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Faculty Biographies 
 

Richard Cheng 
 
Richard Cheng, JD,OTR/L is the general counsel and a senior executive member at 
Senior Care Centers, based in Dallas, TX. Previously, he was the general counsel and 
vice president of medical appeals at Century Rehabilitation and an associate attorney at 
Pearson Randall & Schumacher & LaBore, P.A. where he practiced civil litigation and 
worked as a corporate staff attorney for Thomson Reuters, Inc.  
 
Mr. Cheng has successfully conducted multiple trials, won the 2011 Best Corporate 
Counsel Rising Star for the Dallas Business Journal, won the 2012 National Diversity 
Council Legal Diversity Champion Award and recognized as a finalist for the D CEO 
Magazine/ACC best corporate counsel award. In addition, he was recognized by Texas 
Tech Health Sciences Center for the 2010 Distinguished Alumni Award and received the 
2011 Texas Occupational Therapy Association Distinguished Service Award.  
 
Prior to his legal career, Mr. Cheng worked as a licensed occupational therapist in 
rehabilitation, acute care, long term care, outpatient and home health care. He has served 
as an adjunct faculty at Saint Catherine University and Nova Southeastern University and 
has lobbied in Washington D.C. through the American Occupational Therapy 
Association. 
 
He received his JD degree from Nova Southeastern University Shepard Broad Law 
Center as a Goodwin Scholar and his BS/MOT degrees from Texas Tech University 
Health Sciences Center. 
 
 
Maria Gonzalez Knavel 
 
Maria E. Gonzalez Knavel is a partner with Foley & Lardner LLP. A member of the 
firm's health care and life sciences industry teams and government enforcement, 
compliance and white collar defense practice, she counsels health care clients on 
compliance issues, corporate matters and general operational issues of health care entities 
(including providers and medical device manufacturers), and Medicare/Medicaid 
reimbursement. Prior to entering law school, she managed a medical clinic for 12 years. 
 
Ms. Gonzalez Knavel's professional activities include national speaking engagements on 
a diversity of topics, including health care fraud, critical compliance issues and voluntary 
disclosure, as well as presentations to hospital and health care associations such as 
"Physician Contracting and Affiliations under Stark II" and "Tailoring the OIG 
Compliance Plan to Your Physician Practice."  
 
She is the recipient of the 2010 Association of Women Lawyers (AWL) Community 
Involvement Award. This honor recognizes an attorney who demonstrates significant 
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involvement in organizations committed to strengthening and improving the quality of 
life for those in Milwaukee and Southeast Wisconsin. Ms. Gonzalez Knavel has also been 
selected by her peers for inclusion in the 2009-2012 editions of The Best Lawyers in 
America(R) in the area of health care law. In recognition of her experience, Ms. Gonzalez 
Knavel has been Peer Review Rated as AV(R) Preeminent ™, the highest performance 
rating in Martindale-Hubbell's peer review rating system. 
 
Ms. Gonzalez Knavel is a graduate of Marquette University School of Law (JD), where 
she was a member of the Marquette Law Review, and Pennsylvania State University (BS, 
with distinction). 
 
 
Margaret Richardson 
 
Margaret Richardson is vice president of legal for the generics business unit of Endo 
Pharmaceuticals. Ms. Richardson is responsible for all legal issues in the generics 
business unit, which includes three manufacturing facilities, a distribution center, and 
over 600 SKUs. 
 
Prior to joining Endo Pharmaceuticals, she was senior counsel at SurModics 
Pharmaceuticals, a contract manufacturing organization specializing in sterile fill. Prior to 
SurModics Pharmaceuticals, she was general counsel for both Jubilant Pharmaceuticals 
and Schwarz BioSciences. Ms. Richardson has spent more than 15 years in the 
pharmaceutical and life sciences industry starting on the business development side as a 
patent attorney and moving to the operations side as she gained experience and a deep 
understanding of the pharmaceutical business.   
 
Currently, Ms. Richardson serves as the vice-president for the ACC’s Alabama Chapter, 
and vice-chair of the Health Law Committee. 
 
 
David Rosen 
 
David Rosen is a partner, leader of the FDA practice and co-chair of the life sciences 
industry team at Foley & Lardner LLP. He is also a member of the firm's government and 
public policy practice and the health care, nanotechnology and food industry teams. 
 
Mr. Rosen has extensive experience in health law, life sciences, and food and drug 
regulation, including a range of Food and Drug Administration (FDA) regulatory issues 
affecting prescription and over-the-counter pharmaceuticals, medical devices and 
biologics. 
 
Mr. Rosen was also employed by the FDA, progressing to various supervisory positions 
involving virtually all aspects related to the drug approval process, combination products, 
jurisdictional issues and related compliance activities. 
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He has been a frequent speaker before national and international pharmaceutical industry 
associations on a wide variety of the FDA related issues.   
 
Mr. Rosen earned his JD at The Catholic University of America, Columbus School of 
Law. He also holds a BS from the University of Connecticut School of Pharmacy. He is 
also a member of the University of Connecticut School of Pharmacy advisory board. 
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Physician	  Payment	  Sunshine	  Act	  
&	  Provider	  Pharma	  Trends	  

By:	  Richard	  Y.	  Cheng,	  Esq.	  

Sunshine	  Act	  Data	  CollecBon	  
•  Data	  collecBon	  was	  set	  to	  start	  January	  1,	  
2012,	  but	  on	  May	  4,	  2012	  CMS	  announced	  
delay	  unBl	  January	  1,	  2013.	  

•  Requirement	  only	  applies	  to	  drug,	  medical	  
device,	  medical	  supplies	  and	  biological	  
manufacturers,	  not	  healthcare	  providers.	  
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Sunshine	  Act	  Public	  Commentary	  	  
•  In	  December	  2011,	  CMS	  published	  the	  
proposed	  regulaBons	  for	  comment.	  

•  60	  day	  period	  received	  300	  plus	  comments	  
and	  recommendaBons.	  

•  All	  sectors	  of	  healthcare	  –associaBons,	  
teaching	  hospitals,	  physicians,	  pharmaceuBcal	  
manufacturers,	  biotechnology	  companies	  and	  
companies	  involved	  with	  medical	  educaBon.	  

MD	  Surveys	  
•  Over	  ½	  of	  responding	  MDs	  said	  they	  have	  
relaBonships	  the	  industry,	  with	  the	  largest	  group	  
of	  MDs	  (65%)	  saying	  they	  accept	  free	  samples.	  

•  52%	  said	  they	  aWended	  industry	  supported	  or	  
sponsored	  conBnuing	  medical	  educaBon	  (CME)	  
seminars.	  

•  Physicians	  consider	  industry-‐supported	  CME	  
seminars,	  as	  the	  best	  means	  for	  learning	  about	  
new	  medicaBons	  and	  treatments	  (57%);	  detailing	  
(52%)	  and	  samples	  (42%)	  were	  also	  effecBve.	  	  
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MD	  Surveys	  ConBnue	  
•  Majority	  (64%)	  said	  that	  disclosure	  for	  doctors	  
should	  be	  mandatory,	  with	  an	  even	  greater	  
percentage	  (83%)	  supporBng	  mandatory	  
disclosure	  for	  researchers.	  

•  InteresBngly,	  44%	  supported	  mandatory	  
disclosure	  for	  nurses,	  which	  are	  not	  covered	  by	  
the	  Sunshine	  Act	  disclosure	  requirements.	  	  

•  One-‐third	  (31%)	  of	  those	  surveyed	  stated	  that	  
they	  were	  unclear	  about	  how	  the	  PPSA	  disclosure	  
requirements	  operated.	  	  

Companies	  Survey	  
•  Three-‐quarters	  of	  the	  respondents	  said	  to	  comply	  with	  
HCP	  disclosure	  requirements	  their	  investment	  over	  the	  
next	  two	  years	  (2012-‐2013)	  would	  equal	  or	  surpass	  
2011	  expenditure.	  

•  Greater	  than	  three-‐quarters	  of	  the	  respondents	  said	  
they	  see	  training	  programs	  and	  soaware	  integraBon	  
and	  upgrades	  as	  consuming	  the	  greatest	  proporBon	  of	  
this	  increased	  compliance	  investment,	  while	  25%	  also	  
noted	  that	  they	  will	  be	  hiring	  new	  full-‐Bme	  employees	  
in	  legal,	  sales,	  markeBng	  and	  IT	  to	  work	  on	  compliance	  
programs	  
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What	  Does	  This	  Mean?	  
•  Expend	  significant	  Bme,	  effort,	  and	  resources	  
complying	  with	  PPSA.	  

•  Health	  care	  providers	  and	  the	  life	  sciences	  
industry	  will	  be	  challenged	  to	  figure	  out	  how	  to	  
achieve	  compliance	  in	  the	  most	  efficient,	  cost-‐
effecBve	  manner.”	  	  

•  Most	  important	  consideraBon	  for	  the	  life	  
sciences	  industry	  [may	  be]	  that	  the	  PPSA	  
provides	  an	  opportunity	  to	  evaluate	  spending	  
allocaBons	  for	  health	  care	  provider	  relaBonships.	  

Health	  Care	  Provider	  Pharmacy	  
Concerns	  

•  Fraud	  and	  abuse	  
•  Pharmacies	  will	  publish	  a	  formulary	  (list	  of	  
preferred	  medicaBons)	  for	  cost	  containment	  
(for	  the	  customer)	  and	  for	  safety.	  	  

•  Pharmacies	  assess	  the	  cost,	  medical	  benefits	  
and	  safety	  of	  all	  the	  drugs	  on	  their	  formulary.	  

•  Drug	  manufacturers	  provide	  rebates	  to	  
pharmaceuBcal	  companies	  to	  moBvate	  them	  
to	  endorse	  the	  use	  of	  their	  drugs.	  
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Rebates	  
•  Manufacturer	  rebates—based	  on	  market	  
shares	  or	  market	  penetraBon	  within	  a	  
parBcular	  class	  of	  drugs.	  

•  Market	  Share	  Rebates—from	  group	  
purchasing	  organizaBons	  (e.g.	  wholesalers,	  
MHA,	  Cardinal);	  these	  come	  from	  WHs	  and	  
manufacturers.	  

Pricing	  
•  Pharmacies	  use	  GPOs	  seek	  the	  lowest	  drug	  prices	  by	  
moving	  large	  volumes	  of	  drugs	  from	  WHs	  or	  
manufacturers.	  

•  Customer’s	  price	  is	  based	  on	  the	  published	  average	  
wholesale	  price	  (AWP),	  which	  is	  dictated	  by	  the	  
market.	  	  	  

•  Customers—pay	  average	  wholesale	  price	  (AWP)	  
which	  is	  dictated	  by	  the	  market	  	  	  

•  Wholesale	  acquisiBon	  cost	  (WAC)	  may	  replace	  AWP;	  
Actual	  acquisiBon	  cost	  (AAC),	  which	  is	  the	  actual	  
price	  for	  the	  wholesaler.	  
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Insurance	  and	  Reimbursements	  
•  PBMs	  (intermediary)—all	  insurance	  plans	  (Medicare	  D,	  
Aetna,	  BCBS)	  have	  proprietary	  list	  on	  what	  they	  are	  
willing	  to	  reimburse-‐-‐MAC	  (only	  for	  generic	  drugs)	  
pricing	  which	  is	  maximum	  allowable	  costs;	  tell	  the	  
pharmacy	  how	  much	  they	  pay	  based	  on	  a	  formula.	  

•  Every	  Medicaid	  paBent	  has	  a	  Medicare	  Part	  D	  plans	  
(dual	  eligibility);	  Medicaid	  will	  pay	  a	  “benchmark	  
plans”	  covering	  monthly	  premiums	  

•  Non-‐Medicaid:	  must	  pay	  monthly	  premium	  for	  their	  
Medicare	  D	  plan.	  	  Range	  from	  $25-‐$50	  monthly	  and	  
responsible	  for	  co-‐payments.	  

Provider	  Fraud	  &	  Abuse	  PossibiliBes	  
•  Concern:	  best	  interest	  for	  the	  paBent	  clinically	  
while	  administer	  in	  cost	  effecBve	  manner.	  

•  Providers	  get	  reimbursed	  more	  for	  when	  residents	  get	  IV	  
drugs.	  	  IV	  drugs	  have	  their	  own	  risks	  such	  as	  an	  infecBons	  

•  Oral	  drugs	  can	  be	  hard	  to	  administer	  and	  more	  logisBcs	  
involved	  (i.e.	  sirng	  up,	  giving	  before	  meals,	  swallowing	  
problems,	  etc.),	  so	  IV	  drugs	  MAY	  be	  an	  appropriate	  
alternaBve.	  

•  Some	  other	  IV	  drugs	  (i.e.	  IV	  iron)	  are	  more	  risky,	  but	  
providers	  get	  more	  money.	  	  Oral	  subsBtutes	  are	  cheap	  
but	  have	  problems	  with	  absorpBon.	  	  	  	  
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Provider	  Fraud	  &	  Abuse	  Cont.	  
•  CauBon:	  scruBny	  when	  a	  facility	  “schedules”	  an	  IV	  when	  

the	  MDS	  is	  due	  and	  submiWed.	  	  
•  SNFs	  may	  want	  to	  prevent	  re-‐admission	  into	  the	  hospital	  by	  

administering	  their	  own	  IV	  drugs	  or	  medicaBons—can	  be	  a	  
win-‐win	  for	  everyone	  because	  it	  saves	  costs	  on	  overall	  
healthcare,	  hospital	  and	  SNFs	  make	  more	  money.	  	  The	  
quesBon	  and	  scruBny	  will	  be,	  “was	  it	  within	  the	  best	  
interest	  of	  the	  pa2ent.”	  

•  Global	  AuthorizaBon	  for	  TherapeuBc	  Interchange—pre-‐
authorizing	  the	  provider	  to	  change	  the	  medicaBons.	  	  NOTE:	  
not	  the	  same	  as	  a	  generic	  interchange.	  	  Therapy	  
interchange	  may	  be	  a	  different	  composiBon	  or	  drug	  but	  
same	  or	  similar	  effects.	  

