
Dry Eye
Syndrome
Limited Revision

MYLAN - EXHIBIT 1048
Mylan Pharmaceuticals Inc. et al. v. Allergan, Inc.

IPR2016-01127, -01128, -01129, -01130, -01131, & -01132
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


@ VK TGVK J  H \  XN K  0 Q K VOI GR 0 I GJ K Q \  S L 
? TN XN GPQ S PS M \  2 S VRK G*4 [ XK VRGP 3 OW K GW K  
@ GRK P 

2 S VRK G*4 [ XK VRGP 3 OW K GW K  @ GRK P = K Q H K VW  
OfY\ik P/ D\[\i- KB- A_X`i 
Pk\m\e N/ Blee- KB 
KXkk_\n O/ Hfe\j- KB 
DiXeZ`j P/ KX_- KB 
J\jc`\ ?/ McjXbfmjbp- KB 
?l[i\p O/ QXcc\p.Ofjkfm- KB 
?e[i\n H/ S\cXqhl\q- KB 
BXm`[ A/ KljZ_- N_B- KNF- K\k_f[fcf^`jk 

@ VK LK VVK J  @ VGI XOI K  @ GXXK VRW  2 S Q Q OXXK K  
= K Q H K VW  
A_i`jkfg_\i H/ OXglXef- KB- A_X`i 
BXm`[ D/ A_Xe^- KB 
Cd`cp U/ A_\n- KB 
OfY\ik P/ D\[\i- KB 
Pk\g_\e B/ KZJ\f[- KB 
@ilZ\ C/ Nild- Hi/- KB 
A/ EX`c Pldd\ij- KB 
BXm`[ A/ KljZ_- N_B- KNF- K\k_f[fcf^`jk 

0 I GJ K Q \  B XGLL 
DcfiX A/ Jld- KB 
LXeZp Afcc`ej- OL- KNF 
Bfi`j K`ql`i` 
H\jj`ZX OXm\kkf 
K\[`ZXc C[`kfi< PljXe EXiiXkk 
B\j`^e<  PfZfiif PfY\iXef 
O\m`\n\[ Yp<  AfleZ`c 
?ggifm\[ Yp< @fXi[ f] Qiljk\\j 

P\gk\dY\i 38- 3119 

O\m`\n\[ Xe[ lg[Xk\[ ]fi Zlii\eZp< 
P\gk\dY\i 3122 

Afgpi`^_k s 3122 
?d\i`ZXe ?ZX[\dp f] Mg_k_Xcdfcf^p 
?cc i`^_kj i\j\im\[ 

?KCOGA?L ?A?BCKU MD 
MNFQF?JKMJMEU Xe[ NOCDCOOCB 
NO?AQGAC N?QQCOL Xi\ i\^`jk\i\[ 
kiX[\dXibj f] k_\ ?d\i`ZXe ?ZX[\dp f] 
Mg_k_Xcdfcf^p/ ?cc fk_\i kiX[\dXibj Xi\ k_\ 
gifg\ikp f] k_\`i i\jg\Zk`m\ fne\ij/ 

Q_`j [fZld\ek j_flc[ Y\ Z`k\[ Xj< 
?d\i`ZXe ?ZX[\dp f] Mg_k_Xcdfcf^p 
Afie\X0Cok\ieXc B`j\Xj\ NXe\c/ Ni\]\ii\[ 
NiXZk`Z\ NXkk\ieu El`[\c`e\j/ Bip Cp\ 
Ppe[ifd\ 7 J`d`k\[ O\m`j`fe/ PXe DiXeZ`jZf- 
A?< ?d\i`ZXe ?ZX[\dp f] Mg_k_Xcdfcf^p= 
3122/ ?mX`cXYc\ Xk< nnn/XXf/fi^0ggg/ 

As a service to its members and the public, the American Academy of
Ophthalmology has developed a series of clinical practice guidelines called
Preferred Practice Patterns that identify characteristics and components of
quality eye care. Appendix 1 describes the core criteria of quality eye care.

The Preferred Practice Pattern® (PPP) guidelines are based on the best
available scientific data as interpreted by panels of knowledgeable health
professionals. In some instances, such as when results of carefully conducted
clinical trials are available, the data are particularly persuasive and provide
clear guidance. In other instances, the panels have to rely on their collective
judgment and evaluation of available evidence.

Preferred Practice Pattern guidelines provide the pattern of practice, not
the care of a particular individual. While they should generally meet the
needs of most patients, they cannot possibly best meet the needs of all patients.
Adherence to these PPPs will not ensure a successful outcome in every
situation. These practice patterns should not be deemed inclusive of all proper
methods of care or exclusive of other methods of care reasonably directed at
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needs in different ways. The physician must make the ultimate judgment about
the propriety of the care of a particular patient in light of all of the
circumstances presented by that patient. The American Academy of
Ophthalmology is available to assist members in resolving ethical dilemmas
that arise in the course of ophthalmic practice.

