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Re:  Merck & Co., Inc. :
Incoming letter dated January 21, 2011

Dear Mr. Yang:

This is in response to your letter dated January 21, 2011 concerning the
shareholder proposal submitted to New Merck by People for the Ethical Treatment of
Animals. We have also received a letter from the proponent dated January 28, 2011. Our
response is attached to the enclosed photocopy of your correspondence. By doing this,
we avoid having to recite or summarize the facts set forth in the correspondence. Copies
of all of the correspondence also will be provided to the proponent.

In connection with this matter, your attention is directed to the enclosure, which
sets forth a brief discussion of the Division’s informal procedures regarding shareholder

proposals.

Sincerely,

Gregory S. Belliston
Special Counsel

Enclosures
cc: Susan L. Hall
. Counsel

People for the Ethical Treatment of Animals
501 Front St.
Norfolk, VA 23510



March 16, 2011

Response of the Office of Chief Counsel
~ Division of Corporation Finance

Re:  Merck & Co., Inc.
Incoming letter dated January 21, 2011

The prbposal requests that the board issue an annual report to shareholders
disclosing the number and species of all animals used in-house and at contract research
laboratories for both explicitly required tests and in basic research and development.

There appears to be some basis for your view that New Merck may exclude the -
proposal under rule 14a-8(b). We note that the proponent appears to have failed to
supply, within 14 days of receipt of New Merck’s request, documentary support
sufficiently evidencing that it satisfied the minimum ownership requirement for the
one-year period as of the date that it submitted the original version of the proposal as
required by rule 14a-8(b). Accordingly, we will not recommend enforcement action to
the Commission if New Merck omits the proposal from its proxy materials in reliance on
~ rule 14a-8(b). In reaching this position, we have not found it necessary to address the
alternative -bases for omission upon which New Merck relies.

Sincerely,

Adam F. Turk
Attorney-Adviser



DIVISION OF CORPORATION FINANCE
INFORMAL PROCEDURES REGARDING SHAREHOLDER PROPOSALS

The Division of Corporation Finance believes that its responsibility with respect to
matters arising under Rule 14a-8 [17 CFR 240.14a-8], as with other matters under the proxy
rules, is to aid those who must comply with the rule by offering informal advice and suggestions
and to determine, initially, whether or not it may be appropriate in a particular matter to
recommend enforcement action to the Commission. In connection with a shareholder proposal
under Rule 14a-8, the Division’s staff considers the information furnished to it by the Company
in support of its intention to exclude the proposals from the Company’s proxy materials, as well
as any information furnished by the proponent or the proponent’s representative.

Although Rule 14a-8(k) does not require any communications from shareholders to the
Commission’s staff, the staff will always consider information concerning alleged violations of
the statutes administered by the Commission, including argument as to whether or not activities
proposed to be taken would be violative of the statute or rule involved. The receipt by the staff
of such information, however, should not be construed as changing the staff’s informal
procedures and proxy review into a formal or adversary procedure. ‘

It is important to note that the staff’s and Commission’s no-action responses to
Rule 14a-8(j) submissions reflect only informal views. The determinations reached in these no-
action letters do not and cannot adjudicate the merits of a company’s position with respect to the
proposal. Only a court such as a U.S. District Court can decide whether a company is obligated
to include shareholder proposals in its proxy materials. Accordingly a discretionary
determination not to recommend or take Commission enforcement action, does not preclude a
proponent, or any shareholder of a company, from pursuing any rights he or she may have against
the company in court, should the management omit the proposal from the company’s proxy
material. ’



January 28, 2011

Office of the Chief Counsel
Diviston of Qorporatlon Finance . TREATMENT OF ANIMALS
U.S. Securities and Exchange Commission 501 FRONT ST.

100 F Street, N.E. NORFOLK, VA 23510

Washington, D.C. 20549 Tel. 7567-8622-PETA
Fax 757-622-0457

PEOPLE FOR THE ETHICAL

Via e-mail: shareholderproposals@sec.gov - PETA.org
info@peta.org
Re:  Shareholder Proposal Submitted by People for the Ethical Treatment of
Animals (“PETA”) for Inclusion in the 2011 Proxy Statement of Merck
& Co., Inc.

Ladies and Gentlemen:

This letter is filed in response to a letter dated January 20, 2011 submitted to
the Staff by Merck & Co., Inc. ("Merck" or "the Company"). The Company
seeks to exclude a shareholder proposal submitted by PETA. The proposal
under review reads as follows:

RESOLVED, to promote transparency and minimize the use of
animals, the Board is requested to issue an annual report to shareholders
disclosing the numbers and species of all animals used in-house and at
contract research laboratories for both explicitly required tests and in
basic research and development.

Merck’s position is that the proposal can be omitted from the 2011 proxy
materials for the following reasons:

o Rule 14a-8(b) - the proponent is ineligible to file a resolution for
failure to hold shares for the required period of time;
Rule 14a-8(c) - the shareholder has submitted two resolutions;
Rule 14a-8(i)(10) — the proposal is substantially implemented by
virtue of the Company’s filing Form 7023 with the USDA;

o Rule 14a-8(i)(2) and (6) — the resolution is a violation of law and the
Company lacks the power to implement it; and

e Rule 14a-8(i)(3) — the resolution is false and misleading.

For the reasons that follow, the proponent requests that the Staff recommend
enforcement action if the proposal is omitted from the 2011 Proxy Statement.

I. The Proponent Has Substantiated Ownership of Shares in Compliance
With Rule 14a-8(b).

PETA submitted its shareholder proposal on October 28, 2010. (Merck Exhibits 1
and 2.) By letter dated November 9, 2010, Merck advised PETA of two issues.




First, Merck challenged the eligibility of PETA to file a resolution asserting that shares of
Schering Plough had to be owned for the period October 29 to November 3, 2009. Second the
Company took the position that the resolution constituted more than one proposal, and demanded
that it be revised to “a single proposal” within 14 days.

PETA addressed both of Merck’s complaints. The deadline for filing a resolution with the
Company was December 13, 2010." PETA revised the shareholder resolution to comply with the
Company’s “single proposal” request. PETA then submitted the revised proposal with another
proof of ownership of shares from its brokerage firm, Morgan Stanley. (Merck Exhibits 4 and 5.)

Since the date of submission of the revised proposal, namely November 17, 2010, was more than
one year after the merger date of November 3, 2009, the eligibility requirements were fully
satisfied and the resolution was timely filed. Morgan Stanley confirmed ownership of shares for
one full year prior to the date on which the resolution was filed. (Merck Exh. 7.) If Merck
disagreed, it had an obligation under Rule 14a-8(f)(1) to notify the proponent of an e11g1b111ty
defect. Since there was no eligibility defect, Merck did nothing.

IL. The Claim That PETA Has Submitted Two Proposals in Violation of Rule 14a-
8(c) Is Absurd; PETA Merely Acquiesced in Merck’s Demand for a “Single
Proposal.”

By letter of November 9, 2010, Merck complained that PETA’s shareholder resolution constituted
more than one proposal. Specifically, the Company stated the following:

Your submission appears to include more than one distinct proposal relating to [Merck
listed the four requests in the proposal]. ... As such, PETA’s submission is required by
Rule 14a-8 to be reduced to a single proposal. If you wish to proceed, within 14 calendar
days of your receipt of this letter, you must provide a revised proposal meeting the
requirement of Rule 14a-8(c). (Merck Exh. 3, p. 2.)

Merck asked for a revised proposal on November 9" and received one on November 17", To now
argue that PETA’s compliance with Merck’s request constitutes the submission of two proposals
is simply not creditable and requires no further explanation.

III. The Proposal Has Not Been Substantially Implemented; Filing USDA Form 7023
Is No Substitute for Issuing the Annual Report Sought Because Most of the
Animals Used in Testing Are Not Subject to USDA Supervision.

As the Staff noted in Texaco, Inc. (avail. March 28, 1991), “a determination that the company has
substantially implemented the proposal depends upon whether [the company’s] particular policies,
practices and procedures compare favorably with the guidelines of the proposal.” In this case,
Merck’s compliance with the USDA’s reporting regulations does not compare favorably with the
shareholder proposal.

As pointed out in the Supporting Statement, Merck reported using 19,579 animals in the 2008 to
2009 period. However, these numbers do not include mice, rodents, and birds, none of whom is

! Proxy Statement dated April 12, 2010, p. 6.



covered by the Animal Welfare Act. More than 94 percent of the animals used in regulatory
testing and basic research and development are those very mice, rodents, and birds who are
accorded no protections under the Animal Welfare Act or any other federal law for that matter.
By the numbers alone, Merck’s filing Form 7923 is woefully inadequate compared with the
shareholder proposal.

Moreover, the numbers of animals Merck reports on Form 7923 do not include those farmed out
for testing in independent laboratories. As Merck admits on page 9 of its No Action letter “[t]he
Company and its affiliates regularly enter into service agreements with research laboratories that
conduct animal research on the Company’s behalf.” Shareholders have no information
whatsoever with respect to the numbers of animals being tested in these contract research
laboratories. In sum, Merck’s annual filing with the USDA does not constitute substantial
implementation of the resolution because it omits the overwhelming majority of animals subject to
testing.

IV. The Resolution Neither Violates New Jersey Law, Nor Does Merck Lack the
Power to Implement It.

This argument that Merck puts forward is pure sophistry. First, Merck retains independent
laboratories, such as PLRS, and it is Merck’s data that are being developed based on its protocols.
Second, the resolution does not seek “information exchanged in the course of [Merck’s]
relationship [with contract laboratories].” (No Action Ltr. p. 9.) It seeks raw numbers and species
of animals used in testing. Third, the “sample” confidentiality clause Merck attaches as Exhibit 7 -
- to the extent that it is competent evidence of anything -- supports PETA’s position. Takenasa
whole, it is designed to protect proprietary and confidential business information. Disclosure, by
Merck, of the numbers and species of animals used in its testing breaches neither. If Merck’s
argument were to be taken seriously, it would need to obtain the permission of its contract
research laboratories in order to provide data to regulatory agencies such as the FDA or the
USDA. To argue that Merck cannot disclose the number of animals used in research and
development and product testing because the Company has elected to outsource that testing is
simple nonsense.

The Staff recently issued a non-concurrence on a similar objection raised in the No Action Letter
filed by General Electric. See General Electric Company (avail. Jan. 18, 2011). The resolution
filed at GE sought a report from the Board disclosing the “number and species of all animals used
in-house and at contract research laboratories ...” This is the same language appearing in the
shareholder proposal under review. GE argued that it lacked the power to implement the
resolution under Rule 14a-8(1)(6). GE specifically stated that “the Company is not able to gather
and report information on ‘all animals used in-house and at contract research laboratories.”” (GE
No Action Letter, Dec. 14, 2010).