AWorney	  General’s	  Efforts	  
•  Problem:	  drug	  thea	  in	  LTC	  faciliBes;	  Ohio	  AG	  offering	  
invesBgaBve	  assistance	  to	  every	  nursing	  home,	  
assisted	  living	  agency.	  

•  WHY?—increase	  in	  drug	  diversion	  (thea),	  by	  care	  
facility	  employees.	  Employees	  steal	  prescripBon	  drugs	  
to	  feed	  their	  own	  addicBons,	  the	  addicBons	  of	  others,	  
or	  to	  sell.	  

•  Depriving	  paBents	  of	  their	  medicaBon.	  
•  Possible	  response	  to	  “pill	  mill”	  shut	  downs;	  turn	  to	  
care	  faciliBes	  to	  feed	  dependencies	  (e.g.	  South	  Florida	  
epidemic).	  
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The	  Sunshine	  Act:	  How	  to	  
Manage	  and	  Implement	  

Margaret	  Richardson	  
VP,	  Legal	  
Qualitest	  

Agenda	  
•  Provide	  basic	  background	  
•  Discuss	  impact	  of	  complying	  
•  Specific	  suggesBons	  for	  collecBon	  
•  PenalBes	  
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Basic	  Background	  
•  The	  genesis	  of	  the	  Sunshine	  Act	  is	  the	  PaBent	  
ProtecBon	  Affordable	  Care	  Act	  (H.R.	  3590)	  
passed	  on	  March	  22,	  2010	  
– Specifically	  secBon	  6002	  of	  the	  Act	  
– The	  Act	  states	  that	  any	  drug,	  device,	  or	  medical	  
supply	  manufacturer	  operaBng	  in	  the	  United	  
States	  must	  report	  any	  payment	  or	  benefit	  given	  
to	  a	  physician.	  

– Payments	  under	  $10	  are	  excluded	  but	  only	  if	  the	  
total	  spent	  on	  the	  HCP	  is	  less	  than	  $100	  per	  year.	  

Basic	  Background	  
•  Final	  rules	  have	  not	  yet	  been	  released.	  
•  CMS	  has	  delayed	  the	  start	  date	  and	  has	  stated	  
that	  it	  will	  not	  require	  the	  collecBon	  of	  
informaBon	  unBl	  aaer	  the	  final	  rule	  is	  
published.	  

•  Final	  comments	  were	  due	  on	  February	  17,	  
2012.	  
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Impact	  of	  the	  Sunshine	  Act	  
•  The	  immediate	  impact	  is	  determining	  whether	  
your	  organizaBon	  has	  reporBng	  requirements	  
– Manufacturers	  	  (proposed	  rule	  excludes	  OTC	  
manufacturers	  and	  Class	  I/II	  medical	  device	  
manufacturers)	  must	  report	  payments	  to	  covered	  
recipients	  (teaching	  hospitals	  and	  physicians)	  

– Manufacturers	  and	  GPOs	  must	  report	  ownership	  
and	  investment	  interests	  held	  by	  physicians	  and	  
their	  immediate	  family	  members	  in	  the	  
manufacture	  or	  GPO	  

Impact	  of	  The	  Sunshine	  Act	  
•  Determine	  if	  your	  organizaBon	  has	  reporBng	  
requirements.	  

•  Determine	  how	  payments	  are	  made	  in	  your	  
organizaBon	  (expense	  reports	  vs.	  accounts	  
payable)	  

•  Determine	  best	  method	  for	  capturing	  the	  data	  
(via	  expense	  reports	  or	  separate	  system	  
designed	  for	  aggregate	  spend)	  
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Regulatory	  ConsideraBons	  
•  InformaBon	  that	  is	  required	  

–  Physician	  Name	  
–  Business	  Address	  
–  Physician	  Specialty	  
– NaBonal	  Provider	  ID	  
–  Payment	  Value	  
–  Form	  of	  Payment	  (cash,	  in-‐kind)	  
–  Payment	  date	  
–  Payment	  Type	  
–  The	  name	  of	  the	  Related	  Drug/Device/Supply	  

Regulatory	  ConsideraBons	  
•  Payment	  Category	  Types	  

– Gia	  
–  Food	  
–  Entertainment	  
–  Travel	  
– Honoraria	  
–  Research	  Funding	  
–  Profit	  DistribuBon	  
–  Charity	  ContribuBon	  
–  ConsulBng	  Fees	  
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Regulatory	  ConsideraBons	  
•  Payment	  Category	  Types	  

– ConsulBng	  Fees	  
– Faculty	  or	  Speaker	  Fee	  
–  Investment	  Interest	  	  
– RoyalBes	  
– License	  Fee	  
– Dividends	  
– Stock	  or	  Stock	  opBons	  

Legal	  ConsideraBons	  
•  How	  does	  the	  company	  ensure	  that	  all	  data	  
has	  been	  collected	  

•  How	  does	  the	  company	  ensure	  that	  the	  data	  
can	  stand	  up	  to	  an	  audit	  

ACC's 2012 Annual Meeting September 30-October 3, Orlando, FL

Copyright © 2012 Association of Corporate Counsel 16 of 147



PenalBes	  
•  Knowing	  violaBons	  will	  result	  in	  penalBes	  
ranging	  from	  $10,000	  to	  $1000,000	  for	  each	  
unreported	  payment	  

•  For	  all	  other	  violaBons	  the	  penalBes	  will	  range	  
from	  $1,000	  to	  $10,000	  with	  an	  annual	  
maximum	  of	  $150,000.	  

Challenges	  ImplemenBng	  and	  
Living	  Under	  a	  CIA	  

Maria E. Gonzalez Knavel 
Partner 
Foley & Lardner LLP 
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Background	  
•  Corporate	  Integrity	  Agreement	  (CIA)	  between	  
OIG	  and	  health	  care	  provider	  or	  other	  enBBes	  
as	  part	  of	  a	  seWlement	  arising	  from	  a	  variety	  
of	  civil	  false	  claims	  allegaBons.	  

•  OIG	  agrees	  not	  to	  seek	  to	  exclude	  the	  other	  
party	  from	  parBcipaBon	  in	  Medicare,	  
Medicaid,	  or	  other	  federal	  health	  care	  
programs.	  

Background	  (cont’d)	  
•  CIAs	  have	  common	  elements	  but	  address	  the	  
specific	  conduct	  at	  issue	  and	  incorporate	  
elements	  of	  pre-‐exisBng,	  voluntary	  
compliance	  programs.	  

•  Typical	  term	  of	  a	  CIA	  is	  five	  years.	  
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Background	  (cont’d)	  
•  Requirements	  are:	  

–  hiring	  of	  a	  compliance	  officer	  
–  development	  of	  wriWen	  standards	  and	  policies	  
–  implementaBon	  of	  an	  employee	  training	  program	  
–  engagement	  of	  an	  independent	  review	  organizaBon	  to	  
conduct	  annual	  reviews	  

–  establish	  a	  confidenBal	  disclosure	  program	  
–  restrict	  employment	  of	  ineligible	  persons	  
–  report	  overpayment,	  reportable	  events	  and	  ongoing	  
invesBgaBons/legal	  proceedings	  	  

–  provide	  an	  implementaBon	  report	  and	  annual	  reports	  to	  
OIG	  on	  the	  status	  of	  the	  enBBes	  compliance	  acBviBes	  

Background	  (cont’d)	  
•  SBpulated	  damages	  for	  material	  breach	  of	  the	  
CIA	  

•  Exclusion	  for	  consistent	  violaBons	  of	  CIA	  
•  OIG	  recently	  forced	  a	  company	  that	  violated	  
its	  CIA	  to	  divest	  a	  subsidiary	  as	  a	  condiBon	  for	  
the	  parent	  to	  avoid	  exclusion.	  	  Such	  acBons	  
signal	  a	  willingness	  by	  OIG	  to	  use	  its	  
enforcement	  authority	  in	  new	  ways.	  
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Who	  is	  Covered	  Under	  the	  CIA?	  
•  CIAs	  require	  companies	  to	  provide	  wriWen	  policies,	  
procedures	  and	  trainings	  to	  individuals	  who	  are	  
“relevant	  covered	  persons”	  under	  the	  CIA.	  
–  The	  definiBon	  of	  “relevant	  covered	  person”	  is	  usually	  
broad	  which	  leads	  to	  challenges	  in	  determining	  how	  to	  
correctly	  idenBfy	  these	  persons	  and	  train	  them	  
appropriately.	  

•  Difficult	  to	  idenBfy	  and	  train	  contractors	  of	  the	  
company	  who	  may	  be	  incorporated	  in	  the	  definiBon	  
of	  relevant	  covered	  persons.	  

You	  Expect	  Us	  To	  Do	  What	  By	  When?	  
•  Deadlines	  for	  iniBal	  implementaBon	  
requirements	  especially	  for	  naBonal/
internaBonal	  companies	  can	  be	  onerous.	  	  	  

•  Company	  needs	  to	  develop	  codes	  of	  conduct,	  
policies	  and	  procedures	  and	  training	  within	  
narrow	  Bmeframes.	  
– Companies	  resort	  to	  “generic”	  policies	  and	  
procedures	  and	  training	  materials	  in	  order	  to	  
meet	  deadlines.	  
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How	  Do	  We	  Train	  All	  of	  Our	  Employees?	  

•  CIAs	  require	  company	  to	  cerBfy	  they	  have	  
trained	  all	  relevant	  covered	  persons.	  
– Heavily	  dependent	  upon	  computer-‐based	  training	  
module	  to	  complete	  the	  task.	  

– May	  sacrifice	  more	  effecBve	  training	  (i.e.,	  in-‐
person	  meeBng)	  to	  meet	  deadlines.	  

•  Difficult	  to	  keep	  up	  with	  training	  of	  new	  
employees,	  as	  well	  as,	  the	  annual	  training	  of	  
conBnuing	  employees.	  

We	  Have	  to	  NoBfy	  the	  Docs?	  

•  Company	  may	  be	  required	  to	  noBfy	  health	  
care	  providers	  (HCPs)	  of	  the	  CIA:	  	  
– LeWer	  briefly	  describing	  the	  terms	  of	  the	  
seWlement	  between	  the	  government	  and	  the	  
company	  and	  the	  alleged	  misconduct.	  

– Expensive	  
– Not	  an	  effecBve	  vehicle	  to	  promote	  awareness	  
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We	  Have	  to	  Put	  What	  on	  our	  Website?	  

•  CIAs	  require	  company	  to	  track	  and	  post	  on	  the	  
company’s	  websites	  informaBon	  about	  
payments	  made	  by	  the	  company	  to	  HCPs	  
– Expensive	  and	  Bme	  consuming	  to	  implement	  and	  
maintain	  

– ReputaBonal	  issues	  for	  HCPs	  
•  Possible	  inconsistency	  between	  CIA	  
requirement	  and	  Federal	  and	  State	  Physician	  
Sunshine	  Laws	  requirements.	  

What	  is	  an	  IRO?	  
•  Independent	  Review	  OrganizaBon	  

– Must	  meet	  OIG’s	  independence	  and	  objecBvity	  
standards	  

•  Problem	  retaining	  knowledgeable	  IRO	  familiar	  
with	  company-‐specific	  systems	  and	  processes	  

•  Extensive	  resources	  supporBng	  IRO	  reviews	  
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Do	  I	  Want	  to	  CerBfy	  Compliance?	  
•  CerBficaBon	  of	  compliance	  generates	  personal	  
accountability	  for	  company’s	  compliance	  
– EffecBve	  communicaBon	  with	  regards	  to	  
compliance	  efforts	  and	  work	  with	  IRO	  

– Confident	  in	  staff	  and	  processes	  
–  InsBtute	  a	  system	  of	  checks	  and	  balances	  

PracBcal	  Tips	  
•  The	  devil	  is	  in	  the	  details	  -‐	  

–  Be	  aware	  of	  implementaBon	  issues	  when	  negoBaBng	  CIA	  
–  Limit	  scope	  of	  conduct	  to	  be	  reviewed	  and	  the	  definiBon	  of	  “Relevant	  

Covered	  Persons”	  
–  It	  will	  always	  cost	  more	  than	  you	  think	  –	  budget	  accordingly	  

•  It	  is	  everyone’s	  responsibility	  to	  comply	  with	  CIA	  terms	  
•  C-‐Suite	  has	  to	  lead	  to	  develop	  a	  culture	  of	  compliance	  
•  Be	  aware	  of	  your	  issues	  before	  IRO	  

–  Diligent	  audit	  and	  monitoring	  
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David	  L.	  Rosen,	  B.S.	  Pharm.,	  J.D,	  	  	   	   	  	  	  
	  
Foley	  &	  Lardner	  LLP	  	  
Washington,	  DC	   	   	  	  	  
	  
October	  2012	  
	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
	  
	  
	  

	  	  	  	  	  	  	  	  	  	  	  	  	  
	  	  	  	  	  	  FDA	  –	  Hot	  Topics	  
	  	  	  	  	  	  View	  from	  DC	  &	  Beyond	  	  
	  
	   	   	  	  

FDA	  HOT	  TOPICS	  
•  FDA	  Enforcement	  Ini0a0ves	  

–  Drugs	  marketed	  with	  an	  approved	  applicaBon	  
–  InspecBonal	  issues	  
– Warning	  LeWers	  
–  Drug	  Shortages	  

•  Risk	  Evalua0on	  and	  Mi0ga0on	  Systems	  
–  Are	  they	  overly	  burdensome	  
–  Do	  they	  work?	  

