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The Bayer U.S. Pharmaceut ica ls Compl iance Pol ic ies and Procedures,  inc ludes,  but is  not 
l imi ted to products that  fa l l  wi th in a therapeut ic area of  the Bayer U.S.,  LLC Pharmaceut ica ls 
d iv is ion (Dermatology,  Hematology,  Neurology,  Oncology,  Pulmonology,   Radio logy,  Women’s 
Heal th) .   You are required to understand and fo l low these pol ic ies which are part  of  the Bayer 
U.S. Compl iance Program. The Bayer U.S. Compl iance Program inc ludes these Pol ic ies and 
Procedures,  the Bayer Code of  Conduct,  and U.S. Compl iance Tra in ing.  The Program is designed 
to prov ide employees,  contractors,  consul tants and agents wi th the knowledge and t ra in ing 
to act  eth ica l ly  and with proper judgment in var ious act iv i t ies re lated to sa les,  market ing, 
and report ing pr ices for  Government re imbursed products,  as wel l  as interact ions between 
Bayer employees,  contractors,  consul tants,  agents,  heal thcare profess ionals and heal thcare 
organizat ions (HCOs).  Any reference to Bayer employees,  contractors,  consul tants,  heal thcare 
profess ionals (HCPs) and agents wi th in th is document refers to indiv iduals aff i l ia ted with the 
aforement ioned therapeut ic areas of  the Bayer U.S.,  LLC Pharmaceut ica ls d iv is ion or corporate 
funct ions support ing such div is ions.

“Heal thcare Profess ionals (HCP)” is  a very broad term and inc ludes indiv iduals who di rect ly 
interact wi th pat ients and/or have a ro le in the d iagnosis or  t reatment of  pat ients and inc ludes 
ent i t ies which are involved in the prov is ion of  heal thcare serv ices and/or i tems to pat ients 
and which may purchase, lease,  recommend, use,  arrange for  the purchase or lease of ,  or 
prescr ibe Bayer’s pharmaceut ica l  products in the U.S. Genera l ly,  th is def in i t ion inc ludes 
physic ians,  nurses,  nurse pract i t ioners,  phys ic ian ass istants,  medical  ass istants who treat 
pat ients,  and other a l l ied heal thcare profess ionals,  such as pharmacists,  radio logy technologists, 
and therapists.  However,  the def in i t ion is  not l imi ted to these indiv iduals a lone; the term 
inc ludes any person in a posi t ion to recommend or in f luence the purchase or prescr ib ing of 
Bayer’s pharmaceut ica l  products.  In some instances,  th is may inc lude indiv iduals who do not 
work d i rect ly  wi th pat ients but who have inf luence over the recommendat ion,  purchase, or 
prescr ib ing of  Bayer’s pharmaceut ica l  products—such as a purchasing agents at  hospi ta ls, 
phys ic ian pract ice managers,  management personnel  wi th in group purchasing organizat ions 
(GPOs),  managed care organizat ions (MCOs),  pharmacy benef i t  managers (PBMs),  heal th p lan 
administrators,  wholesalers,  d ist r ibutors,  pharmacies,  Pharmacy & Therapeut ics Committee 
members,  Formulary Committee members,  or  other customers who do not see pat ients.  Some 
posi t ions and t i t les wi th in the industry are not considered heal thcare profess ionals such as, 
Or ig ina l  Equipment Manufacturers (OEMs) or  reta i l  managers.  Accordingly,  such persons are not 
considered heal thcare profess ionals under the program.