As the proponent pointed out, there is a huge difference between being disinclined to prepare a
report for shareholders, and unable to do so. In this case, Merck’s argument is no different from
GE’s and should be rejected.”

% Even if this were a credible argument, which it isn’t, the Staff has “a longstanding practice of issuing no-action
responses that permit shareholders to make revisions that are minor in nature...” Staff Legal Bulletin 14B (Sept. 15,
2004) In short, the Staff can permit the resolution to be edited to exclude “contract research laboratories.”
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V. The Proposal Is Completely Accurate, Using the Statistics Reperted by Merck to
the USDA and Video Documented Footage Showing Brutal and Inhumane
Treatment of Animals at Merck’s Former Contract Research Organization.

As clarified in Staff Legal Bulletin 14B (Sep. 15, 2004), the place for Merck to challenge the
contents of the resolution’s supporting statement is “in their statements of opposition.” That aside,
the supporting statement is precise, accurate, and fully documented. The statistics reported in the
shareholder proposal and attacked in the last paragraph on page 10 of Merck’s No Action letter are
culled directly from the Company’s 2008 and 2009 Form 7023 filings with the USDA., A
shareholder need only compare the figures in the resolution with those appeanng on Merck’s

filings attached as Exhibit 8 to its No Action letter.

PETA'’s supporting statement reports that Merck experimented on 19,579 animals in-house. That
figure is reached by adding the number of animals Merck reported using in 2008 (i.e. 9,239) with
the number used in 2009 (i.e.10,340). Similarly, the numbers of primates, dogs, rabbits, and
guinea pigs were simply added up from the data Merck reported to the USDA. The data that
1,330 animals were experimented on with no relief from pain, were taken exclusively from
Column E of the USDA reporting form. If this data is false and misleading, then it is because
Merck has falsely reported to the USDA.

L1kew13e with respect to the information revealed in the resolutlon concerning the atrocities
uncovered at Professional Laboratory and Research Services.> In an interesting and telling turn of
a phrase, Merck states that “PRLR (sic) is unaffiliated with the Company ...” [Emphasis
supplied.] One need only do a superficial search of “Professional Laboratory and Research
Services” on the internet to locate news articles reporting on the closure of PLRS emanating from
the horrific conditions. Some news reports highlighted the fact that both Merck and Schering-
Plough were clients of PLRS, along with other pharmaceutical companies. 4

Merck’s contracting with PLRS goes back to at least 1996 when it retained the independent
laboratory to test a heartworm product on cats. Again, in 1997, it used PLRS to test a roundworm
product on cattle. > Schermg-Plough also used PLRS in 2008 to perform testing on beagles for a
product to treat roundworms.® During the course of the undercover investigation that led to the
surrender of the animals and closure of PLRS, a PLRS employee told PETA’s investigator that

3 http://www.peta.org/features/professionalaboratory-and-research-services.aspx

4 See, e.g., hitp://www.ibj.com/lab-used-by-lilly-other-drugmakers-accused-of-animal-

cruelty/PARAMS/article/22154 . The following quote is from Indianapolis Business Journal:
“The lab has tested flea and tick preventatives and other products for numerous companies, including Indianapolis-based Eli
Lilly and Co.’s Elanco Animal Health division, as well-as Sergeant’s, Bayer, Merck, Schering-Plough, Pfizer, Novartis, and
Merial.” [Emphasis supplied.]

5

http://www.fda.gov/Animal Veterinary/Products/Approved AnimalDrugProducts/FOIADrugSummaries/ucm116793 ht
ml - Merck engaged PLRS to test Heartguard product for cats in 1996;
http://www.guinealynx.info/fda/NADA140-841.html - Merck retained PLRS to test pour-on chemical used on cattle in
1997. .
6

http://www.fda.go'v/downloads/AnimalVeterinary/Products/ApprovedAnimalDrugProducts/F OIADrugSummaries/uc
m062342.pdf '



Schering-Plough retained PLRS to perform testing on animals during the course of said
investigation.

Merck and its merger companion Schering-Plough may characterize themselves as “unaffiliated”
with PLRS, but they nevertheless have a 14-year history of using the laboratory for animal testing.
The fact that Merck would lie about its and Schering-Plough’s use of PLRS to do product testing
on animals, should guide the Staff in its decision on the Company’s No Action application.

Conclusion
For the foregoing reasons, we respectfully request that the Staff advise Merck that it will
recommend enforcement action if the company fails to include the proposal in its 2011 Proxy
Statement. Please feel free to contact me if you have any questions or require further information.
I can be reached directly at 202-641-0999 or SHall3450@gmail.com.
Very truly yours,

e L et
Susan L. Hall
Counsel

SLH/pc

cc:  Jimmy Yang (via fax at 908-735-1218)
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lanaary 20, 2010 MERCK

7.5, Securities and Exchange Commission
Diviston of Corporation Finance

Office of Chief Counsel

100 F Sureet, NE

Washiagton. DC 20549

Re: Shareholder Proposal of Pzople For the Ethical Treatment of Animals
Ladies and Gentlemen:

Merck & Co., Inc. (“New Merck™). formerly known as Schering-Plough Corporation (“*Schering-
Plough™), a New Jersey corporation (the “Company™), received a shareholder proposal (the “Proposal”)
from People For the Ethical Treatment of Animals (the “Proponent”), for inclusion in the proxy materials
for the Company’s 2011 Annual Meeting of Stockholders (the “Proxy Materials™).

In accordance with Staff Legal Bulletin 14D (November 7, 2008), this letter is being transmitted
via electronic mail. Also, in accordance with Rule 14a-8(j) of the Securities Exchange Act of 1934, as
amended (the “Exchange Act™), the Company is simultaneously sending a copy of this letter and its
attachments to the Proponent as notice of its intention to exclude the Proposal and supporting statemenrts
from the Proxy Materials and the reasons for the omission. The Company intends to file its definitive
Proxy Materials with the Securities and Exchange Commission (the “Commission™) on April 12, 2011.

Background

On October 29, 2010, the Company received the Proposal from the Proponent for inclusion in the
Proxy Materials. A copy of the Proposal is attached to this letter as Exhibit 1. Atiached to the Proposal
was a Jetter dated October 29, 2010 from Morgan Stanley Smith Barney that indicated that the Proponent
had continuously held at least $2,000 in market value or 1% of Company stock for onc year prior to and
including the date of the letter. A copy of that letter is attached to this letter as Exnbit 2.

On November 9, 2010, within 14 days of receiving the Proposal, the Company notified the
Proponent that the Proposal was deficient, both for failing to satisfy the minimum ownership
requirements of Rule 14a-8(b) and for including more than one proposal in violation of Rule 14a-8(c).
The notification is attached to this letter as Exhibit 3. In response to the Company’s deficiency notice, on
November 17, 2010 (the “November 17 Response™), the proponent submitted a letter to the Company that
stated that:

Please be advised that a shareholder proposal submiticd by People for the Ethical Treatment of
Animals (PETA) on October 28, 2010 is hereby withdrawn nunc pro tunc as of that date.
Accordingly the letter which we received from Merck dated November 9™ is no longer applicable
to the withdrawn resolution.
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[Instead of attaching a new proposal, however. the Proponent re-submitted the Proposal with a lew
revisions (the “Revised Proposal™). A copy of the Revised Proposal is attached to this letter as Exhibit 4.
Attached to the Revised Proposal was an additionat letter from Morgan Stanley Smith Bamey that
indicated thal the Proponent had continuously held at least $2.000 i market vaiue or 1% of Company
stock for at least one year prior to and including the date of submission of the Revised Proposal. A copy
of that letter is attached to this letter as Exhibit 5. The Company believes that it is entitled to omit the
Proposal and the Revised Proposal from the Proxy Materials for the reasons discussed in below.

ANALYSIS
L The Proposals May Be Excluded Pursuant to Rule 14a-8(b)

A. The Proponent Acquired Shares of Merck Common Steck Within One Year of
Submitting the Proposal

Rule 14a-8(b} requires that a shareholder have continuously held at Jeast $2,000 in market value,
or 1%, of the stock entitled to be voted on a shareholder proposal at the meeting for which the proposal
has been submitted for at least one year by the date of the proposal’s submission. In the context of
proposals submitted to companies that recently completed merger transactions, the Staff has repeatedly
taken the position that a former stockholder of a corporation that is merged out of existence does not
become a stockholder of the continuing corporation until the merger date. The rationale for such position
is that acquisition of shares of the continuing corporation constitutes a separate sale and purchase of
securitics for federal securities laws purposes. See, e.g., Green Bankshares, Inc. (February 13, 2008). In
that letter, tlie Staff took the position that Green Bankshares could exclude a shareholder proposal that
had been submitted less than one year after the date that Green Bankshares had completed a merger. In
granting no-action relief, the Staff stated that *(i]n light of the fact that the transaction in which the
proponent acquired these shares appears to constitute a separate sale and purchase of securities for the
purposes of the federal securities laws, it is our view that the proponent’s holding period for Green
Bankshares shares did not commence earlier than May 18, 2007, the effective time of the merger.“' See
also ConocolPhiltips (March 24, 2003) (granting no-action rehef under Rule [4a-8(b) where the proponent
received shares in the company pursuant to a merger that took place three months before submitting
proposal even though the proponent held target company shares for over a year); Exelon Corporation
(March 15, 2001} (granting no-action relief under Rule 14a-8(b) where the proponent received shares in
the company pursuant 1o a merger that took place three weeks hefore submitting proposal even though the
nproponent held target company shares for over three vears).

As was the case in each of the no-action letters discussed above, the Proponent received shares of
Company common stock on the effective date of the merger of Merck & Co, Inc. ("Old Merck™) with and
into a subsidiary of Schering-Plough, November 3, 2009. In connection with the merger, Old Merck
shareholders received one share of New Merck common stock for each share of Old Merck common

' We understand that the Commission also has taken the position that a shareholder can include the time that such
shareholder owned stock in the former parent of a spun-off company if such former parent was a public. See, e.g..
ESCO Electronics Corp., SEC No-Action Letter {Dec. 12, 1990) (allowing shareholders of a company that was
spun-off from a public company less than a year prior to the submission of the shareholder proposal to include the
period during which they owned the securities of the predecessor entity to satisfy Rule 142-8's minimum ownership
requirements).
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stock. In addition, each outstanding share ol Schering-Plough common stock was converted into the right
1o 1cceive $10.50 in cash and 0.5767 of a share of New Merck common stock. Upon completion of the
merger, Old Merck Common Stock was delisted and Old Merck was no longer a publicly traded company
and became a wholly-owned subsidiary of Schering- Pleugh. Schering-Plough then changed tts name to
Merck & Co., Inc. {"New Merck™), resuiting in a post-merger company with a single class of connmon
stock.