•  Recent	  Whistleblower	  Issues	  
–  FDA	  Leaks	  of	  ConfidenBal	  InformaBon	  
–  FDA	  Monitoring	  Employees	  Email	  
–  Loss	  of	  Confidence	  in	  the	  Approval	  Process	  
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FDA	  Hot	  Topics	  
•  Generic	  Drug	  Issues	  	  

–  Backlog	  
–  New	  Director	  for	  OGD	  finally	  on	  board	  
–  Generic	  Drug	  User	  Fees	  
–  Patent	  SeWlement	  Agreements	  
–  CiBzen	  PeBBon	  Responses	  
–  QuesBons	  about	  interchangeability	  and	  quality	  of	  anB-‐epilepBc	  
drugs	  

•  Biosimilars	  –	  where	  are	  we	  now	  
–  Use	  fee	  for	  pre-‐IND	  meeBngs	  
–  Guidance	  on	  biosimilarity,	  conduct	  of	  trials,	  immunogenicity	  
–  Nomenclature	  
–  Interchangeability	  

FDA	  Is	  Stepping	  Up	  Enforcement	  	  
•  The	  Obama	  Administra0on	  is	  sending	  a	  message	  to	  the	  

industry	  –	  be	  forewarned	  -‐	  	  	  FDA	  is	  being	  much	  more	  
aggressive	  	  

FDA’s Cops 
Are Out In 
Force 
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“Get	  Tough”	  Enforcement	  PrioriBes	  
–  Commissioner	  Hamburg	  has	  implemented	  a	  “get	  tough”	  	  	  	  	  	  	  	  	  approach	  
to	  warning	  leLers	  and	  enforcement	  generally	  

	  
•  “The	  FDA	  will	  no	  longer	  issue	  mul0ple	  warning	  leLers	  to	  noncompliant	  firms	  
before	  taking	  enforcement	  ac0on.	  If	  we	  find	  that	  we	  must	  move	  quickly	  to	  
address	  significant	  health	  concerns	  or	  egregious	  viola0ons,	  we	  will	  consider	  
immediate	  ac0on	  –	  even	  before	  we	  have	  issued	  a	  formal	  warning	  leLer.”	  

•  This	  will	  likely	  include	  an	  increase	  in	  the	  issuance	  for	  warning	  leLers	  as	  Hamburg	  
has	  indicated	  that	  Office	  of	  Chief	  Counsel	  review	  will	  not	  be	  required	  in	  all	  
instances.	  

–  This	  policy	  under	  the	  Bush	  administra0on	  was	  intended	  to	  coordinate	  the	  issuance	  of	  Warning	  
LeLers	  but	  also	  significantly	  decreased	  their	  numbers.	  	  	  

FDA’s	  Enforcement	  Pathways	  
•  Increased	  inspec0ons	  

–  Domes0c	  and	  overseas	  facili0es	  
–  	  Clinical	  inves0gators	  

•  Post-‐inspec0on	  deadline	  for	  responding	  to	  significant	  FDA	  483	  findings	  	  
–  15	  day	  deadline	  
–  If	  no	  response	  –	  Warning	  LeLer	  and	  other	  enforcement	  ac0on	  

•  Speed	  up	  Warning	  LeLer	  process	  
•  FDA	  to	  work	  closely	  with	  state	  and	  local	  agencies	  and	  foreign	  and	  
interna0onal	  regulatory	  authori0es	  

•  Priority	  follow	  up	  on	  Warning	  LeLers;	  other	  enforcement	  ac0ons;	  major	  
product	  recalls	  

•  Immediate	  ac0on	  in	  response	  to	  significant	  risks	  to	  public	  health	  
–  Regulatory	  ac0on	  before	  a	  Warning	  LeLer	  is	  issued	  

•  Developing	  and	  implemen0ng	  a	  formal	  Warning	  LeLer	  close	  out	  	  
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SancBons	  and	  PenalBes	  for	  	  
ViolaBons	  of	  the	  FD&C	  Act	  

•  Regulatory	  Enforcement	  Ac0on	  

–  Warning	  LeLer	  

–  Import	  Deten0on	  

–  Seizure	  

–  Injunc0on	  

•  Civil	  Monetary	  Penal0es	  

•  Criminal	  Liability	  

Use	  of	  the	  Park	  Doctrine	  

•  FDA	  Commissioner,	  compliance	  officials	  and	  general	  counsel	  
have	  targeted	  responsible	  individuals	  within	  pharma/biotech	  
and	  medical	  devices	  
–  Seek	  to	  hold	  company	  management	  responsible	  for	  the	  acBons	  of	  the	  

company	  
–  Seek	  to	  impose	  criminal	  penalBes	  

•  In	  addiBon	  to	  civil	  monetary	  penalBes	  
–  Also	  use	  to	  debar	  individuals	  from	  future	  parBcipaBon	  in	  product	  

development	  and	  in	  other	  federal	  programs	  

•  Person	  by	  reason	  of	  his/her	  posiBon	  in	  the	  corporaBon,	  has	  the	  
responsibility	  and	  authority	  to	  prevent	  or	  promptly	  correct	  a	  
violaBon	  and	  fails	  to	  do	  so	  
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Drug	  Shortage	  Issues	  
•  There	  is	  an	  increasing	  number	  of	  drugs	  that	  are	  in	  short	  

supply	  
•  FDA	  maintains	  a	  list	  of	  these	  products	  -‐	  see	  

hWp://www.fda.gov/Drugs/DrugSafety/DrugShortages/
default.htm	  

•  Why	  so	  many	  shortages?	  
–  More	  rigorous	  FDA	  inspecBons	  
–  Companies	  may	  be	  focusing	  less	  on	  cGMPs	  resulBng	  in	  Warning	  
LeWers,	  Recalls	  and	  Consent	  Decrees	  

•  CriBcal	  drugs	  in	  short	  supply	  	  
–  There	  has	  been	  hoarding	  
–  Price	  gouging	  

Off	  Label	  PromoBon	  
•  ViolaBon	  of	  FDCA	  to	  promote	  for	  off	  label	  
uses.	  

•  Since	  1986,	  the	  False	  Claims	  Act	  (FCA),	  31	  
U.S.C.	  §3729	  et	  seq.,	  has	  given	  whistleblowers	  
who	  are	  the	  first	  to	  inform	  the	  government	  of	  
alleged	  off-‐label	  markeBng	  some	  protecBon	  
against	  retaliaBon	  resulBng	  from	  filing	  a	  civil	  
lawsuit	  on	  behalf	  of	  the	  government.	  

ACC's 2012 Annual Meeting September 30-October 3, Orlando, FL

Copyright © 2012 Association of Corporate Counsel 28 of 147



Off	  Label	  PromoBon	  
•  July	  2012	  Glaxo	  has	  agreed	  to	  plead	  guilty	  to	  unlawfully	  promoBng	  off-‐

label	  uses	  for	  anBdepressants	  Paxil	  and	  Wellbutrin,	  and	  failing	  to	  
report	  safety-‐related	  data	  to	  FDA	  in	  a	  Bmely	  manner	  for	  diabetes	  drug	  
Avandia.	  	  Glaxo	  agreed	  to	  a	  $3	  billion	  fine.	  

•  May	  2012	  -‐	  AbboW	  Laboratories	  has	  pleaded	  guilty	  and	  agreed	  to	  pay	  
$1.5	  billion	  to	  resolve	  criminal	  and	  civil	  charges	  related	  to	  its	  unlawful	  
off-‐label	  promoBon	  of	  Depakote.	  

	  
•  News	  reports	  indicate	  that	  Johnson	  &	  Johnson	  has	  agreed	  to	  pay	  

about	  $2.2	  billion	  to	  seWle	  U.S.	  government	  probes	  involving	  
anBpsychoBc	  Risperdal’s	  and	  other	  drugs’	  alleged	  improper	  markeBng.	  	  

	  
	  

Risk	  EvaluaBon	  and	  MiBgaBon	  Strategy	  (REMS)	  

•  REMS	  is	  a	  strategy	  to	  manage	  a	  known	  or	  potenBal	  serious	  risk	  
associated	  with	  a	  drug	  (or	  biological	  product).	  	  

	  
•  FDA	  may	  require	  a	  proposed	  REMS	  to	  be	  submiWed	  with	  the	  

markeBng	  applicaBon	  if	  it	  determines	  that	  it	  is	  necessary	  “to	  
ensure	  that	  the	  benefits	  of	  the	  drug	  outweigh	  the	  risks	  of	  the	  
drug.”	  FDC	  Act	  §	  505-‐1(a)(1),	  as	  amended	  by	  FDAAA	  §	  901(b).	  	  
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Risk	  EvaluaBon	  and	  MiBgaBon	  Strategy	  (REMS)	  

•  FDA	  may	  also	  require	  a	  REMS	  for	  a	  previously	  approved	  
covered	  applicaBon	  if	  the	  Agency	  “becomes	  aware	  of	  new	  
safety	  informaBon	  and	  makes	  a	  determinaBon	  that	  such	  a	  
strategy	  is	  necessary	  to	  ensure	  that	  the	  benefits	  of	  the	  drug	  
outweigh	  the	  risks.”	  FDAAA	  §	  901(b).	  	  

•  REMS	  must	  include	  assessments	  at	  18	  months,	  3	  years,	  and	  
7	  years	  aaer	  strategy	  approval.	  

•  For	  drugs	  that	  are	  effecBve	  but	  also	  have	  serious	  risks,	  FDA	  
can	  establish	  a	  REMS	  to	  miBgate	  those	  risks.	  

Risk	  EvaluaBon	  and	  MiBgaBon	  Strategy	  (REMS)	  
•  Factors	  FDA	  considers	  for	  imposing	  REMS:	  

–  EsBmated	  size	  of	  the	  populaBon	  using	  drug;	  
–  Seriousness	  of	  disease	  or	  condiBon	  treated;	  
–  Expected	  benefit	  of	  drug	  with	  respect	  to	  the	  disease/condiBon;	  
–  Expected	  or	  actual	  duraBon	  of	  treatment;	  
–  Seriousness	  of	  known	  or	  potenBal	  adverse	  events	  that	  may	  be	  
related	  to	  the	  drug	  or	  populaBon;	  

–  Whether	  the	  drug	  is	  a	  new	  molecular	  enBty.	  
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REMS:	  PenalBes	  

•  FDA	  may	  impose	  civil	  monetary	  penalBes	  for	  violaBons	  of	  the	  
REMS	  provisions,	  or	  the	  drug	  can	  be	  deemed	  misbranded,	  and	  
FDA	  could	  obtain	  injuncBve	  relief.	  	  

	  
•  FDAAA	  states	  that	  the	  penalBes	  may	  not	  exceed	  $250	  thousand	  

per	  violaBon,	  or	  $1	  million	  for	  all	  violaBons	  adjudicated	  in	  a	  
single	  proceeding.	  	  

REMS:	  PenalBes	  

•  If	  a	  violaBon	  conBnues	  aaer	  the	  sponsor	  receives	  wriWen	  noBce,	  
the	  penalty	  is	  $250	  thousand	  for	  the	  first	  30-‐day	  period	  (or	  any	  
porBon	  thereof)	  that	  the	  violaBon	  conBnues,	  not	  to	  exceed	  $1	  
million	  for	  any	  30-‐day	  period,	  and	  not	  to	  exceed	  $10	  million	  for	  all	  
violaBons	  adjudicated	  in	  a	  single	  proceeding.	  	  

	  
•  FDA	  may	  take	  into	  consideraBon	  whether	  the	  company	  is	  making	  

efforts	  to	  correct	  the	  violaBon	  when	  determining	  the	  amount	  of	  a	  
civil	  penalty.	  

ACC's 2012 Annual Meeting September 30-October 3, Orlando, FL

Copyright © 2012 Association of Corporate Counsel 31 of 147



Recent	  CDRH	  Whistleblower	  Issues	  
•  CDRH	  staff	  publicly	  disclosed	  confidenBal	  commercial	  

trade	  secret	  informaBon	  
–  AsserBng	  that	  CDRH	  senior	  management	  and	  the	  FDA	  
Commissioner	  was	  corrupt,	  incompetent	  and	  that	  the	  public	  
health	  and	  safety	  	  was	  jeopardized	  

•  FDA	  undertook	  the	  monitoring	  of	  employees	  computers	  
to	  ascertain	  the	  source	  of	  the	  alleged	  leaks	  

•  FDA	  went	  beyond	  the	  scope	  of	  the	  iniBal	  suspected	  leak	  
of	  confidenBal	  informaBon	  looking	  at	  protected	  
informaBon	  

•  individuals’	  password	  protected	  private	  emails,	  
•  communicaBons	  to	  Congressional	  staff,	  the	  Office	  of	  	  Special	  
Counsel,	  aWorney/client	  communicaBons,	  workplace	  grievances	  
and	  items	  protected	  by	  whistleblower	  statutes.	  

Biologics	  Price	  CompeBBon	  &	  InnovaBon	  Act	  
of	  2009	  

•  The	  Act	  amended	  the	  Public	  Health	  Service	  
Act	  (PHSA)	  to	  create	  a	  new	  pathway	  for	  the	  
approval	  of	  biological	  products	  biosimilar	  to	  
an	  approved	  reference	  product	  or	  biosimilar	  
and	  interchangeable	  with	  an	  approved	  
product.	  
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	  Lots	  of	  Issues	  Associated	  with	  the	  Development	  of	  Biosimilars	  

•  What	  is	  a	  biologic	  product	  
•  What	  is	  a	  biosimilar	  product	  
•  Nomenclature	  
•  Interchangeability	  requirements	  
•  Data	  Requirements	  

–  CMC	  
–  Indica0ons	  –	  clinical	  data	  
–  Safety	  –	  immunology	  data	  

•  Use	  of	  non	  US	  reference	  product	  
•  Non	  clinical	  data	  requirements	  
•  Impurity,	  degradant,	  cross	  linkages	  and	  related	  issues	  
•  Reference	  product	  dri^	  
•  Requirements	  for	  non-‐heterogenious	  mixtures	  
•  Patent	  Informa0on	  Exchange	  and	  Li0ga0on	  
•  Bio	  -‐	  BeLers	  
•  European	  Experience	  
•  Foreign	  market	  opportuni0es	  
•  Ci0zen	  Pe00ons	  
•  Guidances	  
•  Opportuni0es	  for	  Combina0on	  Products	  

Scope	  of	  Biologics	  Covered	  
•  Anything	  for	  which	  a	  BLA	  is	  filed	  

– “Biologics	  licensing	  applicaBon”	  (“BLA”)	  is	  
required	  for	  most	  complex	  biotech	  products:	  

•  “a	  virus,	  therapeuBc	  serum,	  toxin,	  anBtoxin,	  blood,	  or	  
blood	  component	  or	  derivaBve,	  allergenic	  product,	  or	  
analogous	  product	  .	  .	  .	  applicable	  to	  the	  prevenBon,	  
treatment,	  or	  cure	  of	  a	  disease	  or	  condiBon	  of	  human	  
beings.”	  	  PHSA	  §	  351(i)	  

•  New	  legislaBon	  amends	  this	  definiBon	  to	  include	  
“protein	  (except	  any	  chemically	  synthesized	  
polypepBde)”	  
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DefiniBons	  
•  A	  “biosimilar”	  product	  is:	  

–  (1)	  highly	  similar	  to	  the	  reference	  product	  
notwithstanding	  minor	  differences	  in	  clinically	  
inacBve	  components	  and	  	  

–  (2)	  no	  clinically	  meaningful	  differences	  in	  terms	  of	  
safety,	  purity	  and	  potency.	  