The Bayer U.S. Compl iance Program Documents (e.g. ,  Pol ic ies and Procedures,  Forms) are 
accessib le v ia the intranet at  URL: http://us.bayernet.cnb/en/organizat ion/us-corporate-
departments/compliance-operat ions/l ibrary.aspx#pol icies-and-procedures

Importance of Complying with these Compliance Policies and Procedures

The laws governing our conduct are enforceable by criminal, civil and administrative penalties. 
V io lat ions may resul t  in ja i l  sentences,  f ines,  or  exclus ion f rom federa l  and state heal thcare 
programs such as Medicare,  Medicaid,  Department of  Defense and the Department of  Veterans 
Affa i rs.  Bayer is  committed to comply ing with a l l  appl icable laws, regulat ions and industry codes 
( inc luding the PhRMA Code on Interact ions with heal thcare profess ionals,  the AdvaMed Code of 
Eth ics and Medical  Device Manufacturers Associat ion (MDMA))  govern ing the sa le and market ing 
of  pharmaceut ica l  and bio logica l  products as wel l  as laws and regulat ions govern ing the 
report ing of  pr ices and re imbursement in format ion for  government re imbursed products.  Fa i lure 
to comply wi th federa l  regulat ions and Bayer’s U.S. Pharmaceut ica ls Compl iance Pol ic ies and 
Procedures can have d i rect  and severe consequences both to you and to Bayer.

Any Bayer employee, contractor,  consul tant ,  or  agent who v io lates,  or  encourages others to 
v io late,  these Compl iance Pol ic ies and Procedures is  subject  to d isc ip l ine,  up to and inc luding 
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terminat ion of  employment.  Each Bayer employee, contractor,  consul tant ,  and agent wi l l  be required 
to inc lude a Compl iance object ive that  is  re levant and meaningfu l  to h is/her job responsib i l i t ies in 
h is or  her Performance Management Process or s imi lar  per formance pract ices.  Per formance on that 
compl iance object ive wi l l  be evaluated by the manager of  each employee, contractor or  consul tant . 
Said object ive shal l  inc lude the t imely complet ion of  any ass igned Compl iance cert i f icat ion or t ra in ing. 
Fa i lure to adhere to these Compl iance Pol ic ies and Procedures wi l l  be considered in connect ion with 
per formance evaluat ions for  a l l  Bayer U.S. Pharmaceut ica ls Compl iance Program Part ic ipants.

Employees,  contractors,  consul tants,  and agents are required to report  suspected v io lat ions of 
these Compl iance Pol ic ies and Procedures to the i r  superv isor,  the Law, Patents and Compl iance 
Department, or the Vice President and Head, U.S. Off ice of Compliance.  Reports may also be made 
anonymously and confidential ly via Bayer’s Confidential Disclosure Program, which includes a tol l  free 
number (Bayer Compliance Hotl ine), 1-888-765-3846 or at www.expolink.co.uk/bayercompliance. Any 
employee, contractor, consultant, or agent who in good faith reports a suspected violation, or raises any 
compliance matter, wil l  not be subject to any retal iat ion or adverse actions based upon such reports.

Anti-Kickback Statute

Bayer U.S. Pharmaceut ica ls puts pol ic ies and procedures in p lace to help ensure that  the 
Company does not v io late the Ant i -Kickback Statute.  The Ant i-Kickback Statute is  a federa l  law 
that prohib i ts ent i t ies such as manufacturers of  drugs or medical  dev ices f rom offer ing or g iv ing 
“remunerat ion” (e.g. ,  anyth ing of  va lue or “Transfers of  Value” (ToV) )  d i rect ly  or  indi rect ly  in exchange 
for  the purchase of  a product or  to induce the purchase of  such product – e i ther now, in the future,  or 
as a reward for  past purchases.

Many states have enacted laws s imi lar  to the Federa l  Ant i -Kickback Statute.  One of  the pr imary 
concerns about k ickbacks is  that  they encourage the heal thcare profess ional  to make decis ions 
based on personal  f inancia l  ga in and not necessar i ly  on what is  best for  the pat ient .

Who is a U.S. Compliance Program Participant?

