one paper copy by Federal Express to:

Elaine D. Kolish

Associate Director, Enforcement
Federal Trade Commission

600 Pennsylvania Ave, NW
Washington, D.C. 20580

(3)  one paper copy in United States mails to:

Jeffrey D. Feldman
Gregory L. Hillyer
Christopher P. Demetriades
FELDMANGALE, P.A.
201 S. Biscayne Boulevard
Miami, FL 33131 "

Ronald F. Price

PETERS SCOFIELD PRICE
111 E. Broadway Center #1100
Salt Lake City, Utah 84111

Mitchell K. Friedlander

c/o Compliance Department
5742 West Harold Gatty Drive
Salt Lake City, Utah 84116



I further certify that the electronic copies sent to the Secretary of the Commission
are true and correct copies of the paper originals, and that paper copies with original signature

are being filed with the Secretary of the Commission on the same day by other means.

DATED this 10" day of November, 2004.

BURBIDGE & MITCHELL, = -

<

Richard D. Burbidge
Attorneys for Respondent Dennis Gay




UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

BASIC RESEARCH, L.L.C,, : Docket No. 9318
A.G. WATERHOUSE, L.L.C,, : '
KLEIN-BECKER USA, L.L.C,
NUTRASPORT, L.L.C,,
SOVAGE DERMALOGIC
LABORATORIES, L.L.C,,

BAN,LLC,

DENNIS GAY,

DANIEL B. MOWREY, and
-MITCHELL K. FRIEDLANDER,

Respondents.

NOTICE OF VIDEOTAPE DEPOSITION
OF EDWARD G. FEY

PLEASE TAKE NOTICE that Respondent Dennis Gay will take the following deposition

upon the following dates and times:

Edward G. Fey December 7, 2004 9:00 a.m.

L&

Said deposition will be taken at the Boston Marriottt Long Wharf, 296 State Street,
Boston, Massachusetts (617-227-0800), before a certified court reporter and videographer and

will continue thereafter until completed.

DC: 1495472-2



DATED this 10" day of November, 2004.

Dated: November 10, 2004

Richard D. Burbidge

Burbidge & Mitchell

215 South State, Suite 920
Salt Lake City, Utah 84111
Tel: (801) 355-6677

Fax: (801) 355-2341

Counsel for Respondent Dennis Gay
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CERTIFICATE OF SERVICE

I hereby certify that on this 10th day of November, 2004, I caused the foregoing
NOTICE OF VIDEOTAPE DEPOSITION OF EDWARD G. FEY to be filed and served as

follows:

(1)

2

©)

one paper copy by Federal Express and one electronic copy in PDF format by
electronic mail to:

Laureen Kapin

Walter C. Gross

Joshua S. Millard

Robin F. Richardson

Laura Schneider

Federal Trade Commission

600 Pennsylvania Ave, NW, Suite NJ-2122
Washington, D.C. 20580 -

Email: lkapin@fic.gov

one paper copy by Federal Express to:

Elaine D. Kolish

Associate Director, Enforcement
Federal Trade Commission

600 Pennsylvania Ave, NW
Washington, D.C. 20580

one paper copy in United States mails to:

Jeffrey D. Feldman
Gregory L. Hillyer
Christopher P. Demetriades
FELDMANGALE, P.A.
201 S. Biscayne Boulevard
Miami, FL 33131

Ronald F. Price
PETERS SCOFIELD PRICE

‘111 E. Broadway Center #1100

Salt Lake City, Utah 84111

Mitchell K. Friedlander
c/o Compliance Department
5742 West Harold Gatty Drive



Salt Lake City, Utah 84116

I further certify that the electronic copies sent to the Secretary of the Commission
are true and correct copies of the paper originals, and that paper copies with original signature

are being filed with the Secretary of the Commission on the same day by other means.

DATED this 10" day of November, 2004.

Richard D. Burbidge
Attorneys for Respondent Dennis Gay



UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

BASIC RESEARCH, L.L.C,, : Docket No. 9318

A.G. WATERHOUSE, L.L.C, :

KLEIN-BECKER USA, L.L.C.,

NUTRASPORT, L.L.C,,

SOVAGE DERMALOGIC
LABORATORIES, L.L.C.,

BAN, L.L.C.,

DENNIS GAY,

DANIEL B. MOWREY, and

MITCHELL K. FRIEDLANDER,

Respondents.

NOTICE OF VIDEOTAPE DEPOSITION
OF PAUL LEHMAN

. PLEASE TAKE NOTICE that Respondent Dennis Gay will take the following deposition

upon the following dates and times:

&
o

Paul Lehman December 8, 2004 9:00 am.
Said deposition will be taken at the San Diego Marriott Hotel & Marina, 333 West

Harbor Drive, San Diego, California (619-234-1500), before a certified court reporter and |

videographer and will continue thereafter until completed.