•  An	  “interchangeable”	  biosimilar	  is	  a	  biological	  
product	  that	  “may	  be	  subsBtuted	  for	  the	  reference	  
product	  without	  the	  intervenBon	  of	  the	  health	  care	  
provider	  who	  prescribed	  the	  reference	  product.”	  

Basic	  Requirements	  for	  US	  Biosimilar	  
ApplicaBon	  

	  (1)	  	  AnalyBcal	  studies	  showing	  product	  is	  “highly	  
similar”	  to	  a	  reference	  despite	  “differences	  in	  clinically	  
inacBve	  components;”	  
	  (2)	  	  Animal	  studies	  (including	  assessment	  of	  toxicity);	  	  
	  (3)	  	  Clinical	  study(ies)	  sufficient	  to	  demonstrate	  
“safety,	  purity	  and	  potency	  in	  1	  or	  more	  appropriate	  
condiBons	  for	  use”	  that	  parallel	  an	  approved	  use	  of	  the	  
reference	  product;	  

	  
	  *note:	  	  FDA	  may	  determine	  that	  any	  of	  1-‐3	  is	  not	  
required	  in	  a	  given	  case	  
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Basic	  Requirements	  For	  US	  Biosimilar	  
ApplicaBon	  

	  (4)	  	  Requires	  same	  mechanism	  of	  acBon	  as	  
reference	  product	  (if	  known)	  for	  approved	  
indicaBon;	  
	  (5)	  	  Label	  for	  biosimilar	  must	  match	  approved	  
indicaBon	  of	  reference	  product;	  
	  (6)	  	  Route	  of	  administraBon,	  dosage	  form,	  and	  
strength	  must	  match	  reference	  product;	  
	  (7)	  	  Must	  be	  approved	  manufacturing	  facility	  
(safety,	  purity	  and	  potency).	  

Standard	  for	  Approval	  of	  
Interchangeable	  Biosimilar	  

•  The	  FDA	  will	  label	  a	  biosimilar	  as	  “interchangeable”	  
if:	  
	  (1)	  	  it	  is	  found	  to	  be	  “biosimilar”	  and	  
	  (2)	  	  expected	  to	  produce	  the	  “same	  clinical	  result	  
as	  the	  reference	  product	  in	  any	  given	  paBent”	  
	  (3)	  	  for	  a	  biological	  product	  that	  is	  administered	  
more	  than	  once	  the	  risk	  of	  safety	  or	  diminished	  
efficacy	  of	  switching	  between	  the	  reference	  
product	  and	  interchangeable	  is	  not	  greater	  than	  
using	  reference	  product	  without	  switch	  
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	  Understand	  the	  Current	  Climate	  at	  FDA	  

•  Significant	  safety	  issues	  have	  surfaced	  with	  a	  number	  of	  drugs	  and	  medical	  
devices	  	  	  

•  There	  has	  been	  challenges	  to	  the	  fundamental	  integrity	  and	  the	  ability	  of	  the	  
drug	  /medical	  device	  approval/clearance	  process	  to	  safeguard	  the	  public	  
health	  
–  Increased	  Congressional	  scru0ny	  
–  Public	  awareness	  and	  cri0cism	  

•  FDA’s	  response:	  
–  More	  conserva0ve	  decision	  making	  
–  Greater	  scru0ny	  of	  the	  data	  
–  Seeking	  consensus	  review	  
–  Increased	  focus	  on	  FDA	  field	  inspec0ons	  
–  User	  fee	  0me	  pressure	  for	  comple0ng	  reviews	  

	  Understand	  the	  Current	  Climate	  at	  FDA	  

•  Recommenda0on	  	  
–  Understand	  FDA’s	  expectaBons	  
–  Try	  to	  address	  requirements	  in	  FDA	  Guidance.	  Communicated	  in	  
meeBngs	  and	  approvals	  of	  similar	  products	  

–  Seek	  informaBon	  and	  guidance	  from	  FDA	  and	  outside	  experts	  
–  Companies	  oaen	  understand	  their	  products	  more	  thoroughly	  than	  
FDA	  	  

•  Educate	  
•  Hear	  FDA’s	  concerns	  
•  AWempt	  to	  respond	  

•  Remember	  –	  FDA	  does	  not	  get	  it	  right	  every	  0me	  	  
–  Can	  responsibly	  challenge	  FDA	  decision	  making	  

•  Need	  good	  science	  and	  legal	  /	  regulatory	  precedents	  	  
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Mensing	  and	  the	  Generic	  
Industry	  

Margaret	  Richardson	  
VP,	  Legal	  
Qualitest	  
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Agenda	  
•  Provide	  basic	  background	  
•  Discuss	  impact	  of	  Mensing	  decision	  
•  Regulatory	  consideraBons	  
•  Legal	  consideraBons	  

Basic	  Background	  
•  The	  genesis	  of	  the	  Mensing	  decision	  is	  the	  The	  
Drug	  Price	  CompeBBon	  and	  Patent	  Term	  
RestoraBon	  Act	  (the	  “Hatch-‐Waxman	  
Amendments)	  
– Specifically	  21	  U.S.C.	  9§355(j)(2)(A)(iv-‐v)	  and	  21	  
C.F.R.	  §	  314.94(a)(8)	  

– The	  regulaBon	  requires	  that	  the	  brand	  and	  the	  
generic	  labels	  are	  the	  “same”	  
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Basic	  Background	  
•  The	  Supreme	  Court	  found	  in	  Mensing	  that	  by	  
requiring	  the	  brand	  and	  generic	  labels	  to	  be	  
the	  “same”	  made	  it	  impossible	  for	  generic	  
manufacturers	  to	  update	  labels	  and	  therefore	  
could	  not	  be	  found	  liable	  under	  state	  law	  for	  
failure	  to	  warn	  because	  the	  federal	  law	  
preempted	  state	  law	  and	  did	  not	  allow	  for	  
label	  changes.	  

Impact	  of	  Mensing	  
•  The	  immediate	  impact	  was	  a	  dismissal	  of	  
several	  pending	  cases	  against	  generic	  
manufacturers	  

•  The	  secondary	  impact	  included	  the	  following:	  
– Proposed	  legislaBon	  (S.2295,	  112th	  Cong.	  (2d.	  
Sess.	  2012)	  Btled	  “PaBent	  Safety	  and	  Generic	  
Labeling	  Improvement	  Act.”)	  

– Several	  negaBve	  	  news	  arBcles	  (New	  York	  Times	  
“Generic	  Drugs	  Proving	  Resistant	  to	  Damage	  Suits,	  
March	  21,	  2012)	  
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Impact	  of	  Mensing	  
•  Beyond	  the	  headlines,	  generic	  manufacturers	  
have	  been	  acBvely	  considering	  opBons	  
associated	  with	  increased	  scruBny	  and	  the	  
possibility	  that	  the	  FDA	  may	  implement	  new	  
guidance	  that	  creates	  a	  process	  for	  proposed	  
label	  changes	  by	  generic	  manufacturers.	  

Regulatory	  ConsideraBons	  
•  Any	  proposed	  change	  to	  the	  FDA	  process	  must	  
consider	  that	  most	  generic	  products	  have	  
more	  than	  one	  manufacturer	  which	  is	  
completely	  different	  from	  the	  brand	  serng	  
because	  brand	  has	  only	  one	  manufacturer.	  
– This	  could	  lead	  to	  more	  than	  one	  label	  on	  the	  
market	  at	  a	  Bme	  and	  real	  consumer	  product	  
confusion	  

ACC's 2012 Annual Meeting September 30-October 3, Orlando, FL

Copyright © 2012 Association of Corporate Counsel 40 of 147



Regulatory	  ConsideraBons	  
•  An	  affirmaBve	  obligaBon	  to	  propose	  changes	  
by	  generic	  manufacturers	  may	  severely	  limit	  
the	  number	  of	  manufacturers	  in	  the	  
marketplace	  
– The	  CBO	  has	  found	  that	  for	  products	  with	  10	  or	  
more	  manufacturers	  the	  average	  generic	  price	  
falls	  to	  less	  than	  half	  of	  the	  brand	  name	  price	  

Regulatory	  ConsideraBons	  
•  Although	  generic	  companies	  have	  always	  had	  
an	  obligaBon	  to	  report	  adverse	  events	  this	  is	  a	  
very	  different	  acBvity	  from	  acBvely	  reviewing	  
scienBfic	  literature	  and	  monitoring	  trends.	  
– A	  majority	  of	  generic	  manufacturers	  do	  not	  have	  
the	  infrastructure	  or	  experBse	  and	  duplicaBng	  this	  
will	  drive	  up	  the	  costs	  of	  goods	  
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Regulatory	  ConsideraBons	  
•  UlBmately	  the	  quesBon	  is	  would	  an	  
affirmaBve	  obligaBon	  improve	  the	  safety	  to	  
the	  consumer?	  

Legal	  ConsideraBons	  
•  How	  does	  legal	  manage	  a	  post	  Mensing	  
landscape	  
– Risks	  for	  voluntary	  increased	  pharmacovigilance	  
–  Increased	  recommendaBons	  to	  remove	  products	  
from	  the	  market	  

– How	  to	  ensure	  operaBonal	  consideraBons	  around	  
labeling	  the	  RLD	  are	  risk	  managed	  appropriately	  
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The	  Latest	  in	  the	  Alphabet	  Soup	  
of	  Drug	  Pricing	  

Maria E. Gonzalez Knavel 
Partner 
Foley & Lardner LLP 

•  On	  February	  2,	  2012,	  CMS	  published	  its	  
proposed	  rule	  implemenBng	  provisions	  of	  the	  
ACA	  affecBng	  Medicaid	  payments	  for	  covered	  
outpaBent	  drugs	  (77	  Fed.	  Reg.	  5318).	  
– DefiniBon	  and	  CalculaBon	  of	  Average	  
Manufacturer	  Price	  (AMP)	  

– DefiniBon	  and	  CalculaBon	  of	  “Best	  Price”	  
– Federal	  Upper	  Reimbursement	  Limit	  for	  Drugs	  
– Medicaid	  Drug	  Rebate	  Program	  
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•  CMS	  esBmates	  approximately	  $17.7	  billion	  in	  
savings	  for	  federal	  fiscal	  years	  2010	  through	  
2014	  ($3.7	  billion	  federal	  savings	  and	  $4	  
billion	  in	  state	  savings)	  

•  CMS	  esBmates	  MCOs,	  drug	  manufacturers	  
and	  States	  will	  incur	  costs	  of	  $81.4	  million	  to	  
implement	  the	  new	  requirements	  
	  

DefiniBon	  of	  Covered	  OutpaBent	  Drug	  

•  PrescripBon	  drug	  that	  is	  medically	  necessary,	  
approved	  as	  safe	  and	  effecBve	  by	  FDA	  (or	  which	  is	  
idenBcal,	  similar	  or	  related	  to	  such	  drugs)	  

•  Requires	  each	  covered	  outpaBent	  drug	  to	  have	  a	  
naBonal	  drug	  code	  (NDC)	  number	  and	  be	  listed	  
electronically	  with	  the	  FDA	  

•  Manufacturers	  will	  be	  required	  to	  report	  to	  CMS	  the	  
number	  of	  an	  approved	  FDA	  applicaBon	  for	  a	  
product	  or	  otherwise	  show	  the	  product	  meets	  the	  
statutory	  definiBon	  of	  a	  covered	  outpaBent	  drug	  
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Average	  Manufacturer	  Price	  
•  ACA	  revised	  AMP	  to	  mean	  the	  average	  price	  
paid	  to	  the	  manufacturer	  for	  the	  drug	  in	  the	  
United	  States	  by	  –	  (i)	  wholesalers	  for	  drugs	  
distributed	  to	  retail	  community	  pharmacies;	  
and	  (ii)	  retail	  community	  pharmacies	  that	  
purchase	  drugs	  directly	  from	  the	  
manufacturer.	  

	  

Average	  Manufacturer	  Price	  (cont’d)	  

•  Proposed	  Rule	  defines	  “retail	  community	  
pharmacy,”	  “wholesalers”	  and	  other	  key	  
terms.	  

•  It	  also	  specifies	  the	  enBBes	  to	  be	  included	  and	  
excluded	  in	  the	  determinaBon	  of	  AMP.	  	  It	  
includes	  in	  the	  determinaBon	  of	  AMP	  infusion,	  
inhalaBon,	  insBlled,	  implanted,	  or	  injectable	  
drugs	  (“5	  i	  drugs”).	  
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Manufacturer	  CalculaBon	  of	  AMP	  
•  Manufacturer	  holding	  the	  NDA	  of	  an	  authorized	  
generic	  drug	  will	  be	  required	  to	  include	  in	  its	  
calculaBon	  of	  AMP,	  its	  sales	  of	  authorized	  generic	  
drugs	  directly	  to	  a	  wholesaler.	  