Bayer’s Compliance Program covers all employees, contractors, consultants, and agents in the 
Pharmaceut ica ls,  Consumer Heal th and Crop Science businesses.  Among other th ings,  the U.S. 
Compl iance Program covers a l l  employees,  contractors,  consul tants,  and agents who perform any 
of  the fo l lowing funct ions on behal f  of  Bayer U.S.,  LLC, or  any Bayer Aff i l ia te (1)  the promot ion, 
advert is ing,  d ist r ibut ion,  market ing,  and sa le of  Government Reimbursed Products;  or  (2 )  the 
development or  d isseminat ion of  mater ia ls  or  in format ion about,  or  the prov is ion of  serv ices re lat ing 
to,  Government Reimbursed Products;  or  (3 )  involved with the in i t iat ion,  negot iat ion,  proposal , 
development,  approval ,  implementat ion,  management,  overs ight ( inc luding account ing funct ions) , 
or  rev iew of  arrangements or  t ransact ions that  involve,  d i rect ly  or  indi rect ly,  the offer,  payment, 
so l ic i tat ion or receipt  of  anyth ing of  va lue between Bayer U.S.,  LLC or any Bayer Aff i l ia te and any 
actual  or  potent ia l  source of  referra ls or  sa les of  Government  Reimbursed  Products.

Bayer Corporate Compliance Policy

In addition to Bayer’s Compliance Program described above, the Bayer Corporate Compliance Policy 
publ ished covers the var ious Bayer businesses on a g lobal  bas is.  This pol icy prov ides guidance 
regarding important areas of  corporate responsib i l i ty,  inc luding the laws of  var ious countr ies that 
impose obl igat ions on Bayer and i ts  employees,  contractors,  consul tants and agents.  A l though the 
scope of  the compl iance programs di ffer,  the concepts ref lect ing the Company’s commitment to 
eth ica l  behavior  are consistent,  and Bayer employees,  contractors,  consul tants,  and agents 
are required to comply wi th a l l  appl icable Bayer U.S. Pharmaceut ica ls Compl iance Pol ic ies 
and Procedures.  The Bayer Corporate Compl iance Pol icy may be found at : 
http://www.bayernet.com/corp/pol icies/pol icies_detai l .cfm?fi le id=333 .  In addi t ion,  the 
g lobal  Integrated Compl iance Management @Bayer ( ICM@Bayer )  prov ides a process (e.g. ,  pol ic ies, 
moni tor ing,  and t ra in ing)  re lat ive to ident i f ied substant ive r isk areas,  inc luding such topics as ant i -
corrupt ion,  conf l ict  of  interest ,  and ant i t rust .
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Bayer AG Anti-Corruption Compliance Manual

The principles set forth in the Bayer AG Anti-Corruption Compliance Manual also represent a 
broad out l ine of  the min imum standards of  business conduct that  Bayer AG expects each of 
i ts  employees,  g lobal ly,  to fo l low. These min imum standards are der ived f rom global ly 
appl icable laws, industry codes and internal  regulat ions,  and are consistent wi th the laws, 
regulat ions,  guidel ines,  and Compl iance Pol ic ies and Procedures appl icable in the U.S. 
However,  where str icter  local  standards ex ist ,  such as your business’  Compl iance Pol ic ies 
and Procedures,  such str icter  Pol ic ies and Procedures a lways take precedence. 
The Bayer AG Ant i-Corrupt ion Compl iance Manual  may be found at 
http://www.bayernet.com/corp/pol icies/pol icies_detai l .cfm?fi le id=225

The Foreign Corrupt Practices Act

Bayer conducts its business with the highest legal and ethical standards and will not tolerate 
corrupt ion.  Each employee, contractor,  consul tant ,  and agent must per form his/her job in fu l l 
compl iance with the Fore ign Corrupt Pract ices Act (FCPA) and must never conduct business 
through unlawfu l  payments,  br ibes,  k ickbacks,  g i f ts ,  or  other quest ionable inducements.

The FCPA  speci f ica l ly  prohib i ts  Bayer employees,  contractors,  consul tants,  or   i ts   agents  f rom  
offer ing,   promis ing,   making,  author iz ing,  or  prov id ing d i rect ly  or  indi rect ly,  any payments,  g i f ts , 
or  anyth ing of  va lue to a non-U.S. government off ic ia l ,  pol i t ica l  party,  party off ic ia l ,  or  candidate 
for  fore ign pol i t ica l  off ice,  or  an off ic ia l  of  an internat ional  organizat ion (such as the Wor ld Bank) , 
wi th the intent to:

	 •	 Improper ly 	 in f luence	or	 reward	the	off ic ia l ’s 	act ions;
  
	 •	 Improper ly 	 in f luence	decis ion-making	 in	order	 to	obta in	or 	 reta in	business; 	or

	 •	Secure	an	 improper	advantage.