Preferred Practice Pattern guidelines are not medical standards to be
adhered to in all individual situations. The Academy specifically disclaims
any and all liability for injury or other damages of any kind, from negligence
or otherwise, for any and all claims that may arise out of the use of any
recommendations or other information contained herein.

References to certain drugs, instruments, and other products are made for
illustrative purposes only and are not intended to constitute an endorsement of
such. Such material may include information on applications that are not
considered community standard, that reflect indications not included in
approved U.S. Food and Drug Administration (FDA) labeling, or that are
approved for use only in restricted research settings. The FDA has stated that
it is the responsibility of the physician to determine the FDA status of each
drug or device he or she wishes to use, and to use them with appropriate
patient consent in compliance with applicable law.

Innovation in medicine is essential to assure the future health of the American
public, and the Academy encourages the development of new diagnostic and
therapeutic methods that will improve eye care. It is essential to recognize that
GEH7 @76<53? 7K57??7A57 <F 35;<7I76 BA?L J;7A G;7 C3G<7AGFR A776F 3E7 G;7 

foremost consideration.

All PPPs are reviewed by their parent panel annually or earlier if
developments warrant and updated accordingly. To ensure that all PPPs are
5HEE7AG$ 735; <F I3?<6 8BE & L73EF 8EB@ G;7 P3CCEBI76 4LQ 63G7 HA?7FF 

superseded by a revision. Preferred Practice Pattern guidelines are funded by
the Academy without commercial support. Authors and reviewers of PPPs are
volunteers and do not receive any financial compensation for their
contributions to the documents. The PPPs are externally reviewed by experts
and stakeholders before publication.

The intended users of the Dry Eye Syndrome Preferred Practice Pattern
guideline are ophthalmologists.
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INTRODUCTION

The Preferred Practice Pattern® (PPP) guidelines have been written on the basis of three principles.

# Each Preferred Practice Pattern should be clinically relevant and specific enough to provide useful
information to practitioners.

# Each recommendation that is made should be given an explicit rating that shows its importance to the care
process.

# Each recommendation should also be given an explicit rating that shows the strength of evidence that
supports the recommendation and reflects the best evidence available.

In the process of revising this document, a detailed literature search of articles in the English language was
conducted in December 2007 in PubMed and the Cochrane Library on the subject of dry eye for the years
2002 to 2007. To complete this limited revision, PubMed and the Cochrane Library were searched on
January 27, 28, February 4, 11, and 15, 2011 on the subject of dry eye, limited to English language and
publication date from 2008 to the date of the search. Details of the literature search are available at
www.aao.org/ppp. The results were reviewed by the Cornea/External Disease Panel and used to prepare
the recommendations, which they rated in two ways.

The panel first rated each recommendation according to its importance to the care process. This
P<@CBEG3A57 GB G;7 53E7 CEB57FFQ E3G<A9 E7CE7F7AGF 53E7 G;3G G;7 C3A7? G;BH9;G JBH?6 <@CEBI7 G;7 DH3?<GL B8 

G;7 C3G<7AGRF 53E7 <A 3 @73A<A98H? J3L% /;7 E3G<A9F B8 <@CBEG3A57 3E7 6<I<676 <AGB G;E77 ?7I7?F%

# Level A, defined as most important

# Level B, defined as moderately important

# Level C, defined as relevant but not critical

The panel also rated each recommendation on the strength of evidence in the available literature to support
G;7 E75B@@7A63G<BA @367% /;7 PE3G<A9F B8 FGE7A9G; B8 7I<67A57Q 3?FB 3E7 6<I<676 <AGB G;E77 ?7I7?F%

# Level I includes evidence obtained from at least one properly conducted, well-designed, randomized
controlled trial. It could include meta-analyses of randomized controlled trials.

# Level II includes evidence obtained from the following:

# Well-designed controlled trials without randomization

# Well-designed cohort or case-control analytic studies, preferably from more than one center

# Multiple-time series with or without the intervention

# Level III includes evidence obtained from one of the following:

# Descriptive studies

# Case reports

# Reports of expert committees/organizations (e.g., PPP panel consensus with external peer review)

The evidence cited is that which supports the value of the recommendation as something that should be
performed to improve the quality of care. The panel believes that it is important to make available the
strength of the evidence underlying the recommendation. In this way, readers can appreciate the degree of
importance the panel attached to each recommendation and they can understand what type of evidence
supports the recommendation.

The ratings of importance and the ratings of strength of evidence are given in bracketed superscripts after
735; E75B@@7A63G<BA% *BE <AFG3A57$ P1(',,2Q <A6<53G7F 3 E75B@@7A63G<BA J<G; ;<9; <@Cortance to clinical
care [A], supported by sufficiently rigorous published evidence, though not by a randomized controlled
trial [II].

The sections entitled Orientation and Background do not include recommendations; rather, they are
designed to educate and provide summary background information and rationale for the recommendations
that are presented in the Care Process section. A summary of the major recommendations for care is
included in Appendix 2.
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