•  Primary	  manufacturer	  will	  be	  required	  to	  include	  in	  
its	  calculaBon	  of	  AMP	  its	  sale	  of	  authorized	  generic	  
drugs	  that	  have	  been	  sold	  or	  licensed	  to	  a	  secondary	  
manufacturer	  (including	  transfer	  prices	  and	  fees	  paid	  
by	  the	  secondary	  manufacturer	  to	  the	  primary	  
manufacturer	  when	  the	  secondary	  manufacturer	  
acts	  as	  a	  wholesaler).	  

EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  

•  CMS	  proposes	  to	  include	  the	  following	  sales,	  
discounts,	  rebates,	  payments,	  nominal	  price	  
sales	  and	  other	  transacBons:	  
– Sales	  to	  wholesalers	  for	  drugs	  dispensed	  to	  retail	  
community	  pharmacies	  

– Sales	  to	  other	  manufacturers	  who	  act	  as	  
wholesalers	  for	  drugs	  distributed	  to	  retail	  
community	  pharmacies	  
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EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

–  Sales,	  discounts,	  rebates	  (other	  than	  under	  Medicaid	  drug	  
rebate	  program),	  payments	  or	  other	  financial	  transacBons	  
that	  are	  received	  by,	  paid	  by,	  or	  passed	  through	  to	  retail	  
community	  pharmacies.	  

–  Sales,	  discounts,	  rebates	  (other	  than	  under	  Medicaid	  drug	  
rebate	  program),	  payments,	  or	  other	  financial	  transacBons	  
received	  by,	  paid	  by,	  or	  passed	  through	  enBBes	  conducBng	  
business	  as	  wholesalers	  or	  retail	  community	  pharmacies,	  
including	  specialty	  pharmacies,	  home	  infusion	  pharmacies,	  
and	  home	  health	  care	  agencies.	  

EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

•  CMS	  proposes	  to	  exclude	  the	  following	  sales,	  
discount,	  rebates,	  and	  payments:	  
– Sales	  to	  other	  federal	  programs	  
– Sales	  outside	  the	  United	  States	  
– Direct	  or	  indirect	  sales	  to	  hospitals	  
– Sales	  to	  HMOs	  and	  MCOs,	  including	  HMO/MCO	  
operated	  pharmacies	  

– Sales	  to	  long-‐term	  care	  providers	  
– Sales	  to	  mail	  order	  pharmacies	  
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EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

– Sales	  to	  clinics	  and	  outpaBent	  faciliBes	  
– Sales	  to	  government	  pharmacies	  
– Sales	  to	  charitable	  and	  not-‐for-‐profit	  pharmacies	  
– Sales,	  associated	  rebates	  and	  other	  price	  
possession	  paid	  directly	  to	  insurers	  

– Bona	  fide	  service	  fees	  paid	  by	  manufacturers	  to	  
wholesalers,	  retail	  community	  pharmacies,	  or	  any	  
other	  enBty	  that	  conducts	  business	  as	  a	  
wholesaler	  or	  a	  retail	  pharmacy	  

EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

– Customary	  prompt	  paid	  discount	  extended	  to	  
wholesalers	  

– Reimbursement	  by	  the	  manufacturer	  for	  recalled,	  
damaged,	  expired	  otherwise	  unsalable	  returned	  
goods	  

– Sale	  to	  pharmacy	  benefit	  managers	  
– Rebates	  under	  the	  naBonal	  rebate	  agreement	  or	  a	  
CMS	  authorized	  state	  supplemental	  rebate	  
agreement	  paid	  to	  State	  Medicaid	  Agencies	  
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EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

– Sales	  to	  Hospice	  
– Sales	  to	  Prisons	  
– Direct	  sales	  to	  physicians	  
– Direct	  sales	  to	  paBent	  
– Free	  goods,	  not	  conBngent	  upon	  any	  purchase	  
requirement	  

– Manufacturer	  coupon	  to	  a	  consumer	  redeemed	  
by	  the	  manufacturer	  or	  an	  enBty	  acBng	  on	  behalf	  
of	  a	  manufacturer	  

EnBBes	  included	  in	  and	  excluded	  from	  AMP	  
DeterminaBon	  (cont’d)	  

– Manufacturer	  vouchers	  
– Prices	  negoBated	  under	  manufacturer-‐	  sponsored	  
drug	  discount	  card	  programs	  

– Goods	  provided	  free	  of	  charge	  under	  
manufacturer-‐sponsored	  paBent	  refund/rebate	  
programs,	  manufacturer	  copayment	  assistance	  
program	  or	  paBent	  assistance	  programs	  
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DeterminaBon	  of	  Best	  price	  
•  DefiniBon:	  	  “The	  lowest	  price	  available	  from	  
the	  manufacturer	  during	  the	  rebate	  period	  to	  
any	  wholesaler,	  retailer,	  provider,	  non-‐profit	  
enBty,	  or	  governmental	  enBty	  in	  the	  United	  
States	  in	  any	  pricing	  structure	  .	  .	  .	  in	  the	  same	  
quarter	  for	  which	  the	  AMP	  is	  computed.”	  

DeterminaBon	  of	  Best	  price	  (cont’d)	  
•  CMS	  proposes	  to	  revise	  the	  prices	  exempt	  
from	  “best	  price”	  determinaBon	  to	  be	  
consistent	  with	  the	  AMP	  calculaBon	  by	  
revising	  and	  expanding	  the	  list	  of	  excluded	  
prices	  to	  match	  the	  lisBng	  of	  excluded	  sales,	  
discounts,	  rebates	  and	  payments	  in	  
determining	  AMP	  
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Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  

•  CMS	  proposes	  to:	  
– Revise	  the	  formulas	  used	  to	  calculate	  the	  rebate	  
amounts	  for	  single	  source	  drugs	  and	  innovator	  
mulBple	  source	  drugs,	  line	  extension	  drugs	  and	  
non-‐innovator	  mulBple	  source	  drugs	  

– Require	  manufacturers	  to	  pay	  drug	  rebates	  for	  
drug	  dispensed	  to	  individuals	  enrolled	  in	  MCOs	  

– Require	  States	  to	  remit	  to	  the	  federal	  government	  
savings	  due	  to	  the	  increase	  in	  rebate	  percentages	  

Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

– Revise	  the	  definiBon	  of	  “mulBple	  source	  drugs”	  	  
to	  be	  a	  covered	  outpaBent	  drug	  for	  which	  there	  is	  
at	  least	  one	  other	  drug	  product	  sold	  or	  marketed	  
in	  the	  United	  States	  that	  is	  therapeuBcally	  
equivalent,	  pharmaceuBcally	  equivalent	  and	  bio-‐
equivalent	  
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Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

•  Rebates	  for	  single	  source	  drugs	  and	  innovator	  
mulBple	  source	  drugs.	  	  
– The	  amount	  of	  basic	  rebate	  for	  each	  dosage	  form	  
and	  strength	  of	  a	  single	  source	  drug	  or	  an	  
innovator	  mulBple	  source	  drug	  will	  be	  equal	  to	  
the	  product	  of	  the	  total	  number	  of	  units	  of	  each	  
dosage	  form	  and	  strength	  paid	  for	  under	  the	  State	  
plan	  in	  the	  rebate	  period	  and	  the	  greater	  of	  (1)	  
the	  difference	  between	  the	  AMP	  and	  best	  price	  of	  
the	  drug	  or	  (2)	  the	  AMP	  mulBplied	  by	  23.1%,	  or	  
where	  applicable,	  17.1%	  

Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

– The	  rebate	  amount	  for	  each	  such	  drug	  would	  be	  
increased	  by	  an	  addiBonal	  rebate	  amount	  equal	  to	  
the	  product	  of	  (1)	  the	  total	  number	  of	  units	  of	  
such	  dosage	  form	  and	  strength	  paid	  for	  under	  the	  
State	  plan	  in	  the	  rebate	  period	  and	  (2)	  the	  amount	  
by	  which	  the	  AMP	  for	  the	  dosage	  form	  and	  
strength	  of	  the	  drug	  for	  the	  period	  exceeds	  and	  
adjusts	  based	  date	  AMP	  for	  such	  dosage	  form	  and	  
strength.	  

– The	  total	  rebate	  will	  be	  limited	  to	  100%	  of	  the	  
AMP	  of	  the	  drug.	  

	  

ACC's 2012 Annual Meeting September 30-October 3, Orlando, FL

Copyright © 2012 Association of Corporate Counsel 52 of 147



Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

•  The	  rebate	  amount	  of	  line	  extension	  drugs	  will	  be	  
the	  greater	  of	  (1)	  the	  amount	  computed	  for	  the	  
single	  source	  or	  innovator	  mulBple	  source	  drug	  or	  (2)	  
the	  product	  of	  the	  AMP	  of	  the	  line	  extension	  drug,	  
the	  highest	  addiBonal	  rebate	  for	  any	  strength	  of	  the	  
original	  single	  source	  or	  innovator	  mulBple	  source	  
drug,	  and	  the	  total	  number	  of	  units	  of	  each	  dosage	  
form	  in	  strength	  of	  the	  line	  extension	  product	  paid	  
for	  under	  the	  State	  plan	  in	  the	  rebate.	  

•  The	  total	  rebate	  amount	  would	  be	  limited	  to	  100%	  of	  
AMP	  for	  line	  extension	  drugs.	  

Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

– The	  rebate	  amount	  for	  each	  dosage	  form	  and	  
strength	  for	  non-‐innovator	  mulBple	  source	  drugs	  
will	  be	  equal	  to	  the	  product	  of	  (1)	  the	  total	  
number	  units	  of	  each	  dosage	  form	  and	  strength	  
for	  which	  payments	  were	  made	  under	  the	  State	  
plan	  for	  the	  rebate	  period	  and	  (2)	  the	  AMP	  for	  the	  
dosage	  form	  and	  strength	  for	  the	  rebate	  period	  
mulBplied	  by	  13%	  
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Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

– Manufacturers	  parBcipaBng	  in	  the	  Medicaid	  drug	  
rebate	  program	  will	  pay	  rebates	  for	  covered	  
outpaBent	  drugs	  dispensed	  to	  individuals	  enrolled	  
in	  Medicaid	  MCOs	  if	  the	  MCO	  is	  responsible	  for	  
the	  coverage	  of	  the	  drugs.	  

– Manufacturer	  exempt	  from	  requirement	  if	  drugs	  
are	  dispensed	  by	  HMOs	  and	  are	  subject	  to	  
discounts	  under	  the	  340B	  program.	  

Changes	  to	  the	  Medicaid	  Drug	  Rebate	  Program	  
(cont’d)	  

•  Federal	  Offsets	  of	  Rebates	  
– For	  single	  source	  drugs	  and	  innovator	  mulBple	  
source	  drugs	  (with	  certain	  excepBons)	  if	  the	  AMP	  
minus	  best	  price	  is	  less	  than	  or	  equal	  to	  the	  AMP	  
Bmes	  15.1%,	  than	  the	  offset	  amount	  would	  be	  8%	  
of	  the	  AMP	  (23.1%	  of	  AMP	  minus	  15.1%	  of	  AMP)	  

–  If	  the	  AMP	  minus	  best	  price	  is	  greater	  than	  the	  
AMP	  Bmes	  15.1%	  but	  less	  than	  23.1%,	  the	  offset	  
would	  be	  the	  difference	  between	  the	  AMP	  Bmes	  
23.1%	  and	  the	  AMP	  minus	  best	  price.	  
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ReporBng	  Requirements	  
•  Allow	  manufacturer	  to	  recalculate	  the	  base	  date	  AMP	  based	  

on	  the	  new	  calculaBon	  of	  AMP	  on	  a	  product-‐by-‐product	  basis.	  
•  Manufacturer	  will	  be	  required	  to	  submit	  to	  CMS	  a	  monthly	  

AMP	  as	  well	  as	  a	  total	  number	  of	  units	  used	  to	  calculate	  the	  
AMP	  for	  each	  covered	  outpaBent	  drug	  within	  30	  days	  aaer	  
the	  end	  of	  the	  last	  day	  of	  each	  prior	  month.	  

•  Manufacturer	  will	  be	  required	  to	  submit	  quarterly	  reports	  
that	  contain	  informaBon	  on	  AMP,	  best	  price,	  customary	  
prompt	  pay	  discounts,	  and	  nominal	  prices	  to	  CMS	  by	  the	  30th	  
day	  aaer	  the	  end	  of	  the	  rebate	  period.	  

ReporBng	  Requirements	  (cont’d)	  

•  Manufacturers	  that	  fail	  to	  submit	  quarterly	  
AMP	  or	  monthly	  AMP	  in	  total	  number	  of	  units	  
used	  to	  calculate	  the	  monthly	  AMP	  in	  a	  Bmely	  
manner	  will	  be	  subject	  to	  CMPs	  of	  $10,000	  
per	  day,	  per	  drug.	  