DC: 1495472-2



DATED this 10™ day of November, 2004.

Dated: November 10, 2004

Burbidge & Mitchell

215 South State, Suite 920

- Salt Lake City, Utah 84111
Tel: (801) 355-6677

Fax: (801) 355-2341

Counsel for Respondent Dennis Gay

.=



CERTIFICATE OF SERVICE

I hereby certify that on this 10th day of November, 2004, I caused the foregoing
NOTICE OF VIDEOTAPE DEPOSITION OF PAUL LEHMAN to be filed and served as
follows: ' '

(1) ~ one paper. copy by Federal Express and one electronic copy in PDF format by
electronic mail to: '

Laureen Kapin

Walter C. Gross

Joshua S. Millard

Robin F. Richardson

Laura Schneider

Federal Trade Commission

600 Pennsylvania Ave, NW, Suite NJ-2122
Washington, D.C. 20580

Email: lkapin@ftc.gov , R

(2)  one paper copy by Federal Express to:

Elaine D. Kolish

Associate Director, Enforcement
Federal Trade Commission

600 Pennsylvania Ave, NW
Washington, D.C. 20580

(3) one paper copy in United States mails to:

Jeffrey D. Feldman

Gregory L. Hillyer

Christopher P. Demetriades

FELDMANGALE, P.A.

201 S. Biscayne Boulevard

Miami, FL 33131 '

Ronald F. Price

PETERS SCOFIELD PRICE
111 E. Broadway Center #1100
Salt Lake City, Utah 84111

Mitchell K. Friedlander

c/o Compliance Department
5742 West Harold Gatty Drive
Salt Lake City, Utah 84116



I further certify that the electronic copies sent to the Secretary of the Commission
are true and correct copies of the paper originals, and that paper copies with original signafure

are being filed with the Secretary of the Commission on the same day by other means.

DATED this 10™ day of November, 2004.

Richard D. Burbidge :
Attorneys for Respondent Dennis Gay
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

.BASIC RESEARCH, L.L.C,, : Docket No. 9318
A.G. WATERHOUSE, L.L.C,, :
KLEIN-BECKER USA, L.L.C,
NUTRASPORT, L.L.C,,
SOVAGE DERMALOGIC
LABORATORIES, L.L.C.,
BAN, L.L.C.,
DENNIS GAY,
DANIEL B. MOWREY, and
MITCHELL K. FRIEDLANDER,

Respondents.

NOTICE OF VIDEOTAPE DEPOSITION
OF KEN SHIRLEY

PLEASE TAKE NOTICE that Respondent Dennis Gay will take the following deposition

upon the following dates and times:

Ken Shirley December 13, 2004 9:00 a.n:

&~
o

~ Said deposition will be taken at the offices of BPI, 97 South Red Willow Road, Evanston,
Wyoming (800-426-2457), before a certified court reporter and videographer and will continue

thereafter until completed.

DC: 1495472-2



CERTIFICATE OF SERVICE |

I hereby certify that on this 10th day of November, 2004, I caused the foregoing
NOTICE OF VIDEOTAPE DEPOSITION OF KEN SHIRLEY to be filed and served as
follows: ' :

1) one paper copy by Federal Express and one electronic copy in PDF format by
electronic mail to:

Laureen Kapin

Walter C. Gross

Joshua S. Millard

Robin F. Richardson

Laura Schneider

Federal Trade Commission

600 Pennsylvania Ave, NW, Suite NJ-2122
Washington, D.C. 20580

Email: lkapin@ftc.gov

2) one paper copy by Federal Express to:

Elaine D. Kolish

Associate Director, Enforcement
Federal Trade Commission

600 Pennsylvania Ave, NW
Washington, D.C. 20580

(3)  one paper copy in United States mails to:

Jeffrey D. Feldman

Gregory L. Hillyer

Christopher P. Demetriades

FELDMANGALE, P.A.

201 S. Biscayne Boulevard

Miami, FL 33131 o

Ronald F. Price

PETERS SCOFIELD PRICE
111 E. Broadway Center #1100
Salt Lake City, Utah 84111

Mitchell K. Friedlander

c/o Compliance Department
5742 West Harold Gatty Drive
Salt Lake City, Utah 84116



DATED this 10" day of November, 2004.

Dated: November 10, 2004

Respectfully submi

Richard D. Burbidge
Burbidge & Mitchell
215 South State, Suite 920
Salt Lake City, Utah 84111
Tel: (801) 355-6677

Fax: (801) 355-2341

Counsel for Respondent Dennis Gay
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I further certify that the electronic copies sent to the Secretary of the Commission
are true and correct copies of the paper originals, and that paper copies with original signature

are being filed with the Secretary of the Commission on the same day by other means.

DATED this 10™ day of November, 2004.

BURBIDGE & MITCHELL

Richard D. Burbidge
Attorneys for Respondent Dennis Gay