In light of the effective date of the merger. the Company notified the Proponent that it did not
appear to satisty the minimum ownership requirements of Rule 14a-38, noting:

Rule 14a-8(b) promulgated under the U.S. Securities Exchange Act of 1934, as amended, requires
that you establish your continuous ownership of at least $2,000 in market value, or 1%, of Merck
secorities entitled to be voted on your proposal at Merck’s Annual Meeting of Shareholders for at
feast one year from the date you submitted your proposal.

In order to comply with the rule, you must have held Merck stock since the Effective Date, and
also must have held Schering-Plough stock from October 29, 2009 until the Effective Date. Your
fetter did not provide information with respect to this requirement. Please provide us wih
documentation evidencing your coatinuous ownership of at least $2,000 in market value of
Schering-Plough stock prior to the Effective Date for such a period as is necessary to satisfy the
one vear holding requiremem.2

Instead of providing the proof of ownership described above, presumably because the Proponent
did not own Schering-Plough stock prior to the merger, the Proponent did not respond to the request for
proof of ownership, chuosing instead to revise the Proposal and attempt to suggest that the Revised
Proposal was a new proposal. This response (or the lack thereof) should provide a basis for excluding the
proposals under Rule 14a-8(b).

In the absence of information indicating that the Proponent owned shares of Schering-Plough
prior to the effective date of the merger. and based on effective merger date of November 3, 2009, the
Proponent only held Company common stock for eleven full months as of the date that it submitted the
Propusal. This provides a clcar basis for excluding the Proposal under prior no-action positions. See.
e.g.. Norihstar Neuroscience, Inc. (March 24, 2009) (granting relief under Rule 14a-8(b) where the
proposal was submitted on December 23, 2008, but the securities intended to satisfy the minimum
ownership requirements were only acquired on January 25, 2008); KeySpan Corporation (March 2, 2006)
(granting velief under Rule 14a-8(b) where the proposal was received on October 19, 2005, but the
sccurities intended to satisfy the minimum ownership requirements were only acquired on October 10,
2003); OCA4, fnc. (February 24, 2005) (granting relief under Rule 14a-8(b) where the proponent held
shares for four days less than the one-year period).

* It bears noting that the position described in Uie deficiency notice is potentially more favorable for the Proponen:
than js required by Rule 14a-8. While we found numerous no-action letters in which the staff took the position that
the effective date for a merger is the acquisition date for securities acquired in the merger, we could not find any no-
action lctters that clearly support the view that a shareholder of the continuing cntity prior to a merger can “‘tack”
such prior ownership to satisfy Rule 14a-8(b). Nevertheless, the Proponent failed to satisfy this even more
shareholder-friendly standard since the Proponent failed to demonstrate that it owned any Schering-Plough stock
prior ;o the effective dace of the merger.
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B. The Proponent Should Not Be Permitted to Circumvent the Minimum Ownership
Period Requirement Through the Purported Withdrawal

As noted above, the Proponent acquired Company common stock within one year of the date (hat
it subimitted the Proposal and therefore cannot demonstrate that it satisfies the minimum ownership
requirements of Ruje 14a-8 as of such date. In order to avoid the exclusion of the Proposal, however, the
Proponent made changes to the Proposal and attempted to claim that it was submitting a “new” proposal,
In fact, a comparison of the Proposal and the Revised Proposal makes clear that the Revised Proposal is
not new at all. For example, the principal thrust of both versions of the Proposal is the same - that the
Company provide a report to shareholders regarding the number and species of animals used in tests,
hasic research and development. Similarly, the supporting statements in the Proposal and the Revised
Proposal are identical in all respects. In fact, the only meaningful difference between the two versions of
the Proposal is the deletion of provisions in the Proposal that also called for the Company to disclose its
plans to phase out animal testing whenever possible, procedures to ensure compliance with animal
welfare conditions in-house and at contract research Yaboratories, as well as disclosures regarding
“enrichment measures’ to improve living conditions for the animals used. While we believe these
changes were likely necessary for the Proponent to aveid providing the Company with a basis for
excluding the Proposal under Rule 14a-§(c) on the basis that it included multiple proposals, such changes
do not thereby create a new proposal within the meaning of Rule 14a-§.

In this regard, we believe that the guidance provided in Staff Legal Bulletin 14 is instructive. In
Section E.2, the Staff provides the following guidance:

If a company has received a timely proposal and the shareholder makes revisions to the
proposal before the company submits its no-action request, must the company accept those
revisions?

No, but it may accept the shareholder’s revisions. If the changes are such that the revised
proposal is actually a different proposal from the original, the revised proposal could be subject to
exclusion under

» rule 14a-8(c), which provides that a shareholder may submit no more than one proposal
(0 a company for a particular shareholders” meeting; and

o rule 14a-R(e), which imposes a deadline for submitting shareholder proposals.

Based on this guidance, the Company has the choice of accepting or rejecting the Proponent’s revisions to
the Proposal.

The Company does not accept such revisions. Since the Company does not accept the revisions
reflected in the Revised Proposal, the date of the submission of the Proposal, and not the date that the
Proponent submitted the Revised Proposal, is the date that should be considered for the purposes of
evalvating whether the Proponent satisfied the mininum ownership requirements of Rule 14a-8(b).’

¥ It bears noting that the Company recognizes that there may be circumstances in which a shareholder may revise or
withdraw a shareholder proposal prior to the submission of a no-action request and prior to the deadline for the
submission of shareholder proposals. As is discussed more fully in Section II of this letter, however, prior Staif no-
action positions indicate that a shareholder may no longer revise its proposal or submit an entirely new proposal

(continued...)
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The Company believes that where, as here. a proponent purports to withdraw a previously
submitted proposal after the Company has notified the proponent that such proposal may be excluded
under Rule 14a-8(b), and where the “new™ proposal merely revises the prior proposal, the substance,
rather than the form should prevail. The substarce is that the Proponent has revised the Proposal and
such revisions do not cure the Proposal of its central deficiency: that the Proponent acquirved the shares
that would otherwise give it the right 1o subnit a sharcholder proposal within less than one vear of the
date that 1t submitted the Proposal. Sec Anheuser-Busch Companies, Inc. (January 17, 2007).

As a final note, we believe that the procedures for submissions of shareholder proposals set forth
in Rule 14a-8 are meant to ensure a smooth and reliable process for companies and sharehoider
proponents. The rules require that shareholder proponents own the requisite amount of shares as of the
date that they submit a proposal, and the submission of a proposal even one day prior to the completion of
the one-year holding period provides a basis for exclusion. The Proponent’s thinly veiled attempt to
civcamvent these rules through a purported “withdrawal” should not be tolerated. As the Commission has
recognized time and time again, the Rule 14a-8 process imposes costs on companies and their
stockholders. In light of these costs, it is appropriate 10 require that shareholders adhere to the rules
governing the process and aren’t allowed to ganie the process as would be the case here if the Proponent
was allowed to circumvent the minimum ownership requirement by labeling revisions to an otherwise
excludable proposal as a withdrawal. By virtue of Rule 14a-8(f), the Company could not have waited
unti} the deadline for submitting stockholder proposals under Rule 14a-8(e) had passed before notifying
the Proponent that it had not satisfied the minimum ownership requirements of Rule 14a-8. This notice
required by Rule 14a-&(f) should not provide the Proponent with a chance to circumvent the minimum
ownership requirements of the tule through the resubmission of the Proposal with minor revisions under
the auspices of a withdrawal.

without the Company’s consent once a company has notified the shareholder of deficiencies in the shar¢holder’s
submission. Here, since the Company already had notified the Proponent of the deficiencies associated with the
sharcholder’s submission, the Proponent could not revise the Proposal without the Company’s consent.

* In that leuer, much like the instan: situation, the shareholder submitted a sharcholder proposal, und after being
notified by the company that such proposa) could be excluded under Rule 14a-8, attempted to withdraw the proposal
by submitting a “new’" proposal. Consistent with its approach in comparable situations, the Staff granted no-action
rclief under Rule J4a-8(10) with respect to the proposal that the proponent attempted Lo subiiit a new proposal, and
aranted no-action relief under Rufe 14a-8(c) with respect to the new proposal. The facts in the Anheuser-Busch no-
action letter are as follows: On October 17, Zutie* nheaser-Busch received a proposal to declassify the board from
the propoiat. O the same date that i€ recets of i oposal. the company intormed the proponent by e-mail that
dhe company had previously adopted an anrendin vt iosts Centificate of Incorparation to declassify its Board.
deconling o the na-ieton cequest. the compans st tha tin'e asked the proponent if he desired to withdraw the
Jechssthication praposal. instead of simple -vitfdves ine the proposal. however. the proponent in that letter sent the
soppieny a seenmd proposal that was marked on ol
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It The Revised Proposal May Be Exctuded Pursuant to Rule 14a-8(c)

Rule 14a-8(c) provides that a shareholder “may submit no more than one proposal to o company
for a particular stockholders™ meeting.” Even though the Company does not accept the revisions included
in the Revised Proposal and believes that the Proposal and the Revised Proposal should be treated as one
proposal, it also believes that it would be entitled to exclude the Revised Proposal under Rule 14a-§(c).
Here, since the Proponent has submutted a proposal for the 2011 Proxy Materials, which the Company
intends to exclude under Rule 14a-8(b). it is prohibited from submitting a second proposal.

The Staft has generally taken the position that a company may rely on Rule 14a-8(c) to exclude a
shareholder proposal that is submitted in substitution for a previously submitted proposal that a company
has notified the proposing shareholder could be excluded under Rule 14a-8. See, e.g., Beverly
Enterprises, Inc. (February 7, 1991). In Beveriy Enterprises, the proponent submitted a second proposal
after being notified by the company that the first proposal would be omitted as moot. The proponent then
attempled to withdraw the first proposal and argued that the second proposal should be included in the
company’s proxy materials since only the second proposal was left and the deadline for submissions had
not vet passed. Notwithstanding the proponent’s attempt fo withdraw the first proposal, the Staff found
that the second proposal could be excluded under the one-proposal rule, and granted no-action relief,
noting:

The Division concurs in your position that the October 26, proposal constitutes a second proposal
that may be excluded under rule 14a-8(a)(4). That provision states that a “‘proponent may submit
no more that one proposal . . . for inclusion in the issuer’s proxy materials for a meeting of
security holders. That provision also allows a propenent the opportunity to conform his/her
submission 1o the one-proposal limit after notice by the issuer of the limitation. In the Division’s
view, the one-proposal limit allows the omission of a proposal, notwithstanding the absence of
notice by the issuer, if a statement of reasons to omit one proposal submitted by a propenent is
filed in accordance with rule 14-8(d) and subsequently that proponent submits a second proposal
involving another matter. In reaching a position, the staff particularly notes that the Company
advised the Proponent that the subject of the September 1, proposal had heen rendered moot. We
further note that after being advised that the Company had, within the meaning of rule [4a-
8(cX10), “substantially implemented” the Septeiber 1, proposal, the Proponent withdrew that
proposal and submitted the October 26, proposal which involved another matter. Under these
circumstances, the Division will not recommend enforcement action to the Commission if the
October 26, proposal is omitted from the Company’s proxy materials.