•  CMS	  proposes	  manufacturers	  calculate	  
monthly	  AMP	  as	  net	  sales	  divided	  by	  total	  
units	  sold	  (excluding	  goods	  or	  other	  items	  
excluded	  in	  the	  ACA	  or	  regulaBons).	  
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ReporBng	  Requirements	  (cont’d)	  

•  The	  monthly	  AMP	  will	  be	  calculated	  based	  on	  the	  
weighted	  average	  of	  prices	  for	  all	  the	  manufacturer’s	  
package	  sizes	  of	  each	  covered	  outpaBent	  drug	  sold	  
by	  the	  manufacturer	  during	  a	  month	  

•  Manufacturer	  will	  be	  required	  to	  use	  a	  12-‐month	  
rolling	  percentage	  to	  esBmate	  the	  value	  of	  lagged	  
price	  concessions	  

•  Manufacturers	  will	  be	  required	  to	  report	  to	  CMS	  
revisions	  to	  monthly	  AMP	  within	  36	  months	  

ReporBng	  Requirements	  (cont’d)	  

•  Manufacturers	  will	  have	  12	  quarters	  to	  report	  
changes	  to	  the	  AMP,	  best	  price,	  customary	  
prompt	  pay	  discounts	  and	  nominal	  prices	  
included	  in	  their	  quarterly	  reports.	  
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Federal	  Uproot	  Reimbursement	  Limits	  

•  CMS	  proposes	  that	  a	  federal	  upper	  limit	  (FUL)	  be	  
established	  for	  each	  mulBple	  source	  drug	  available	  
for	  purchase	  by	  retail	  community	  pharmacies	  on	  a	  
naBonwide	  basis	  
–  FUL	  will	  be	  calculated	  using	  only	  therapeuBcally	  and	  
pharmaceuBcally	  equivalent	  drugs	  

–  An	  agency’s	  payment	  will	  be	  limited	  to	  a	  professional	  
dispensing	  fee	  established	  by	  the	  state	  agency	  plus	  an	  
amount	  established	  by	  CMS	  that	  is	  equal	  to	  175%	  of	  the	  
weighted-‐average	  of	  the	  most	  recently	  reported	  monthly	  
AMP	  

Federal	  Uproot	  Reimbursement	  Limits	  (cont’d)	  

– For	  mulBple	  source	  drugs	  for	  which	  a	  FUL	  has	  
been	  established	  or	  for	  a	  brand	  name	  drug	  that	  a	  
physician	  cerBfies	  is	  medically	  necessary,	  payment	  
would	  be	  limited	  to	  the	  lower	  of	  (i)	  the	  actual	  cost	  
plus	  a	  professional	  dispensing	  fee	  or	  (ii)	  provider’s	  
usual	  and	  customary	  charge	  to	  the	  general	  public.	  	  
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Risk – Benefit Acknowledgement Form

Facility:

Resident: Medication: Dose:

This form is intended to facilitate the multidisciplinary evaluation and documentation of the use of any and/or all medications of concern
identified in the Plan of Care (POC) to assure quality resident care as well as promoting the following medication management principles:

• The use of non-pharmacological interventions, when applicable, to minimize the need for medications, permit use of the lowest possible dose, or
allow medications to be discontinued, and;

• Selection of medication(s) based on assessing relative benefits and risks to the individual resident while assuring the use of medications in doses
and for the duration appropriate to each resident’s clinical conditions, age, and underlying causes of symptoms, and;

• Evaluation of a resident’s signs and symptoms, in order to identify the underlying cause(s), including adverse consequences of medications, and;

• The monitoring of medications for efficacy and clinically significant adverse consequences.

INSTRUCTIONS: Information from the resident’s medical chart is to be utilized to complete the following sections. This information
can be abstracted by facility staff and then acknowledged, by signature, by members of the care team as well as the resident/legally
responsible party.

1. The above resident was determined to have the following: ___________________________________________________________________
 (provide medical and/or psychiatric diagnosis – if dementia, complete #2)
2. The above diagnosis manifests as: _____________________________________________________________________________________

(resident’s target behavioral symptom(s) resulting from dementia with associated psychosis and/or agitated behaviors - not from environmental
or psychosocial causes)

EVALUATION

The above medication was initiated because (check all that apply):

□ Non-pharmacological treatments/interventions utilized by staff (listed below) did not improve resident’s clinical and/or functional status:

____________________________________________________________________________________________________________

□ Resident posed an immediate harm to him-/herself or to other resident(s) as noted in the medical chart (specify date & section of chart):

________________________________________________________________________________________________________________

□ Other documentation or conditions warranting selection, such as psychiatric consult (specify date & section of chart): _____________________

_______________________________________________________________________________________________________________

SELECTION

MONITORING
1.Clinical and/or functional improvements continues to be monitored by (specify staff) ________________________________________________

and are documented in _______________________________________________________________________section of medical chart.

2.Gradual dose reductions (if appropriate) continue to be monitored by (specify staff) _________________________________________________

and are documented in _______________________________________________________________________ section of medical chart.

3.Adverse medication reactions (if any) continue to be monitored by (specify staff) ___________________________________________________

and are documented in _______________________________________________________________________ section of medical chart.

4.Other (specify) _________________________________________________________________________________________________

and are documented in _______________________________________________________________________section of medical chart.

ACKNOWLEDGEMENT
The above information is believed to provide a current and representative summary of use of the specified medication for the above resident;
as such it provides source(s) of documentation which support the continued use of the medication due to the clinical/functional benefits
provided to the resident beyond any documented (or potential) risks related to the medication.

Signatures of Care Team and Resident/Legally Responsible Party (per facility policy):

©
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6 
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D
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S
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nc
.

Date:
          /       /

Medical Director Date:          /          /

Attending Physician Date:          /          /

Director of Nursing Date:          /          /

MDS RN Coordinator Date:          /          /

Consultant Pharmacist Date:          /          /

Other (specify): Date:          /          /

Resident/Legally Date:          /          /Responsible Party

WHITE - File or Care Plan          YELLOW - Physician          PINK - Director of Nursing

SAMPLE
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 SITUATION(S) NEEDING POSSIBLE
NON-PHARMACOLOGICAL INTERVENTION

2.

Consultant Pharmacist Medication
Regimen Review (MRR) and
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B. Medication Classes + Diagnosis of Known Risk (See Table 2)

INSTRUCTIONS: After reviewing the MDS and/or information from the
resident’s medical chart, indicate the appropriate item/area of concern and
make “Comment” to the right of this form.  Original copy of irregularities needing
Physician input to be sent to Physician for evaluation, action and signature.
Pharmacist copy to be retained by Pharmacist.  Upon receipt of Physician’s
signed original, adhere to facility/chart copy.

 POTENTIAL MEDICATION IRREGULARITIES1.
A.  Medication Classes of Known Risk  (See Table 1, adapted from CMS guidelines)

Current CMS Guidance (Table 1) addresses many drug-diagnosis problems
to be reviewed by the consultant pharmacist; this form incorporates reproduction
of the most recent Beers data

C. Medication Interaction Risks
Adapted from CMS Guidance (See Table 3) for review by the consultant
pharmacist; see Guidance for full detail

Food and Drug Administration (FDA) requirement that manufacturers include
within the medication labeling warnings about adverse reactions and potential
safety hazards identified both before and after approval of a medication, and
what to do if they occur. (For more on this and black box warnings visit:
www.fda.gov/medwatch/safety.htm To comply with the investigative Protocol
or F329 the consultant pharmacist should not fail to monitor a medication
consistent with the current standard of practice or manufacturer’s guidelines.

Problem: Date:

Problem: Date:

Problem: Date:

SITUATION(S) NEEDING POSSIBLE
MEDICATION INTERVENTION

Analgesics
Antiobiotics
Anticoagulants
Anticonvulsants
Antidepressants
Antidiabetic
Antifungals
Antimanic
Antiparkinson
Antipsychotic
Anxiolytics
Cardiovascular
(Including Antihypertensives)

Cholesterol Lowering
Cognitive Enhancers

Cough, Cold, and Allergy
Gastrointestinal
Glucocorticoids
Hematinics
Laxatives
Muscle Relaxants
Orexigenics (Appetite Stimulants)

Osteoporosis
Platelet Inhibitors
Respiratory
Sedatives/Hypnotics (Sleep Medications)

Thyroid

Urinary Incontinence

1.
2.
3.
4.
5.
6.
7.
8.
9.

10.
11.
12.

13.
14.

15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.

26.

27.

Disease or Condition:
Heart Failure

Hypertension

Gastric or Duodenal Ulcers

Seizures or Epilepsy

Blood Clotting Disorders or Receiving Anticoagulant Therapy

Bladder Outflow Obstruction

Stress Incontinence

Arrhythmias

Insomnia

Parkinson Disease

Cognitive Impairment

Depression

Anorexia and Malnutrition

Syncope or Falls

SIADH/Hyponatremia

Seizure Disorder

Obesity

COPD

Chronic Constipation

Intent (excerpted) of 483.25(l)
Non-pharmacological interventions (such as behavioral interventions) are
considered and used when indicated, instead of, or in addition to, medication

E.  Other Medication Related Problems

3.

As part of the investigative protocol for compliance with the MRR, the
consultant pharmacist should identify clinical conditions experienced by
the resident which would benefit from pharmacological intervention

D. Medication with FDA Warnings
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1
Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:
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□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
©
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00

6 
M
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D

-P
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S
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, I
nc

.
(see criteria on reverse)

2

3

Triggered CAA(s):
(see table 4)

1 2 3 4 5 6 7 8 9 10Since last MRR:

11 12 13 14 15 16 17    18    19  20
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:
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 C
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□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
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(see criteria on reverse)
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:
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□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
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(see criteria on reverse)

Triggered CAA(s):
(see table 4)
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:
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□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
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(see criteria on reverse)

Triggered CAA(s):
(see table 4)
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Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
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this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3

©
 2

00
6 

M
E

D
-P

A
S

S
, I

nc
.
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Triggered CAA(s):
(see table 4)
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Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.
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□ Irregularities
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□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)

2

3

Triggered CAA(s):
(see table 4)

1 2 3 4 5 6 7 8 9 10Since last MRR:

11 12 13 14 15 16 17    18    19  20

Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.
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Above 

□ Irregularities
Noted By:

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)

Triggered CAA(s):
(see table 4)
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11 12 13 14 15 16 17    18    19  20

Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

Physician Date
Above 

□ Irregularities
Noted By:

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Consultant Pharmacist
Medication Regimen Review (MRR)

and Physician Notification
Federal Tag F428 Interpretive Guidelines, 483.60(c):
requires medication regimen reviews by a licensed
pharmacist at least monthly with an apparent
irregularities report to the MD and DON for review
and action.

Comment code(s):

Dear Physician,
The above regulation requires notifying
you of potential medication therapy 
problems.  For further explanation of 
potential problem see the reverse side of
this form.  To facilitate this process we 
are providing this form: please evaluate,
respond, sign and return to this facility.

Facility Staff/
Consulting R.Ph.

(circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)

Triggered CAA(s):
(see table 4)
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TABLE 1    MEDICATION CLASSES OF KNOWN RISK - Affecting the Long Term Care Resident
1. ANALGESICS
Acetaminophen
Non-Steroidal Anti-Inflammatory Drugs (NSAIDs)
Non-selective NSAIDs, e.g.,

• aspirin • indomethacin • piroxicam
• diclofenac • ketorolac • salicylates
• diflunisal • meclofenamate • tolmetin
• ibuprofen • naproxen

Cyclooxygenase-II (COX-2) inhibitors, e.g.,
• celecoxib

Opioid Analgesics
Short-acting, e.g.,
• codeine • hydromorphone • oxycodone
• fentanyl • meperidine
• hydrocodone • morphine

Long-acting, e.g.,
• fentanyl, transdermal          • morphine, sustained release
• methadone • oxycodone, sustained release

Pentazocine
Propoxyphene and combination products with aspirin
or acetaminophen

2. ANTIBIOTICS

All antibiotics
Parenteral vancomycin and aminoglycosides, e.g.,

• amikacin       • gentamycin/gentamicin • tobramycin
Nitrofurantoin
Fluoroquinolones, e.g.,

• ciprofloxacin • moxifloxacin
• levofloxacin • ofloxacin

3. ANTICOAGULANTS

warfarin

4. ANTICONVULSANTS

All anticonvulsants, e.g.,
• carbamazepine • levetiracetam • phenytoin
• gabapentin • oxcarbazepine • primidone
• lamotrigine • phenobarbital • valproic acid

5. ANTIDEPRESSANTS

All antidepressants classes, e.g.,
Alpha-adrenoceptor antagonist, e.g.,

•  Mirtazapine
Dopamine-reuptake blocking compounds, e.g.,

• Bupropion
Monoamine oxidase inhibitors (MAOIs)
Serotonin (5-HT 2) antagonists, e.g.,

• nefazodone • trazodone
Selective serotonin-norepinephrine reuptake inhibitors
(SNRIs), e.g.,

• duloxetine • venlafaxine
Selective serotonin reuptake inhibitors (SSRIs), e.g.,

• citalopram • fluoxetine • paroxetine
• escitalopram • fluvoxamine • sertraline

Tricyclic (TCA) and related compounds
Monoamine oxidase inhibitors (MAOIs), e.g.,

• isocarboxazid • phenelzine             • tranylcypromine
Tricyclic antidepressants (TCAs), e.g.,

• amitriptyline • amoxapine • doxepin
Combination products, e.g.,

• amitriptyline and chlordiazepoxide
• amitripytline and perphenazine

6. ANTIDIABETIC MEDICATIONS

Insulin and oral hypoglycemics, e.g.,
• acarbose • glipizide • rosiglitazone
• acetohexamide • glyburide • tolazamide
• chlorpropamide • metformin • tolbutamide
• glimepiride • repaglinide

Including combination products, e.g.,
• rosiglitazone/metformin • glipizide/metformin
• glyburide/metformin • pioglitazone/metformin

chlorpropamide
glyburide

7. ANTIFUNGALS

Imidazoles for systemic use, e.g.,
• fluconazole • itraconazole • ketoconazole

Daily Dose Thresholds for Anitpsychotic Medications Used
to Manage Behavioral Symptoms Related to Dementing
Illnesses

GENERIC MEDICATION     DOSAGE
First Generation

chlorpromazine 75 mg
fluphenazine 4 mg
haloperidol 2 mg
loxapine 10 mg
molindone 10 mg
perphenazine 8 mg
pimozide *
prochloroperazine *
thioridazine 75 mg
thiothixene 7 mg
trifluoperazine 8 mg

Second Generation
aripiprazole 10 mg
clozapine 50 mg
olanzapine 7.5 mg
quetiapine 150 mg
risperidone 2 mg
ziprasidone *

*Not customarily used for the treatment of behavioral symptoms

Total  Daily Dose Thresholds for Anxiolytic Medications
GENERIC MEDICATION DOSAGE
flurazepam 15 mg
chlordiazepoxide 20 mg
clorazepate 15 mg
diazepam 5 mg
clonazepam 1.5 mg
quazepam 7.5 mg
estazolam 0.5 mg
alprazolam 0.75 mg
oxazepam 30 mg
lorazepam 2 mg

11. ANXIOLYTICS

All Anxiolytics
Benzodiazepines
Short-acting, e.g.,
• alprazolam • lorazepam • temazepam
• estazolam • oxazepam