See also Dow Chemical Company (March 2. 2006). Much like Beverly Enterprises and the present facts,
the sharcholder in Dow Chemical attempted to submit a second shareholder proposal and withdraw a
previously submitied proposal after Dow Chemical had informed the shareholder that the shareholder’s
first proposal could be excluded on the basis that the company already had implemented the first
proposal.5 In our case this notification was effected by the deficiency notice that informed the Proponent

* Duw Chemical summarized the chronology leading the attempted withdrawal of the first proposal as follows in its
no-action request:

... follewing receipt of the Classified Board Proposal, on October 21, 2005 the Company wrote a letter to the

Proponent reminding him of the 2003 Proposal and the Company’s actions in 2004. The Company also

requested that the Proponent withdraw the Classitied Board Proposal, and informed him that that the Company

would likely submit a no-action request to the SEC indicating that the First Proposal had already been
(continued...)
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that the Proposal could be excluded because the Proponent did not satisty the minimum ownership period
imposed by Rule 14a-8(b). In response Lo arguments that are very similar to those being made here. the
Stafl granted no-action relief under Rule 14a-8(i)(10) with respect to the first proposal and under Rule
14a-8(c) with respect to the second proposal. Notably. both proposals were submitted before the deadline
for the submission of shareholder proposals under Rule 14a-8(e).

The fact that -he Company did not send out a second a deficiency notice notifying the Proponent
of its failure to comply with the one-proposal limitation should not preclude no-action relief. The Staff
has granted no-action relief in similar circumstances on several occasions. See, e.g., Firestone Tire &
Rubber Co. (December 16, 1987). In that letter, Firestone notified a sharcholder of its intention to exclude
the shareholder’s proposal from its proxy materials and yequested the Staff’s view regarding the omission
in a letter dated July 27, 1987. On August 5, 1987, the proponent submitted a second propesal. Firestone
responded, without any prior notice to the proponent, by seeking relief directly from the Staff under the
one-proposal limitation. By letter dated December 16, 1987, the Statf agreed with Firestone’s argument
that the submission of the second proposal violated the one-proposal linntation.

The Firestone Tire no-action letter is not the only instance in which the Staff has allowed a
company to exclude a proponent’s second proposal pursuant to Rule 14a-8(c) without any further notice
to the proponent that the second proposal violates the one-proposal limitation. For example, in Noble
Roman's, Inc. (March 12, 2010), the Staff agreed with Noble Roman’s arguments that it could exclude a
“revised proposal” because it represented a second proposal under Rule 14a-8(c) even though Noble
Roman’s had only notified the shareholder of its intention to omit the first proposal when it sent the
proponent a copy of the no-action request to exclude the first proposal. Noble Roman’s did not send the
sharcholder a deficiency notice with respect to the second proposal - instead, it only notified the
sharcholder of the shareholder’s violation of the one-proposal limitation when it sent the shareholder a
copy of a no-action request to exclude the second proposal under Rule 14a-8(c). See also Raytheon Co..
{February 12, 2009) (concluding that “the one proposal limit allows the omission of a second proposat,
notwithstanding the absence of notice, if a company has filed a statement of reasons to omit a proposal in
accordance with Rule 14a-8()) and subsequently the proponent submits the second proposal.”).

Ironjcally. the Commission adopted the one-proposal limtation more than 30 years ago in
response to concerns about tactics like those employed by the Proponent. At the time, the Commission
was concerncd that some “proponents . . . [exceed] the bounds of reasonableness . . . by submitting
excessive numbers of proposals.” Exchange Act Release No. 12999 (November 22, 1976). The instant
Proposal and Revised Proposal are examples of such abuses. As the Commission acknowledged in 1976,

implemented. The Company’s letter to the Proponeat, along with its attachments, is included in Exhibit A
hereto. In response, the Proponent submitted the Mujority Vote Proposal on October 25, 2005, which ncluded
the notation "*10-25-05 Update” on the upper right-hand comer of the accompanying cover letter.

*The Proponent may attempt to argue that Beverfy: Enterprises and Dow Chemical are distinguishable from our facts
because they involved two proposals on completely different topics, while the Proposal and Revised Proposal
concem the same topics. Any such arguments should be rejected — the Staff has granted no-action relief under Rule
14a-8(c) when a proponent submitied two substantially similar proposals, as is the case here. Sce, e.g., Hunesbrands,
Ine.. (November 13, 2009) {granting relief under Rule | 4a-8(c) for an identical second proposal where the first
proposal was properly excluded under Rules 14a-8(b) and 14a-8(f)); see also Motorola, Inc., (December 31, 2001)
{grarting relief under Rule 14a-8(c) where the shareholder submitted two substantially similar proposals after the
Staff had allowed the company to exclude the first proposal).



12.S. Securitiex and Exchange Commission
January 20,2011

Page &

“[s)uch practices are inappropriate under Rule 14a-8 not only because they constitute an unreasonable
exercise of the right to subnut proposals at the expense of other shareholders but also because they tend to
obscurc other material matters in the proxy statements of issuers, thereby reducing the effectiveness of
such documents . .. .7 /. Thus, the Comimission adopted a two-proposal limitation (subsequently
amended to be a one proposal imitation) but warned of the “possibility that some preponents may
attempt to evade the [rule’s] hmitations through various maneuvers . . .7 Id. The Commission went on to
warn tnat “'such tactics” could result in the granting of no-action requests permutting exclusion of the
multiple proposals. We believe that the present facts warrant such an outcomme. The Proponent is
attempting (o circumvent the one-proposal limitation of the rule through its submission of the Revised
Proposal after learning that the Proposal can be excluded in reliance on Rule 14a2-8(b). Consistent with all
ol the no-action letters discussed above, the Company is entitled to exclude the Revised Proposal in
reliance on Rule 14a-8(c).

HI. The Proposals May Be Excluded Pursuant to Rule 14a-8(i)(10)

Rule 14a-8(1)(10) permits a company to exclude a proposal from its proxy materials if the
company “has already substantially implemented the proposal.” The Commission has stated that for a
proposal to be omitted as moot under this rule it must be “substantially implemented” by a company, not
implemented in full or precisely as presented. Sce Exchange Act Release No. 20091 (August 16, 1983).
The general policy underlying the “substantially implemented” basis for exclusion is “to avoid the
possibility of shareholders having to consider matters which have already been favorably acted vpon by
the management.” See Exchange Act Release No. 12598 (July 7, 1976).

The Staff has consistently permitted exclusion of a shareholder proposal when a company has
already substantially implemented the essential objective of the proposal even if by means other than
those suggested by the shareholder proponent. See. ¢.g.. Wal-Man Stores, Inc. (March 30, 2010)
{concurring that a company’s adoption of various internal policies and adherence to particular principles
substantially implemented a proposal seeking the adoption ot principles for national and international
action to stop global warming specified in the proposal); PG&E Corporation (March 10, 2010)
(concurring that a company’s practice of disclosing annual charitable contributions in various locations on
its website substantiatly implemented a proposal seeking a semi-annual report on specific infornation
regarding the company’s charitable contributions); Aetna Inc. (March 27, 2009) (concurring that a report
on gender considerations in satting insurance rates substantially implemented a proposal seeking a report
on the company’s policy responses to public concerns about gender and insurance, despite the
proponent’s arguments that the report did vot fully address all issues addressed in the proposal).

Both Proposais submittcd by the Proponent ask the Company to disclose “the numbers and
species of all animals used in-house and at contract research laboratories for both explicitly required tests
and in basic research and development.” The Company and each of the contract research laboratories
engaged by the Company, as required under the Animal Welfare Act, submit, on an annual basis,
information disclosing the numbers and types of certain animals used to the United States Departmient of
Agriculture (“USDA™). This information is supplied annually to the USDA on the Ammal and Plant
Health Inspection Service (“APHIS™) Form 7023 (**Form 7023"). All animals that are required to be
disclosed under the Animal Welfare Act are disclosed by the Company and each of the contract research
laboratories engaged by the Company.
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The information is made available on the APHIS website by the USDA.” Information not posted
on the website zan also be ebtained through a Freedom of Information Act request. The Proponent’s own
supporting statement includes the very data they are asking the Company to disclose as part of the
Proposals, which clearly indicates that the information is already readily available. Form 7023 identifies
animals covered by the Animal Welfare Act and also provides additional space for filers to include
additional animals not already specified on Form 7023. Form 7023 1s certified by either the CEO or
legally responsible Institution Official at the Company. A specimen copy of Form 7023 is attached hereto
as Exhihit 6. The Proponent’s supporting statement in both Proposals cites with exact detail the number
of animals covered under the Animal Welfare Act used by the Company and even includes a breakdown
of certain species. Contract laboratories engaged by the Company are also required to disclose the
information required under Form 7023 however, sponsor information is not disclosed. As further
detailed below, it would be a violation of law for the Company to disclose information regarding contract
Jaboratories.

V. The Proposals May Be Excluded Pursnant to Rules 14a-8(i)(2) and 14a-8(i)(6)

Rule 14a-8(i}(2) permits exclusion of a proposal that, if adopted, would cause the cormpany to
violate any state, federal or foreign law to which it is subject, while Rule 14a-8(i}(6) permits exclusion of
a proposal that, if adopted, the company would lack the power ot authority to implement. The staff of the
Division ot Corporation Finance has noted that a compauy may omit a shareholder proposal from s
proxy materials on either or both of these grounds if the proposal in question “would result in the
company breaching existing contractual obligations . . . because implementing the proposal would require
the company to violate applicable law or would not be within the power or authority of the company to
implement.” Staff Legal Bulle:in 148 (September 15, 2004). In accordance with this position, the
Division has consistently permitied exclusion of shareholder proposals under Rules 14a-8(1)(2) and 14a-
8(1)(6) where a proposal would require the company to breach its contractual obligations. See Bank of
America Corporation (February 26, 2008) (proposal requiring disclosure of fees in an agreement covered
by a confidentiality provision). Hudson United Bancorp (March 2, 2005) (proposal mandating rescission
of severance agreements governed by New Jersey law), NerCurrents, Inc. (June 1, 2001); Guest Supply
Inc. (October 28, 1998). This letter also constitutes the opinion of counsel required by Rule 14a-

8§ 2¢iin).

The Company and its affiliates regulaily enter into service agreements with research laboratories
that conduct animal research on the Company’s behalf. These agreements are typically subject to
confidentiality agreements, which prohibits the Company's research partners from disclosing any
information about the Company. A significant number of agreements are subject to mtual
confidentiality agreements which prohibit both parties thereto from disclosing information exchanged in
the course of that relationship. Such mutual confidentiality agreements prevent both parties from
disclosing “any and all information, know-how, and data, whether oral, written. or graphical” without the
prior written consent of the other party.s If implemented, the Proposals would require the Company to
disclose information regarding animals that are used by its research partners pursuant to such agreements.
This. however, is beyond the Company’s power to implement because it can not voluntarily report such

! See hup://vww.aphis.usda.coviamimal wellive/Annual Reports/New%20Jersey _22/22-R-0030/r_2009_223-R-
0030 pdt for the Company's 2009 report.

¥ An example of such mutual confidentiality clause accompanies this letter as Exhibit 7.
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information. Further, the unilateral disclosure of information required by the Proposal would require the
Company to breach its contractual obligations to maintain all such information, including the animal
research data yequired by the Proposal, in confidence. Furthermore, the Company lacks the ability to
require its contractual counterparties to provide it with the information required by the Proposal or to
consent 1o the Company’s disclosure of any confidential information.

The Company’s service agreements and related confidentiality provisions are typically governed
by New lersey law. Under New Jersey law, violation of a confidennality agreement gives rise to a breach
of contract claim. See Servy v. Federal Business Centers. Inc., 616 F. Supp.2d 496, 507 (D.N.J. 2008). A
breach of contract claim under New Jersey law involves the establishment of a contract, breach of such
contract, damages flowing therefrom and that the party asserting the claim has performed its obligations
thereunder. See Frederico v. Home Depot, 507 F.3d 188, 203 (3d Cir. 2007) (applying these elements to
an alleged breach of a written non-disclosure agreement); Public Serv. Enterprise Group, Inc. v.
Philadelphia Elec. Co.,722 F. Supp. 184,219 (D.N.}. 1989); see also 22 Williston on Contracts § 63:1
(41h ed. 2010) {*[A] breach of contract is a failure, without legal excuse, to perform any promise that
forms the whole or part of a contract.”). In New Jersey, a party who breaches a contract without
suificient legal cause shall be liable for damages. See First Nat. State Banl of New Jersey v.
Commonwealth Fed. Sav. and Loan Ass i of Norristown, 610 F.2d 164. 174 (3rd Cir. 1979) {holding that
object of remedy for breach of contract is to make aggrieved party whole). In this regard, the Company’s
agreements generally provide that any use or disclosure of confidential information wili cause irrcparable
harm such that the other party shall be entitled to injunctive relief, in addition to monetary damages.

If implemented, the Proposals would require the Company to unilaterally disclose confidential
information in breach of its contractual obligations to maintain such information in confidence, thereby
violating New Jersey law. Accordingly, we believe the Company may exclude the Proposals from its
proxy materials in reliance upon Rules 14a-8(1)(2) and 14a-8(1)(6).

V. The Proposals May Be Excluded Pursuant to Rule 14a-8(i)(3)

Under Rule 14a-8(i)(3), a proposal may be omitted from a registrant’s proxy statement if “the
proposal or supporting statement is contrary to any of the Conumission’s proxy rules, including Rule 14a-
9, which prohibits materially false or misleading statements in proxy soliciting materials.” Rule 14a-9
provides. in pertinent part, that “No solicitation subject to this regulation shall be made by means of any
proxy statement, form of proxy, notice of meeting or other communication, written or oval, coptaining any
statement which. at the time and in the light of the circumstances under which it is made, is false or
misleading with respect to any material fact, or which omits to siate any material tact necessary in order
to make the statements therein not false or misleading.” The Staff has stated that it would concur i1 a
company’s rcliance on Rule 14a-8(i)(3) to exclude a proposal where a company “demonstrates
objcctively that the proposal is materially false or misleading.” See Staff Legal Bulletin 14B (September
15, 2004).

As stated eariier, the Proponent’s Proposals each have identical supporting statements. The
Proponent states “In 2008 and 2009. our Company experimented on 19,579 animals in-house ... 11,830
of these animals were used in paintul experiments in Company laboratories and more than 1,330 of them
were given no pain relief whatsoever.” Presumably, the Proponent is referring to the Company's Form
7023 filed in 2008 and 2009, copies of which are attached hereto as Exhibit 8 , however, the manner in
which the Proponent has presented those numbers is materially misjeading.
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An examination of Form 7023 shows six columns of information labeled A, B, C, D, E and F.
Columns A and F relate to the animals covered by the Apunal Welfare Act and the total number of
animals used, respectively. Columms B through E categorize the use of such animals. Column B hists the
number of animals not yet used for research purposes: column C hsts the number of annmals whose use
involved “no pain, distress, or use of pain-relieving drugs”; column D Jists the number of animals whose
use involved “pain or distress 10 the animals and for which appropniate anesthetic, analgesic ot
rranquilizing drugs were used” and column E lists the number of animals whose use “involved
accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesic or
rranquilizing drugs would have adversely affected the procedures, results or interpretation of the teaching,
research experiments, surgery or fests.”

The form clearly differentiates between experiments where the subject animals experienced pain
or distress and which anesthetics, analgesics or tranquilizers were used and experiments where the use of
any anesthetics, analgesics or tranquilizers would ““have adversely affected the procedures....” The
Company mitigates any pail or distress that an animal may experience whencver possible and keeps to a
minimum animal usage where mitigation efforts cannot be used due to its adverse affect on the related
research. The Proponent has decided not to include any discussion of this in their supporting statesment.

The Proponent’s supporting statement also includes the following statement:

Animals used in laboratory experiments experience pain, fear and stress. They spend their lives
in unnatural settings — caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories. What should not be the norm is the
outright torture of defenseless animals.

This statement is materially misleading because is does not apply to the Company’s practices.
First, as noted above, not all animals used m laboratory expericnces experience pain, fear or stress.
Further. all caging of animals done by the Company complies with USDA regulatory standards for caging
as well as the standards noted in the Guide for the Care and Use of Laboratory Animals (National
Academy Press, 1996). The Company’s research facilities are inspected annually by the USDA to verify
compliance with all caging standards and other USDA regulations. Additionally, most animals are
socially housed and not deprived of companionship. For example, non-human primates have an
environmenta) enrichment plans that include social housing. The veterinary staff developed the plans and
they are reviewed by the Institutional Animal Care and Use Committee as well as by the USDA.’

P . . - . . o

7 Tl Institutional Animal Care and Use Committee (IACUC) is a self-regulating entity that, according to U.S.
federal law, must be established by institutions that use Jaboratory animals for research or instructional purposes to
oversee and svaluale all aspects of the institution’s animal care and use progran.



U.S. Securities and Exchange Comnission
January 20, 2011
Pagc 12

As an addiuonal measure, the Company’s research faciliies also have attained and maintamed
accreditation from the Association for Accreditation and Assessment for Laboratory Animal Care
("AAALAC™). The following is from AAALAC's website:

AAALAC International ts a private, norprofit organization that promotes the humane treatiment
of animals in science through voluntary accreditation and assessment programs.... For some,
animal rescarch 1s a controversial topic. But like others m the anmimal weifare arena, AAALAC
endorses the use of animals to advance medicine and science when there are no non-animal
alternatives, and when it is done in an ethical and humane way. When amimals are used.
AAALAC works with institutions and researchers to serve as a bridge between progress and
animal well-being. This is done through AAALAC’s voluntary accreditation process in which
research programs demonstrate that they meet the minimum standards required by law, and are
also going the extra step to achieve excellence in animal care and use

The Company has taken great measures to ensure that the treatment of the animals used in its
research etforts exceed statutory and regulatory minimum standards. Based on these measures we believe
that it is clear that the Proponent’s statement that *“{w]hat should not bc the norm is the outright torture of
defenseless animals™ is clearly false and misleading, or at a minimuim, irrelevant to the Company since
the methods of research used by the Company cannot be characterized as involving torture. In this
regard, we believe that the statement’s reference to “torture™ is excludable under Rule 14a-9 on the basis
that it is inflammatory and is impugning, which, as indicated by Staff Legal Bulletin 14B, Section B.4,
provides a separate basis for exclusion.

The Proponent’s supporting statement also includes a lengthy discussion about its undercover
investigation of Professional Research Laboratory and Research Services (“PRLR™). PRLR is
vnaffiliated with the Company and the statements made by the Proponent regarding PRLR have nothing
to do with the Company. More importantly, the discussion regarding PRLR has nothing to do with the
Proponent’s Proposal which is about disclosure of animals used in the Company’s research efforts.
Presumably, the motive behind including such statements about an unaffihated third party is an attempt to
link their behavior with the Company.

CONCLUSION

Accordingly, for the reasons explained abovce, and without addressing or waiving any other
possible grounds for exclusion, the Company requests the Staff to concur m our opinion that the Proposal
may be excluded from the Company's Proxy Materials for the reasons set forth herein.

If you have any questions or require any further information, please contact me at 908-423-5744.
Should you disagree with the conclusions set forth in this letter. we respectfully request the opportunity to
confer with you prior to the determination of the Staff's final position.

Vvery truly yours,

)

nmy Yang ‘

Legal Director



EXHIBIT 1



Celia A. Colbert

GG o 2 | '
7 - i
> K ilesz P 6 A

PEOPLE FOR THE ETHICAL
TREATMENT OF ANIMALS

501 FRONT ST.
Office of the Secretary NORFOLK, VA 23510
757-622-PETA
- N 7
October 28, 2010 NOY - 2 201 P o
. 2898 ROWENA AVE ., #103
Ccl{a A. ‘Colbcrt. ‘ LOS ANGELES, CA 90039
Senior Vice President, Secretary and Assistant General Counsel 323-644-PETA
Merck & Co., Inc. 323-644-2753 (FAX)

1 Merck Dr. PETA.ORG
Whitehouse Station, NJ 08889 ' :

Dear Secretary:

Attached to this letter is a shareholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a letter from
People for the Ethical Treatment of Animals’ (PETA) brokerage firm, Morgan
Stanley Smith Barney, confirming ownership of 101 shares of Merck & Co., Inc.
common stock, most of which was acquired at least one year ago. PETA has held
at least $2,000 worth of common stock continuously for more than one year and
intends to hold at least this amount through and including the date of the 2011
shareholders meeting.

Please contact the undersigned if you need any further information. If Merck &
Co., Inc. will attempt to exclude any portion of this proposal under Rule 14a-8,
please advise me within 14 days of your receipt of this proposal. I can be reached
c/o Stephanie Corrigan at 323-644-7382 ext. 24 or via e-mail at
StephanieC(@peta.org.