Long acting, e.g.,
• chlordiazepoxide • clorazepate • flurazepam
• clonazepam • diazepam • quazepam

buspirone

12. CARDIOVASCULAR MEDICATIONS (Including Antihypertensives)

All antiarrhythmics
amiodarone
disopyramide
All antihypertensives
Alpha blockers, e.g.,

• alfuzosin • prazosin • terazosin
• doxazosin • tamsulosin

Angiotensin converting enzyme (ACE) inhibitors, e.g.,
• benazepril • enalapril • lisinopril
• captopril • fosinopril • ramipril

Angiotensin II receptor blockers, e.g.,
• candesartan • irbesartan • olmesartan
• eprosartan • losartan • valsartan

Beta adrenergic blockers, e.g.,
Nonselective, e.g.,

• propranolol
Cardioselective, e.g.,

• atenolol • metoprolol • timolol
• esmolol • nadolol

Calcium channel blockers, e.g.,
• nifedipine • amlodipine • diltiazem
• isradipine • nisoldipine • verapamil

methyldopa
Including combination products such as methyldopa/
hydrochlorothiazide
digoxin
Diuretics, e.g.,

• bumetanide • hydrochlorothiazide • torsemide
• ethacrynic acid • metolazone • triamterene
• furosemide • spironolactone

Nitrates, e.g.,
• isosorbide mononitrate         • nitroglycerin
• isosorbide dinitrate

13. CHOLESTEROL LOWERING MEDICATIONS

HMG-CoA Reductase Inhibitors (“statins”), e.g.,
• atorvastatin • lovastatin • rosuvastatin
• fluvastatin • pravastatin • simvastatin

cholestyramine
fibrates, e.g.,

• fenofibrate • clofibrate
niacin

14. COGNITIVE ENHANCERS

Cholinesterase inhibitors, e.g.,
• donepezil • galantamine • rivastigmine

NMDA receptor antagonists, e.g.,
• memantine

15. COUGH, COLD, AND ALLERGY MEDICATIONS

All cough, cold, allergy medications
Antihistamine H-1 blockers, e.g.,

• chlorpheniramine • diphenhydramine • meclizine
• cyproheptadine • hydroxyzine • promethazine

Oral decongestants, e.g.,
• pseudoephedrine

16. GASTROINTESTINAL MEDICATIONS

Phenothiazine-related  antiemetics, e.g.,
• prochlorperazine • promethazine

trimethobenzamide
metoclopramide
Proton pump inhibitors (PPI), e.g.,

• esomeprazole • omeprazole
• lansoprazole • rabeprazole

H-2 antagonists, e.g.,
• cimetidine • famotidine • ranitidine

17. GLUCOCORTICOIDS

All glucocorticoids (except topical or inhaled dosage forms), e.g.,
• dexamethasone • methylprednisolone
• hydrocortisone • prednisone

18. HEMATINICS

Erythropoiesis stimulants, e.g.,
• darbepoetin • erythropoietin

Iron

19. LAXATIVES

All categories including bulk producing laxatives, hyperosmolar
agents, saline laxatives, stimulant laxatives, emollient laxatives

diphenhydramine and hydroxyzine
meprobamate

8. ANTIMANIC MEDICATIONS

Lithium

9. ANTIPARKINSON MEDICATIONS

All classes, e.g.,
Catechol-O-Methyl Transferase (COMT) Inhibitors, e.g.,

• Entacapone
Dopamine agonists, e.g.,

• bromocriptine • ropinirole • pramipexole
MAO inhibitors, e.g.,

• selegiline
Others, e.g.,

• amantadine
Various dopaminergic combinations, e.g.,

• carbidopa/levodopa
• carbidopa/levodopa/entacapone

10. ANTIPSYCHOTIC MEDICATIONS

All classes, e.g.,
First generation (conventional) agents, e.g.,
• chlorpromazine • mesoridazine • thioridazine
• fluphenazine • molindone • thiothixene
• haloperidol • perphenazine • trifluoperazine
• loxapine • promazine            • triflupromazine

Second generation (atypical) agents, e.g.,
• aripiprazole • olanzapine • risperidone
• clozapine • quetiapine • ziprasidone
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TABLE 1     MEDICATION CLASSES OF KNOWN RISK - Affecting the Long Term Care Resident   (Continued)

Beers, M.H.: Updating the Beers Criteria from
Potentially Inappropriate Medication Use in Older Adults,
Arch. Internal Medicine, 2003, 2716 - 2724

TABLE 2     2002 CRITERIA FOR POTENTIALLY INAPPROPRIATE MEDICATION USE IN OLDER ADULTS: Considering Diagnoses or Conditions

Heart failure Disopyramide (Norpace), and high sodium content drugs (sodium and sodium salts Negative inotropic effect. Potential to promote High
[alginate bicarbonate, biphosphate, citrate, phosphate, salicylate, and sulfate]) fluid retention and exacerbation of heart failure.

Hypertension Phenylpropanolamine hydrochloride (removed from the market in 2001), May produce elevation of blood pressure High
pseudoephedrine; diet pills, and amphetamines secondary to sympathomimetic activity.

Gastric or duodenal NSAIDs and aspirin (>325 mg) (coxibs excluded) May exacerbate existing ulcers or produce High
ulcers new/additional ulcers.
Seizures or epilepsy Clozapine (Clozaril), chlorpromazine (Thorazine), thioridazine (Mellaril), May lower seizure thresholds. High

and thiothixene (Navane)
Blood clotting disorders Aspirin, NSAIDs, dipyridamole (Persantin), ticlopidine May prolong clotting time and elevate INR High
or receiving (Ticlid), and clopidogrel (Plavix) values or inhibit platelet aggregation,
anticoagulant therapy resulting in an increased potential for bleeding.
Bladder outflow obstruction Anticholinergics and antihistamines, gastrointestinal antispasmodics, May decrease urinary flow, leading to urinary retention. High

muscle relaxants, oxybutynin (Ditropan), flavoxate (Urispas), anticholinergics,
antidepressants, decongestants, and tolterodine (Detrol)

Stress incontinence -Blockers (Doxazosin, Prazosin, and Terazosin), anticholinergics, May produce polyuria and worsening of incontinence. High
tricyclic antidepressants (imipramine hydrochloride, doxepin hydrochloride,
and amitriptyline hydrochloride) and long-acting benzodiazepines

Arrhythmias Tricyclic antidepressants (imipramine hydrochloride, doxepin hydrochloride, Concern due to proarrhythmic effects and ability High
and amitriptyline hydrochloride) to produce QT interval changes.

Insomnia Decongestants, theophylline (Theodur), methylphenidate (Ritalin), MAOIs, Concern due to CNS stimulant effects. High
and amphetamines

Parkinson disease Metoclopramide (Reglan), conventional antipsychotics, and tacrine (Cognex) Concern due to their antidopaminergic/cholinergic effects. High
Cognitive impairment Barbiturates, anticholinergics, antispasmodics, and muscle relaxants. Concern due to CNS-altering effects. High

CNS stimulants: dextroAmphetamine (Adderall), methylphenidate (Ritalin),
methamphetamine (Desoxyn), and pemolin

Depression Long-term benzodiazepine use. Sympatholytic agents: methyldopa (Aldomet), May produce or exacerbate depression. High
reserpine, and guanethidine (Ismelin)

Anorexia and CNS stimulants: DextroAmphetamine (Adderall), methylphenidate (Ritalin), Concern due to appetite-suppressing effects. High
malnutrition methamphetamine (Desoxyn), pemolin, and fluoxetine (Prozac)
Syncope or falls Short- to intermediate-acting benzodiazepine and tricyclic antidepressants May produce ataxia, impaired psychomotor High

(imipramine hydrochloride, doxepin hydrochloride, and amitriptyline hydrochloride) function, syncope, and additional falls.
SIADH/hyponatremia SSRIs: fluoxetine (Prozac), citalopram (Celexa), fluvoxamine (Luvox), May exacerbate or cause SIADH. Low

paroxetine (Paxil), and sertraline (Zoloft)
Seizure disorder Bupropion (Wellbutrin) May lower seizure threshold. High
Obesity Olanzapine (Zyprexa) May stimulate appetite and increase weight gain. Low
COPD Long-acting benzodiazepines: chlordiazepoxide (Librium), chlordiazepoxide-amitriptyline CNS adverse effects. May induce respiratory depression. High

(Limbitrol), clidinium-chlordiazepoxide (Librax), diazepam (Valium), quazepam (Doral), May exacerbate or cause respiratory depression.
halazepam (Paxipam), and chlorazepate (Tranxene). -blockers: propranolol

Chronic constipation Calcium channel blockers, anticholinergics, and tricyclic antidepressant (imipramine May exacerbate constipation. Low
hydrochloride, doxepin hydrochloride, and amitriptyline hydrochloride)

Disease or Condition Drug Concern Severity Rating
(High or Low)

ABBREVIATIONS: CNS – central nervous systems;   COPD – chronic obstructive pulmonary disease;
INR – international normalized ratio;  MAOIs – monoamine oxidase inhibitors;   NSAIDs – nonsteroidal anti-inflammatory drugs;
SIADH – syndrome of inappropriate antidiuretic hormone secretion;   SSRIs – selective serotonin reuptake inhibitors.

25. SEDATIVES/HYPNOTICS (Sleep Medications)

All hypnotics
Benzodiazepine hypnotics, e.g.,

• estazolam • quazepam • triazolam
• flurazepam • temazepam

Non-benzodiazepine hypnotics, e.g.,
• eszopiclone • zaleplon • zolpidem

Melatonin receptor agonists, e.g.,
• ramelteon

Other hypnotics, e.g.,
• chloral hydrate

Miscellaneous agents used for sleep, e.g.,
• sedating antidepressants (e.g., trazodone)
• sedating antihistamines (e.g., hydroxyzine)

26. THYROID MEDICATIONS

All thyroid medications, e.g.,
• levothyroxine • triiodothryonine

27. URINARY INCONTINENCE MEDICATIONS

Urinary Incontinence Types and Agents, e.g.,
Urge incontinence:  Anticholinergics, e.g.,

• darifenacin • tolterodine
• oxybutynin • trospium

Tricyclic antidepressants, e.g.,
• desipramine • imipramine

Stress incontinence:  Alpha adrenergic agonists, e.g.,
• pseudoephedrine

Mixed incontinence, e.g.,
• estrogen replacement agents • imipramine

Overflow incontinence, e.g.,
• alpha adrenergic antagonists (see antihypertensives)
• bethanechol chloride

Barbiturates, e.g.,
• amobarbital • phenobarbital
• butabarbital • amobarbital-secobarbital
• pentobarbital • barbiturates with other medications
• secobarbital

20. MUSCLE RELAXANTS

All muscle relaxants, e.g.,
• baclofen • cyclobenzaprine • methocarbamol
• carisoprodol • dantrolene • orphenadrine
• chlorzoxazone • metaxalone

21. OREXIGENICS (Appetite Stimulants)

All appetite stimulants, e.g.,
• megesterol acetate       • oxandrolone • dronabinol

22. OSTEOPOROSIS MEDICATIONS

Bisphosphonates, e.g.,
• alendronate • ibandronate • risedronate

23. PLATELET INHIBITORS

All platelet inhibitors, e.g.,
• dipyridamole • aspirin • clopidogrel
• dipyridamole extended-release and aspirin
  (as fixed-dose combination)

ticlopidine

24. RESPIRATORY MEDICATIONS

theophylline
Inhalant medications classes, e.g.,
Anticholinergic, e.g.,

• ipratropium • tiotropium
Beta 2 agonists, e.g.,

• albuterol • pirbuterol acetate
• formoterol • salmeterol

Corticosteroids, e.g.,
• beclomethasone • flunisolide    • triamcinolone acetonide
• budesonide • fluticasone

Miscellaneous, e.g.,
• cromolyn • nedocromil sodium
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SOURCE:
Centers for Medicaid and Medicare Services,
Transmittal 22, December 15, 2006.
Available at
http://www.cms.hhs.gov/transmittals/downloads/R22SOMA.pdf

GENERIC MEDICATION ORAL DOSAGE
chloral hydrate* 500 mg
diphenhydramine* 25 mg
estazolam 0.5 mg
eszopiclone 1 mg
flurazepam* 15 mg
hydroxyzine* 50 mg
lorazepam 1 mg
oxazepam 15 mg
quazepam* 7.5 mg
ramelteon 8 mg
temazepam 15 mg
triazolam* 0.125 mg
zaleplon 5 mg
zolpidem IR 5 mg
zolpidem CR 6.25 mg

*These medications not considered medications of choice for
the management of insomnia, especially in older individuals.

Daily Dose Thresholds For Sedative-Hypnotic Medications
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MEDICATION 1 MEDICATION 2 IMPACT

Warfarin (Coumadin) NSAIDs such as ibuprofen, naproxen, and COX-2 inhibitors Potential for serious gastrointestinal bleeding

Warfarin (Coumadin) Sulfonamides such as trimethoprim/sulfamethoxazole (Bactrim) Increased effects of warfarin with potential for bleeding

Warfarin (Coumadin) Macrolides such as clarithromycin (Biaxin), erythromycin Increased effects of warfarin with potential for bleeding

Warfarin (Coumadin) Fluoroquinolones such as ciprofloxacin (Cipro), Increased effects of warfarin with potential for bleeding
 levofloxacin (Levaquin), ofloxacin (Floxin)

Warfarin (Coumadin) phenytoin (Dilantin, Phenytek) Increased effects of warfarin and/or phenytoin

ACE Inhibitors such as benazepril, Potassium Supplements Elevated serum potassium levels
captopril, enalapril, and lisinopril

ACE Inhibitors such as benazepril, spironolactone (Aldactone) Elevated serum potassium levels
captopril, enalapril, and lisinopril

digoxin (Lanoxin) Amiodarone (Cordarone, Pacerone) digoxin toxicity

digoxin (Lanoxin) verapamil (Calan, Covera-HS, Isoptin) digoxin toxicity

Theophylline Fluoroquinolones such as ciprofloxacin (Cipro), theophylline toxicity
levofloxacin (Levaquin), ofloxacin (Floxin)

TABLE 3     COMMON MEDICATION / MEDICATION INTERACTIONS IN LONG TERM CARE

SOURCE: American Society of Consultant Pharmacists & American Medical Directors Association. Top 10 Dangerous Drug Interactions in Long-Term Care presented by the Multidisciplinary
Medication Management (M3) Project.