Very truly yours,

Susan L. Hall
Counsel

Enclosures: 2011 Shareholder Resolution
Morgan Stanley Smith Barney letter

AN INTERNATIONAL
ZATION: DEDICATE

PROVECTING .



TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the use of animals, the Board is
requested to issue an annual report to shareholders disclosing the following:

I. The number and species of all animals used in-house and at contract research
laboratories for explicitly required tests; the number and species used in basic research and
development; and the Company’s plans to phase out animal testing wherever possible;

2. Procedures to ensure compliance with basic animal welfare considerations in-house
and at contract research laboratories, including enrichment measures to improve living
conditions for the animals used.

Supporting Statement

Product development and testing involve ethical issues relating to animal suffering. In 2008
and 2009, our Company experimented on 19,579 animals in-house. This numbers does not
include mice and rats or animals used for Merck experiments in contract research laboratories.
Among others, 2,674 primates, 4,444 dogs, 5,011 rabbits, and 3,550 guinea pigs were used.
11,830 of these animals were used in painful experiments and more than 1,330 of them were
given no pain relief whatsoever.'

Animals used in laboratory experiments experience pain, fear and stress. They spend their
lives in unnatural settings — caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories. What should not be the norm is the
outright torture of defenseless animals.

A recent undercover investigation of a Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a laboratory where
animals suffered above and beyond the commissioned tests even though our Company’s
policy specifically states that “Merck places high value on its animal welfare stewardship
responsibility.”2 Documentation and video footage3 from this investigation showed:

¢ Sick and injured animals regularly denied veterinary care;

* An inadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;

o (Cats slammed into cages;
» Cats and dogs sprayed with pressure hoses;

e Technicians screaming obscenities at animals while dragging, throwing, and kicking
them;

» One worker repeatedly tried to rip out a cat’s nails;

" htp://www.aphis.usda.gov/animal _welfare/efoia/7023.shtml

2 http:/Awww.merck.com/corporate-responsibility/research-medicines-vaccines/new-
technologies/animal-research/approach.html

3 http://origin.www.peta.org/tv/videos/animal-experimentation/599609536001 .aspx




» Filth and deafening noise.

Our company has the ability and the obligation to ensure that no animal suffers from lack of
veterinary care, poor housing, or outright mistreatment. Further, our Company has an ethical
and fiscal obligation to ensure that a minimum number of animals are used and that the best
science possible is employed in the development of products. Given the fact that 92% of
drugs deemed safe and effective when tested in animals fail when tested in humans and that,
of the remaining 8%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company’s
products are tested.’

We urge shareholders to vote in favor of this socially and ethically important public policy
proposal.

* FDA Commissioner: http://www.fda.gov/NewsEvents/Speechesiicm053539.htm
Recent advances in genomics, systems biology, and computational biology can do much to
reduce and eventually replace the use of animals in expenments.
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OCT-28-2010 09:24 MORGANSTANLEYSMITHBARNEY 301 76H6464 P.031,005

9812 Falls Road
Suite 123
Potomac, MD 20854

MorganStanley
SmithBarney

October 28, 2010

Celia A. Colbert

Senior Vice President, Secretary and Assistant General Counsel
Merck & Co., Inc.

1 Merck Dr. .
Whitehouse Station, NJ 08889

Re: Shareholder Proposal for Inclusion in the 2011 Proxy Material

Dear Secretary: |

This letter serves as formal confirmation to verify that People for the Ethical Treatment
of Animals is the beneficial owner of 101 shares of Merck & Co., Inc. common stock and
that PETA has continuously held at least $2,000.00 in market value, or 1% of Merck &
Co., Inc. for at least one year prior t0 and including the date of this letter.

Should you bave any questions or require additional information, please contact me at
(301) 765-6484.

Sincerely, |
Mindy J. Mash

Sr. Reg. Associate
Morgan Stanley Smith Bamey

Morgan Stanley Soith Barney LLC. Member SIPC.
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Otfice of Corporate Staff Counse! Merck & Co., Inc.

WS 3B-45

One Meick Drive

PO. Box 100

Whitehouse Station NJ 08883-0100
Te! 908 423 1000

Fax 908 735 1218

{(VIA OVERNIGHT DELIVERY)

€ MERCK

Susan L. Hall

People for the Ethical Treatment of Animals ("PETA")
2898 Rowena Ave., #103

Los Angeles, CA 90039

Dear Ms. Halk:

On October 29, 2010, we received your letter submitting a shareholder proposai for
inclusion in the proxy materials for the 2011 Meeting of Shareholders.

On November 3, 2009 (the "Effective Date"), Merck & Co., Inc. ("Old Merck") merged
with and into a subsidiary of Schering-Plough Corporation ("Schering-Plough”) and
Schering-Plough changed its name to Merck & Co., Inc. ("Merck”).

Rule 14a-8(b) promulgated under the U.S. Securities Exchange Act of 1934, as
amended, requires that you establish your continuous ownership of at least $2,000 in
market value, or 1%, of Merck securities entitled to be voted on your proposal at Merck's
Annual Meeting of Shareholders for at least one year from the date you submitted your
proposal.

In order to comply with the rule, you must have held Merck stock since the Effective
Date, and also must have held Schering-Plough stock from October 29, 2009 until the
Effective Date. Your letter did not provide information with respect to this requirement.
Please provide us with documentation evidencing your continuous ownership of at least
$2,000 in market value of Schering-Plough stock prior to the Effective Date for such a
period as is necessary to satisfy the one year holding requirement.

If you have not satisfied this holding requirement, in accordance with Rule 14a-8(f),
Merck will be entitled to exciude the proposal. If you wish to proceed with the proposal,
within 14 calendar days of your receipt of this letter, you must respond in writing to this
letter and prove your eligibility by submitting either:

¢ a wrilten statement from the "record" holder of the securities {usually a broker or
bank), verifying that, at the time you submitted the proposal, you continuously held
the securities for at least one year; or

o a copy of a filed Schedule 13D, Schedule 13G, Form 3, Form 4, Form 5, or
amendments to those documents or updated forms, reflecting your ownership of
shares as of or before the date on which the one-year eligibility period begins and



People for the Ethical Treatment of Animals
November 9. 2010
Page 2

your written statement that you have conliruously held the required number of
shares for the one-year period as of the date of the statement.

Additionally, Rule 14a-8(c) states that each stockholder may submit no more than one
proposa! 1o the company for a particular stockholders’ meeting. Your submission
appears to incluce more than one distinct proposal relating to: (i) the disclosure of the
number and 5pecies of all animals used, (i) Merck's plans to phase out animal testing
wherever possible, (iii) procedures to ensure compliance with basic animal welfare
considerations and (iv) measures to improve living conditions for the animals used. As
such, PETA's submission is required by Rule 142-8 to be reduced to a single proposal.
if you wish to proceed, within 14 calendar days of your receipt of this letter, you must
provide a revised proposal meeting the requirements of Rule 14a-8(c).

Merck reserves the right, and may seek to exclude the proposal if in Merck's judgment
the exclusion of such proposal from the proxy materiais would be in accordance with
SEC proxy rufes.

For your convenience, | have enclosed a copy of SEC Rule 14a-8 in its entirety. If you
should have any questions, you may contact me at (908) 423-5744. Please direct all
further correspondence regarding this matter to my attention.

Very truly yours,

Jnmy
gal Director
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Celia A. Colbert
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Office of the Secretary

October 28, 2010 NOY - 2 200

Celia A. Colbert

Scnior Vice President, Secretary and Assistant General Counsel
Merck & Co., Inc.

1 Merck Dr.

Whitehouse Station, NJ 08889

Dear Secretary:

Attached to this letter is a shareholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a letter from
People for the Ethical Treatment of Animals’ (PETA) brokerage firm, Morgan
Stanley Smith Barney, confirming ownership of 101 shares of Merck & Co., Inc.
common stock, most of which was acquired at least one year ago. PETA has held
at least $2,000 worth of commeon stock continuously for more than one year and
intends to hold at least this amount through and including the date of the 2011
shareholders meeting.

Please contact the undersigned if you need any further information. If Merck &
Co., Inc. will attempt to exclude any portion of this proposal under Rule 14a-8,
please advise me within 14 days of your receipt of this proposal. I can be reached
¢/o Stephanije Corrigan at 323-644-7382 ext. 24 or via e-tnail at
StephanieC@peta.org.

Very truly yours,

D Z

Susan L. Hall
Counsel

e 2

2011 Shareholder Resolution
Morgan Stanley Smith Bamey letter

Enclosures:

PEOPLE FOR THE ETHICAL
TREATMENT OF ANIMALS
501 FRONT ST.
NORFOLK, VA 23510
757-622-PETA
757-622-0457 (FAX)
Info@peta.org

2898 ROWENA AVE., #1C3
LOS ANGELES, CA 30033
323-644-PETA
323-644-2753 (FAX)

PETA.ORG
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9812 Falls Road
Suize 123

Potomac, MD 20854

MorganStanley
SmithBarney
October 28, 2010
Celia A. Colbert
Senior Vice President, Secretary and Assistant General Counsel
Merck & Co., Inc.
1 Merck Dr.

Whitehouse Station, NT 08889

Re: Shareholder Proposal for Inclusion in the 2011 Proxy Material

Dear Secretary:

This letter serves as formal confirmation to verify that Peoplc for the Ethical Treatment
of Animals is the beneficial owner of 101 shares of Merck & Co., Inc. common stock and
that PETA has continuously held at least $2,000.00 in market value, or 1% of Merck &
Co., Inc. for at least cne year prior to and including the date of this letter.

Should you have any questions or require additional information, please contact me at
(301) 765-6484. :

Mindy J. Mash

Sr. Reg. Associate
Morgan Stanley Smith Barney

Morgan Stankey Smith Bazney LLC. Membee SIPC.



TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the use of animals, the Board is
requested to issue an annual report to shareholders disclosing the following:

1. The number and species of all animals used in-house and at contract research
laboratories for explicitly required tests; the number and species used in basic research and
development; and the Company’s plans to phase out animal testing wherever possible;

2. Procedures to ensure compliance with basic animal welfare considerations in-house
and at contract research laboratories, including enrichment measures to improve living
conditions for the animals used.

Supporting Statement

Product development and testing involve ethical issues relating to animal suffering. In 2008
and 2009, our Company experimented on 19,579 animals in-house. This numbers does not
include mice and rats or animals used for Merck experiments in contract research laboratories.
Among others, 2,674 primates, 4,444 dogs, 5,011 rabbits, and 3,550 guinea pigs were used.
11,830 of these animals were used in painful experiments and more than 1,330 of them were
given no pain relief whatsoever.'

Animals used in laboratory experiments experience pain, fear and stress. They spend their
lives in unnatura!l settings — caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories. What should not be the norm is the
outright torture of defenseless animals.