R
eorder From

:                               800-438-8884

The information contained herein is designed to serve as a guide. The information is correct to the best of the knowledge of the
developers. It is the responsibility of health care professionals to use their professional judgement for safe and effective drug therapy.

© 2006 MED-PASS, Inc.

TABLE 4     CARE AREA ASSESSMENTS (CAAs)
8. Mood State

9. Behavioral Symptoms

10. Activities

11. Falls

12. Nutritional Status

13. Feeding Tube

14. Dehydration/Fluid Maintenance

15. Dental Care

16. Pressure Ulcer

17. Psychotropic Drug Use

18. Physical Restraints

19. Pain

20. Return to Community Referral

1. Delirium

2. Cognitive Loss/Dementia

3. Visual Function

4. Communication

5. ADL Functional /Rehabilitation Potential

6. Urinary Incontinence and Indwelling Catheter
7. Psychosocial Well-Being
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www.med-pass.com
10800 Industry Lane  •  Miamisburg, OH 45342

Phone 800-438-8884 • Fax 800-230-8687

Medication Regimen Review (MRR) Forms from MED-PASS
MED-PASS MRR forms reflect the significant growth of the role and responsibilities of the consultant pharmacist 
relative to the long-term care resident as a result of the expansion of the federal unnecessary medication regulations
released for implementation in December 2006. The completely updated MRR forms are designed to provide the 
pharmacist with a systematic and comprehensive medication regimen review process.
Additionally, the MRR forms have been updated to reflect MDS 3.0 with the replacement of RAPs (Resident Assessment
Protocols) with (CAAs) Care Area Assessments which identify special health risk areas such as pressure ulcers and falls.

These MRR forms reflect the new guidelines by:
(1) integrating with the multidisciplinary plan of care;
(2) utilizing and documenting an assessment of the resident through the MDS Care Area Assessments, and;
(3) moving beyond the historical focus on psychoactive medications to focus on any potential medication 

irregularity related to:
a. multiple medication classes (alone or in combination with certain disease states) known to pose risks to 

the elderly;
b. medication interactions common to long term care;
c. medications with FDA warnings relevant to the elderly, and;

(4) including, for the first time, additional focus on pharmacist-recommended interventions (med and non-med)
when clinical situations warrant.

The new MRR forms include:
• Review Criteria Section that details:

– Potential Medication Irregularities
– Situation(s) Needing Possible Medication Intervention
– Situation(s) Needing Possible Non-Pharmacological Intervention

• MRR Documentation/Physician Notification Section
• Reference Section that contains tables from the Federal Regulations plus an additional table that list MDS CAAs

How to use the new MRR forms
The consultant pharmacist begins the MRR process by reviewing the resident’s current clinical condition and assessing
the resident. The previous focus on medical, nursing and laboratory information has been expanded to the collection
of assessment information from additional multidisciplinary sources including triggered CAAs.

Collecting the Resident Assessment Information – suggested steps for the pharmacist
1. Upon each visit to the nursing facility, ask for a list of residents who have had a Significant Change of 

Status MDS performed. Determine the precipitating reason for the functional or clinical change in the 
resident’s status, then review the medication regimen for a possible cause.

2. Request a list of residents that have been admitted to the hospital or that have had an emergency room 
visit since you last reviewed their medication regimen

3. Compare the resident’s two most recent MDS assessments. This will indicate an improvement or decline in 
the resident’s clinical, physical, emotional, or social well-being. In any case, the medication regimen – 
especially newly prescribed drugs – should be evaluated as a possible cause.
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Completing the MRR form
Using the information collected, the pharmacist should look for any potential medication
irregularities that may be related to known risk areas that are listed in the federal 
regulations and are printed in the Review Criteria Section (Illustr. #1) of the MRR form.

The pharmacist would then note in the documentation section (Illustr. #2) of the MRR 
the source of the assessment information indicating a clinical or functional change – 
a triggered CAA.

EXAMPLE: If the Falls CAA was 
triggered and the resident was recently
placed on an antipsychotic agent, the
pharmacist should circle “11” (see 
reference Table 4 for a list of the
CAAs) on the documentation section
(Illustr. #2).

Also, the pharmacist should circle Comment Code “1A“which correlates to “1.
Potential Medication Irregularities“ and “A. Medication Classes of Known Risk“
under which Antipsychotic is listed in the Review Criteria Section (Illustr. #1).

Next, the pharmacist should write a narrative as to his findings and recommendation(s)
such as: “Resident recently experienced falls after being placed on olanzapine
10mg/day; recommend trial reduction to 5mg/day and monitoring/recording
of future falls”, complete any other areas deemed relevant to the irregularity and
sign/date the form.

(NOTE for MP5926: the documentation section is a multi-part slip that can be detached
with the original being routed to the physician and the copy to the pharmacist.)

 SITUATION(S) NEEDING POSSIBLE
NON-PHARMACOLOGICAL INTERVENTION

2.

Consultant Pharmacist Medication
Regimen Review (MRR) and
Physician Notification
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B. Medication Classes + Diagnosis of Known Risk (See Table 2)

INSTRUCTIONS: After reviewing the MDS and/or information from the
resident’s medical chart, indicate the appropriate item/area of concern and
make “Comment” to the right of this form.  Original copy of irregularities needing
Physician input to be sent to Physician for evaluation, action and signature.
Pharmacist copy to be retained by Pharmacist.  Upon receipt of Physician’s
signed original, adhere to facility/chart copy.

 POTENTIAL MEDICATION IRREGULARITIES1.
A.  Medication Classes of Known Risk  (See Table 1, adapted from CMS guidelines)

Current CMS Guidance (Table 1) addresses many drug-diagnosis problems
to be reviewed by the consultant pharmacist; this form incorporates reproduction
of the most recent Beers data

C. Medication Interaction Risks
Adapted from CMS Guidance (See Table 3) for review by the consultant
pharmacist; see Guidance for full detail

Food and Drug Administration (FDA) requirement that manufacturers include
within the medication labeling warnings about adverse reactions and potential
safety hazards identified both before and after approval of a medication, and
what to do if they occur. (For more on this and black box warnings visit:
www.fda.gov/medwatch/safety.htm To comply with the investigative Protocol
or F329 the consultant pharmacist should not fail to monitor a medication
consistent with the current standard of practice or manufacturer’s guidelines.

Problem: Date:

Problem: Date:

Problem: Date:

SITUATION(S) NEEDING POSSIBLE
MEDICATION INTERVENTION

Analgesics
Antiobiotics
Anticoagulants
Anticonvulsants
Antidepressants
Antidiabetic
Antifungals
Antimanic
Antiparkinson
Antipsychotic
Anxiolytics
Cardiovascular
(Including Antihypertensives)

Cholesterol Lowering
Cognitive Enhancers

Cough, Cold, and Allergy
Gastrointestinal
Glucocorticoids
Hematinics
Laxatives
Muscle Relaxants
Orexigenics (Appetite Stimulants)

Osteoporosis
Platelet Inhibitors
Respiratory
Sedatives/Hypnotics (Sleep Medications)

Thyroid

Urinary Incontinence

1.
2.
3.
4.
5.
6.
7.
8.
9.

10.
11.
12.

13.
14.

15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.

26.

27.

Disease or Condition:
Heart Failure

Hypertension

Gastric or Duodenal Ulcers

Seizures or Epilepsy

Blood Clotting Disorders or Receiving Anticoagulant Therapy

Bladder Outflow Obstruction

Stress Incontinence

Arrhythmias

Insomnia

Parkinson Disease

Cognitive Impairment

Depression

Anorexia and Malnutrition

Syncope or Falls

SIADH/Hyponatremia

Seizure Disorder

Obesity

COPD

Chronic Constipation

Intent (excerpted) of 483.25(l)
Non-pharmacological interventions (such as behavioral interventions) are
considered and used when indicated, instead of, or in addition to, medication

E.  Other Medication Related Problems

3.

As part of the investigative protocol for compliance with the MRR, the
consultant pharmacist should identify clinical conditions experienced by
the resident which would benefit from pharmacological intervention

D. Medication with FDA Warnings

Review Criteria Section          (Illustration #1)

(Illustration #2)

1
Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Comment code(s): (circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)

2

3

Triggered CAA(s):
(see table 4)
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Resident Name Facility Name Date

Physician’s Name:

  R.Ph. Date Nurse Date

To:   □ Physician     □ Nursing

No. Of Meds. ______________     □ No Irregularities Noted

Physician/Facility Response:

All resulting order(s) to be transcribed to accepted order form per facility policy.

□ Therapy adjusted

□ No adjustment due to documented benefit
 (outweighing risk)

□ OTHER, explain:

Comment code(s): (circle and explain below) 1A 1B 1C 1D 1E 2 3 (see criteria on reverse)
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12-12-10

Resident recently experienced falls after being placed
on olanzapine 10mg/day; recommend trial reduction to
5mg/day and monitoring/ recording of future falls

TABLE 4     CARE AREA ASSESSMENTS (CAAs)
8. Mood State

9. Behavioral Symptoms

10. Activities

11. Falls

12. Nutritional Status

13. Feeding Tube

14. Dehydration/Fluid Maintena

1. Delirium

2. Cognitive Loss/Dementia

3. Visual Function

4. Communication

5. ADL Functional /Rehabilitation Potential

6. Urinary Incontinence and Indwelling Catheter
7. Psychosocial Well-Being

www.med-pass.com
10800 Industry Lane  •  Miamisburg, OH 45342

Phone 800-438-8884 • Fax 800-230-8687

MRR Forms Overview:

MP5926 Accommodates one resident for up to three monthly reviews. Detachable Physician Notification
slip can be sent to physician, and the signed copy adhered to chart copy (via adhesive tape) to complete 
the physician review request/physician review response cycle. Works like a “telephone order”.

MP5905 Accommodates one monthly review for up to five residents on one form.

To view each of these forms visit www.med-pass.com and enter the form number in the “SEARCH” box.
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MEDICATION REGIMEN REVIEW (MRR)
REQUEST NOTIFICATION

Please notify the pharmacy if the resident is expected to stay in the facility for less than 30 days, has a change
of condition, or any other circumstance where a Medication Regimen Review (MRR) should be conducted. The
pharmacy will provide a Medication Regimen Review after this notification is received. Fax completed form to
pharmacy/consultant pharmacist and file in chart with consultant pharmacist reviews, or according to facility policy.

Facility Name:

Resident Name: Physician Name:

Allergies:

Diagnosis:

DOB: Weight: Height: BP: Pulse:

Please be specific and describe change in condition

Person Reporting Request: Name/Title Date of request:

Please also fax to pharmacy any information that helps in the
evaluation of the individual’s record (MARs, MD Notes, Hospital
Discharge/Transfer Form, Nursing Notes, Labwork, etc.)

FAX COMPLETED FORM AND SUPPORTING DOCUMENTATION TO PHARMACY/CONSULTANT PHARMACIST

CLINICAL DESCRIPTION OF NEED FOR REVIEW  (Please check all that apply and explain)
□ Anorexia and/or unplanned weight loss, or weight gain: _______________________________________________
□ Behavioral changes, unusual behavior patterns (including increased distressed behavior): ____________________

___________________________________________________________________________________________
□ Bowel function changes including constipation, ileus, impaction: ________________________________________
□ Confusion, cognitive decline, worsening of dementia (including delirium) of recent onset: _____________________

___________________________________________________________________________________________
□ Dehydration, fluid/electrolyte imbalance: ___________________________________________________________
□ Depression, mood disturbance: __________________________________________________________________
□ Dysphagia, swallowing difficulty: _________________________________________________________________
□ Excessive sedation, insomnia, or sleep disturbance: _________________________________________________
□ Falls, dizziness, or evidence of impaired coordination: ________________________________________________
□ Gastrointestinal bleeding: ______________________________________________________________________
□ Headaches, muscle pain, generalized aching or pain: _________________________________________________
□ Rash, pruritus: _______________________________________________________________________________
□ Seizure activity: ______________________________________________________________________________
□ Spontaneous or unexplained bleeding, bruising: _____________________________________________________
□ Unexplained decline in functional status (e.g. ADLs, vision): ____________________________________________
□ Urinary retention or incontinence: ________________________________________________________________
□ Other: ______________________________________________________________________________________

REASON FOR REQUEST

□ Short Term Stay _________________________    Anticipated Discharge Date ____________________________
□ Significant Change in Condition __________________________________________________________________
□ Other ______________________________________________________________________________________

Total # of pages faxed  ___________
(including this form and fax cover sheet)

PHARMACY / CONSULTANT USE ONLY

SAMPLE
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Exhibit [X] to Health Care Professional Consulting Agreement: 
Invoice Itemization Requirements 
 
Federal and state spend transparency and disclosure laws (including the Physician Payments Sunshine 

Act) require that pharmaceutical company X report professional fees and expense reimbursements paid 

to Covered Health Care Professional Recipients.  Our reports must itemize these payments and expenses 

into predefined categories. 

Accordingly, please itemize your professional invoice to include the professional and expense identifiers 

outlined below.  Please include all expense receipts with your invoice. 

INVOICE NO. /DATE:  
 

Professional Identifiers  

Name (including credentials):  

State(s) of Licensure:  

State License Number(s):  

NPI Number:  

Endo Customer ID Number (if known):  

Business Address: 
(number, street, suite #, 

city, state/province, zip/postal code, country) 

 

Telephone Number: (         ) 
 

Engagement Information  

Purpose of Engagement:  

Product Related to Engagement:  

Engagement Date(s):  

Engagement Location:  

Name of Endo Business Contact:  
 

Expense Itemization Amount 

Professional Fee: $ 

Transportation Total: 
(including round trip air fare, taxi, parking, tolls, 

and mileage)  

$ 

Lodging Total: $ 

Meal(s) Total: $ 

 

INVOICE TOTAL: $  
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