A recent undercover investigation of a Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a laboratory where
animals suffered above and beyond the commissioned tests even though our Company’s
policy specifically states that “Merck places high value on its animal welfare stewardship
x’esponsibility.”2 Documentation and video footage® from this investigation showed:

e Sick and injured animals regularly denied veterinary care;

» Aninadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;

s Cats slammed into cages;

e (Cats and dogs sprayed with pressure hoses;

e Technicians screaming obscenities at animals while dragging, throwing, and kicking
them;

e One worker repeatedly tried to rip out a cat’s nails;

http://www.aphis.usda.gov/animaj welfare/efoia/7023.shtml
http://www.merck.com/corporate-responsibility/research-medicines-vaccines/new-
technologies/animal-research/approach.htm!

> hitp://onigin.www.peta.org/tv/videos/animal-experimentation/59960953600 1 .aspx

)
1
2




» Filth and deafening noise.

Our company has the ability and the obligation to ensure that no animal suffers from lack of
veterinary care, poor housing, or outright mistreatment. Further, our Company has an ethical
and fiscal obligation to ensure that a minimum number of animals are used and that the best
science possible is employed in the development of products. Given the fact that 92% of
drugs deemed safe and effective when tested in animals fail when tested in humans and that,
of the remaining 8%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company’s
products are tested.?

We urge shareholders to vote in favor of this socially and ethically important public policy
proposal.

4 FDA Commissioner: http://www.fda sov/NewsEvents/Speeches/ucm053539.htm
Recent advances in genomics, systems biology, and computational biology can do much to
reduce and eventually replace the use of animals in expenments.




bece:

Ceha Colbert
Bruce Lllis
Jon Filderman
Katie Fedosz
Eric Stern

iy
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Calla A. Colbert . m
RS - 4 1] P t , A
November 17, 2010
-= . 0sZ ! PEOPLE FOR THE ETHICAL
7 X w : TREATMENT OF ANIMALS
. s — 501 FRONT ST.
Celia A. Colbert NORFOLK. VA 23510
Scnior Vice President, Secretary and Assistant General Counsel 757-622-PETA
Merck & Co., Inc. 757-622-0857 (FAX)
! Merck Dr. Info@peta.org
Whitechouse Station, NJ 08889 2898 ROWENA AVE., #103
LOS gr;sﬂe.ﬁs. 521:0039
: 3-644-
Dear Secretary: 323-644-2753 (FAX)
PETA.ORG

Please be advised thal a shareholder proposal submitted by People tor the Ethical
Treatment of Animals (PETA) on October 28, 2010 is hereby withdrawn nunc pro
rune as of that date, Accordingly, the letter which we received from Merck dated
November 9" is no longer applicable to the withdrawn resolution.

Atached to this letter is a sharcholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a [etter from
PETA's brokerage firm, Morgan Stanley Smith Bamey, confirming ownership of
101 shares of Merck & Co., Inc. common stock. PETA has held at lcast $2,000
worth of common stock continuously for more than one year and intends to hold
at least this amount through and including the date of the 2011 shareholders
mectiag.

Please contact the undersigned if you need any further information. I’ Merck &
Co., Inc. will antempt to exclude any portion of this proposal under Rule 14a-8,
please advise me within 14 days of your receipt of this proposal. I can be reached
at Susan L. Hall, ¢/o Stephanie Corrigan, 2898 Rowena Ave. Suite 103, Tos
Angeles, CA 90039, by telephone at (323) 644-7382 exl. 24, or by e-mail at

StephanieC@peta.org.
Very truly yours,

Lra T e

Susan L. Hall
Counsel

Enclosures; 2011 Shareholder Resolution
Morgan Stanley Smith Barpey lstter




NOU-18-20190 15:26 OFFICE OF THE SECRETARY 98 735 1246 P.23/24

TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the usc of animals, the Board is
requested o issuc an annual report to shareholders disclosing the numbers and species of all
animals used in-house and at contract research laboratories for both cxplicitly required tests
and in basic rescarch and development.

Supporting Statement

Product development and testing involve ethical issues relating to animal suffering. In 2008
and 2009, our Company experimented on 19,579 animals in-house. This number docs aot
include micc and rais or any animals used for Merck experiments in contract rescarch
lsboratorics. Among others, 2,674 primates, 4,444 dogs, 5.0)) rabbits, and 3,550 guinea pigs
were used. 11,830 of these animals were used in painful cxpcnments in Merck laboratories
and more than 1,330 of them were given no pain relief whatsoever.'

Aninsals used in laboratory experiments experience pain, fear and stress. They spend their
lives in unnstural settings - caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in Jaboratories. What should not be the norm is Lthe
outright torture of defenseless animals.

A recent undercover investigation of @ Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a {aboratory where
animals suffered above and beyond the commissioned tests even though our Company's
policy specifically states that “Merck places high vnlue on its animal weifare stewardship
rosponsibility > Documentation and video footage? from this investigation showed:

Sick and injured animals regularly denied veterinary care;
An inadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;
o Cats slammed into cages;
* Cats and dogs sprayed with pressure hoses;
Technicians sercaming obscenitics ot animals while dragging, throwing, and kicking
them;
One worker repeatedly tried to rip out a cat’s pails;
Filth and deafening noise.

Our company has the ability and the obligation 16 cnsure that no animaf suffers from lack of
veterinary care, poor housing, or omnght mistrecatment, Further, our Company has an ethical
and fisca) obligation to ensure that a mintmum number of animals are used and that the best

science possihle is employed in the development of products. Given the fact that 92% of

»

‘m/wwx.nema wv/my_mwmz.m

hnomics/ iwmmm
3 Ytp/origin.www.peta.org/tv/videoy/snimal-experimentation/599609536001.25px
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drugs deemed safe and effective when tested in animals fail when tested in humans and that,
of the remaining 8%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company's
products are tested.*

We urge shareholders to vote in favor of this socially and ethically important public policy
proposal. :

* FDA Commissioner: hito://www.fds gov/NewsEventy/Speechesiiem053539.htm
Recent advances in genomics, systems biology, and computational biotogy can do much to
reduce and eventually replace the use of animals in experiments.

TOTAL F.04
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C R N N . Uurr vl

9%12 Falls Roed
Suire 123
Pommac, MD 20854

MorganStaniey
SmithBarney

November 17, 2010

Celia A. Colbent

Senior Yice President, Secretary and Assistant General Covesel
Merck & Co., Inc.

1 Mesck Dr.

Whitehouse Station, NJ (083889

Re: Sharecholder Proposal‘ for Inclusion in the 2011 Praxy Matedal .
Dear Secretary:

This lester serves as formal confirmation to verify that People for the Ethical Treatment
of Animals is the beaeficial owner of 101 shares of Merck & Co.,, Inc. cormmeon stock and
that PETA has coatinuousty beld at leest $2,000.00 i market value, or 1% of Morck &
Co., Inc. for at Jeast onc year prior to and includlng the date of this letter.

Should you have any questions or require additional information, please contact me at
(301) 765-6484. :

Sincerely,
SM
Sr. Reg. Associne

Moxgan Stanley Smith Bamey

Movgaa Saaly Secwith Darpty LLL Member SITC.
TOTAL P, 001
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This report is required by law (? USC 21 43) Failure o rsport according ta the regulatons can Set reverse side for ga:gaagg;\%epm Contral No
result in an order (o cease artd desist and 10 be subject io penalties as provided for in Section 2150 addibonalmfofmation
UNITED STATES DEPARTMENT OF AGRICULTURE 1 REGISTRATION NO . FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0578-0038

2. HEADQUARTERS RESEARCH FACILITY [Neme and Address, as registered with USDA
include Zip Code)

ANNUAL REPQRT OF RESEARCH FACILITY
{TYPE OR PRINT)

3 REPORTING FACILITY (List all focations where snimals were housed or used it 8c1ug! research, testing. teaching. of experimentation, or heid lor inese purposes Allach addiionai
sheets if nacessary.)

FACILITYLOCATIONS (Sites)

[REPORT OF ANIMALS USED BY OR UNOER CONTROL OF RESEARCH FACILITY (Altech additions) sheels if necessary of use APHIS FORM 7023A}

A B.Number of C. Number of 0. Numbar of snimals upon €, Number of apimals vpor which teaching €
animals being snimals upon which axperimsnts, sxporimants, research, surgary, ot lesis were
Animals Covered bred, which leaching, i S L ing ing paln or disk
By The Anims conthtionad, or resesrch. turgery, of legly wers Y0 the animals and fo: which he use of appropriate YOTALNO

Woltare Reguiskons hakd for use In exparimants, or conducted involving - enaigesic, or ¢ Mzing drugs would OF ANIMALS
twuching, teshng lotla were BCCOMPNYing Pan OF have sdversely alfecie® the procedures. fesults. or
exporiments, conducted distreas to the Bnimats interpratation of the laaching, research,
recesich. or nvolving no and lor which aperopriate expenments. surgary. or lesis Wn axplanation of (Cois € +
surgery but not pein, s O - 3 o or the p du prod pam o n those D+ E)
yot used for such use of pain. tranguilizing drugs were smmals end the reasons such drugs were notl used

[l T ] releving ongs used must be sttached fo this mport)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9, Non-human Primates

10. Sheep

11.. Pigs

12. Other Farm Animals

13 Other Animats

I ASSURANCE STATEMENTS

o bf le, and ltang drugs, priof to, during

1) Prolessionally acceptable slendards geverning the cers, Irealment, and uss of animalé Inciuding sppropriate

and following aclual/esaarch, laaching, Isshng. surgary. of exp lehion were by this reseeroh facilily
2) Each princlpai i has desed ah lo painful procedures B
3) This Iacility I @ {0 he ond reg undar the Ach, and it has ‘e guired that axcaptions 10 1ha Slandarda ana regulations be specified »ng expiuinad by ihe
princips! investigsior and approved by the Instilulional Animal Cera and Uts C {(IACUC). A ry of att such 1] o lo thin I report. In

addition to identitying lhe IACUC-spproved exceptions, (Ns surymary inchudes » brief expianation of the srceptions, =s well as the species and MuTber of aniMels affected

4) The attending veterinariarfor this reseerch faclity has appropriaste authory lo ensure the provision of adequate veternary Care 3! 10 Overses (he adoquacy of ather aspects of
anirmal care ahd use

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chiet Executive Officer or Legaily Responsibie Institutional Official)
} cartify that the above is trus, corTect, and corplete (7 LU S.C Section 2143

SIGNATURE OF CEO OR INSTITUTIONAL OFFFICIAL NAME & TITLE OF CEO OR INST|TUTIONAL OFFICIAL (Type or Print) DATE SIGNED

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 8B) which Is obsolele
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Standard mutual confidentiality clause:

MERCK and SUPPLIER shall keep all INFORMATION of the other party in confidence and will
not, without the disclosing party's prior written consent, disclose any INFORMATION of the
disclosing party to any person or entity, except those officers, employees, agents, or AFFILIATES
of the receiving party who directly require the INFORMATION. Each officer, employee, agent, or
AFFILIATE to whom INFORMATION is to be disclosed shall be advised by the receiving party of
the terms of this AGREEMENT and shall be bound by the confidentiality and non-use obligations
herein, mutatis _mutandis. Both parties shall take all reasonable precautions to prevent
INFORMATION of the other party from being disclosed to any unauthorized person or entity. For
the purposes of this AGREEMENT, the term “AFFILIATE" shall mean: (1) any corporation or
business entity fifty percent (50%) or more of the voting stock or voting equity interests of which
are owned directly or indirectly by such party; or {2) any corporation or business entity which
directly or indirectly owns fifty percent {50%) or more of the voting stock or voting equity interests
of such party; or (3) any corporation or business entity directly or indirectly controlling or under
control of a corporation or business entity described in (1) or (2).

Standard definition of Information as used above:

MERCK and SUPPLIER agree that any and all information, know-how and data proprietary to the
disclosing party, whether oral, written, or graphical, that is disclosed or provided by MERCK or its
AFFILIATES to SUPPLIER or by SUPPLIER to MERCK or its AFFILIATES (including any
analysis, products, or conclusions drawn or derived therefrom), whether labeled as
confidential!proprietary, or that may be derived from or related to any visits by personnel cf one
party to the location of the other or that may be otherwise known to one party through its visits or
contacts with the other (hereinafter individually and coliectively referred to as "INFORMATION")
shall be disclosed and used by the parties subject to the terms and conditions set forth in this
AGREEMENT.
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Registration number 22-R-0030, December 1, 2008
A Summary of exceptions to the regulations and standards:

One exception to the canine exercise program is to be reported. Eight dogs used
in radioisotope labeled drug metabolism studies have been housed in special
canine metabolism kennels in order to ensure safe and accurate collection of
excreta for metabolite analysis. The housing provides 100% of the required floor
space, but less than the required space for exercise. The period of time in this
housing varies with the test compound, study and excretion rates. The studies
lasted between 4-18 days, with an average of a little over 7 days. Positive
human interaction has been greatly increased during this period. The protocol
for these studies, which includes this exception, was approved by the IACUC.

B) General Column ‘E” Justification Statement

One hundred and ninety hamsters developed acute terminal complications or
were humanelv euthanized on IACUC approved study to determine the ()4
m)Xe)  of novel (©)4) against a specific {b)4)

The use of pain relief and supportive care alter the results of study so they can
not be used. The animals are closely monitored and those animals with
significant health issues were humanely euthanized.

Twenty-seven guinea pigs experienced lethargy, ruffied fur and decreased
appetite for 24-72 hours after IP injection of a compound for an IACUC approved
procedure (General Safety Test, as described in 21 CFR 610.11). This is a
general safety test required for release of a biologic product and administration of
analgesic agents would compromise evaluation of the test results. The guinea
pigs were monitored closely to see if the clinical signs would resolve. The
expected clinical signs resolved within the 24-72 hour time period.

Four hundred and eight guinea pigs are infected with a virus and develop clinical
signs of infections. The studies are for the development of vaccines against this
infectious agent. The signs can range from minor to severe. The animals are all
closely monitored and those that develop severe complications are humanely
euthanized. Analigesics are not used because they have a profound affect on the
outcomes of the studies. '

Fourteen guinea pigs were part of several studies examining (b)4)
to ()4) Blood was collected under general anesthesia using the (o))
(b)4) The serum was examined to determine (bX4) and in

some cases, functional in-vitro assays. The technique is only performed by
trained veterinary technicians. Subsequent to this procedure and after the
effects of procedure-related anesthesia had worn off, sudden death appeared to
have occurred in the absence of signs. Only a very small percentage of these
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procedures were associated with this complication and the death is usually due
to internal hemorithage often inducing cardiac tamponade. Due to the lack of
signs and sudden death, analgesics could not be administered.

Two rabbits developed acute terminal complications while on IACUC approved
developmental toxicity study. The unexpectedly acute nature of the event made
medical intervention not possible. The design of this study is based on
requirements of worldwide regulatory agencies [ICH S5(R2) also published in
Federal Register, Vol. 58, No. 183, Sept 22, 1994, pg 48746-48752]. All animals
are observed frequently and animals that are moribund or that display physical
signs indicating pain or significant medical Issues are humanely euthanized.

Sixteen rabhits develooed acute teminal complications while on IACUC
approved o) is needed to
induce an (b)4) may lead to a
significant medical condition. Animals that appear to be developing such medical
conditions are humanely euthanized, however in some cases the onlv sians mav
be very acute. The adverse events were related to (0)4)

conditions and analgesics treatment was not medically appropriate.

Fourteen dogs and 4 Rhesus non-human primates on an IACUC approved study
developed significant medical complications. The studies examine if there are
toxicities associated with test compounds as well as their toxicokinetic profiles.
The studies were conducted in accordance to FDA regulations as published in
the Federal Register Vol. 59 No183, September 1994 pages 48746 to 48752 and
ICH guidance documents S4A and S3A. The animals were closely monitored
during the study by veterinary and research staff. Medical intervention would
have confounded the study data so instead the eleven dogs were humanely
euthanized based on predetenmined end-points of weight loss. Three dogs and
four Rhesus developed acute terminal complications. Exiensive post mortem
analysis was preformed to determine the effects of novel compounds.

Fourteen doas on an JACUC approved tb)4)

()4} minor gastro-intestinal tract disturbances
(diarrhea and occasional vomiting). The dogs were examined by the veterinary
staff and analgesics were not administered due to transitory nature of condition,
which soon resolved. The unexpected side effects appear to be related to a
class of study compounds and lowering the test doses addressed the condition
for future studies.

Two cynomolgus non-human primates developed acute terminal complication
while on an JACUC apbproved {o)(4)

(b(a) The acuteness of the event did not aliow ume tor
medical intervention. the studies were conducted to support preparation of
Investigational New Drug applications as required by the United States Food
and Drug Administration Regulations (21 CFR 312.33).
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Registration number 22-R-0030, December 1, 2009

A Summary of exceptions to the regulations and standards:

Two exceptions to the canine exercise program are reported in this summary as
follows: One dog was involved in a
and was housed in special canine kennels in order to ensure safe and
accurate coliection of excreta The housing provided 100%
of the required floor space, but less than the required space for exercise. The
study lasted approximately 15 days. The second exercise program exemption was
for housing of the canine in a unit that provided 100% of the required floor space,
but less than the required space for exercise. The second exercise program
exemption was for housing of the ¢anine in a unit that provided 100% of the
required floor space, but less than the required space for exercise. The model
required reduced activity during the

The animal had unencumbered
movement in the housing uml dunng the event that involved one dog for 7 days.
Positive human interaction was greatly increased during this period. The protocols
for this study, which includes these exceptions, were approved by the IACUC and
were followed by the study personnel.

Two exceptions reported in this summary are related studies that required extended
time periods In the same housing unit beyond the standard two weeks for complete
sanitization. Please note that normal daily cleaning and sanitization did occur. One
study, involving 23 dogs, required
that required that they stay in their kennel for up to 34 weeks. The kennel size was
greater or equal to 200% of their required space. The other study involved 36
rhesus non-human primates on a sieep study and their cages were instrumented
with _ monitoring devices as well as interactive touch screens for cognitive
testing for the rhesus. The studies took a minimum of 2-3 weeks and additional
days were needed to affix and then remove the Il devices and screens from
the cages before the cages could be changed.

B) General Column 'E” Justification Statement

Two hundred and sixty-nine hamsters developed acute terminal complications or

were humanely euthanized in an IACUC-approved study to determine the protective
eftect of IR -

use of pain relief and supportive care would alter the results of study, therefore they



were not used. The animals are closely monitored and those animals with
significant health issues were humanely euthanized.

Twenty-nine hamsters on an IACUC-approved study of a—

developed significant and unexpected clinical signs following administration of an
experimental compound. The clinical event was acute. The hamsters were either
humanely euthanized or expired on study. The suddenness and severity of illness
did not allow time for consideration of medical intervention.

Two hundred and seventy-two guinea pigs were [ ERGGNGGGEGEE

The studies are for the
The signs can range from
The animals are all closely monitored and those that

develop severe comphcations are humanely euthanized. Analgesics are not used
because they have a profound affect on the outcomes of the studies.

Six guinea pigs that were part of several studies examining
expired. Blood was collected
The serum was examined to [ENGGNGEGEGEGERGENE 20 in
some cases, functional in-vitro assays. The technique is only performed by trained
veterinary technicians. Subseguent to this procedure and after the effects of
procedure-related anesthesia had worn off, sudden death appeared to have
occurred in the absence of signs. Only a very smali percentage of these procedures
were associated with this complication and the death was usually due to internal
hemorrhage often inducing cardiac tamponade. Due to the [ack of signs and sudden
death, no medical intervention could not be administered.

|

Nine rabbits developed acute terminal renal complications on an IACUC-approved

study that involved the The
were lowered and no further problems were noted in other rabbits. The acute nature

of illness prevented any medical intervention.

Ten rabbits developed acute terminal complications while in an IACUC-approved
study. The unexpectedly acute nature of the event made
medical ihtervention not possible.

All animals are observed
frequently and animals that are monbund or that display physical signs indicating
pain or significant medical issues are humanely euthanized.

Seventeen rabbits developed acute terminal complications white in IACUC-approved
I A ERSSSN s rccood (© nduce an
N Lot in 2 few cases the il may lead to a significant
N /-imals that appear to be developing such medical conditions are
humanely euthanized; however in some cases their no cinical signs before sudden

death. The adverse events were related to_




and analgesics ireatment was not medically appropriate. _

long term studies to be better tolerated.

Twenty-seven dogs and one Rhesus nor-human primate in JACUC-approved
studies developed significant medical complications. The studies examined if there

are I ith test compounds as well as their

The studies were conducted in accordance with FDA regulations as published in the

The animals were closely monitored during the
study by veternary and research staff. Medical intervention would have confounded
the study data, and the twenty dogs were humanely euthanized based on
predetermined end-points Seven dogs and 1 rhesus developed
acute terminal complications before intervention with euthanasia could occur.

One Rhesus non-human primate developed an |l RGNS

Please note that prior to this study, the compound did not appear 10
hissues in various in-vitro assays. Pain medications
were withheld for the complete analysis including possible reversibility of the event

without interference.
Studies and is approved by the IACUC.

One canine on an [ACUC approved study for exploring new methods of treating
was found during a heaith check fo have developed malaise and
The was not reversible and the
canine was humanely euthanized based on end point criteria established in the
protocol.
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