Each Bayer employee, contractor,  consul tant ,  and agent has the responsib i l i ty  to ensure that 
h is/her deal ings with non-U.S. government off ic ia ls  —including state-employed heal thcare 
profess ionals—comply wi th the FCPA. L ikewise,  each employee, contractor,  consul tant ,  and 
agent is  prohib i ted f rom making payments to any th i rd party who the employee, contractor, 
consul tant ,  or  agent knows wi l l ,  or  bel ieves is  l ike ly  to,  make an unlawfu l  payment re lated to 
Bayer’s pharmaceut ica l  business.

Third Party Due Diligence (TPDD)

Bayer developed its group-wide, Third Party Due Diligence process to not only comply with strict 
legal  standards across the g lobe, but a lso to establ ish a c lear and uni form method to conduct 
and document r isk-based due di l igence. This r igorous process wi l l  empower Bayer’s businesses 
and Compl iance Off icers to make informed decis ions when engaging Thi rd Part ies.

Use of  the TPDD process us ing the COMPASS Tool  (a web-based appl icat ion avai lable here: 
https://compass. intranet.cnb/sage/nui/home?0 )  is  mandatory for  any Bayer employee seeking 
to engage a Thi rd Party in scope to interact wi th government off ic ia ls/ inst i tut ions or HCPs and 
HCOs on Bayer’s behal f  outs ide of  the US.  

Questions

It is expected that every employee, contractor, consultant, and agent will have a working knowledge 
of  the laws affect ing h is/her responsib i l i t ies and the scope of  permiss ib le act iv i t ies involved in 
h is/her work,  and wi l l  seek guidance f rom a superv isor or  the Law, Patents and Compl iance 
Department for  any quest ions.
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The Bayer Conf ident ia l  Disc losure Program al lows employees,  contractors,  consul tants,  and 
agents to d isc lose,  conf ident ia l ly  and without reta l iat ion,  any issues or quest ions associated   
wi th Bayer’s pol ic ies,  pract ices,  procedures or wi th any federa l  heal thcare  programs bel ieved  
by the indiv idual  in good fa i th to be a potent ia l  v io lat ion of  cr iminal ,  c iv i l  or  admin ist rat ive law. 
The Conf ident ia l  Disc losure Program is the Bayer Compl iance Hot l ine,  a to l l - f ree te lephone l ine 
1-888-765-3846 or at  www.expol ink.co.uk/bayercompliance ,  admin istered by a th i rd party 
vendor.

The th i rd party vendor prov ides serv ices 24 hours a day,  seven days a week and prepares reports 
of  a l l  d isc losure cal ls .  Each report  is  ass igned a unique case number,  which is  prov ided to the 
cal ler.  Cal lers may be prov ided a date to make a fo l low-up cal l  for  the purpose of  receiv ing 
a response f rom Bayer or  for  the cal ler  to prov ide addi t ional  in format ion.  The reports are 
t ransmit ted to the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee)  wi th in 
24 hours of  receipt .

To ensure complete conf ident ia l i ty,  the th i rd party vendor wi l l  mark any reports that  name  a  
designated report  rec ip ient  or  invest igator  ( the  Bayer U.S. Compl iance Off icer  or  designee)   for  
“Specia l   Handl ing.”  Reports  marked  for  “Specia l   Handl ing” wi l l   therefore  not  be  d ist r ibuted  
to  the  designated report  rec ip ient  or  invest igator named in the report .  I f  a l l  des ignated report 
rec ip ients or  invest igators are named with in the report ,  the report  wi l l  be sent to the Specia l 
Handl ing Report  Recip ient ,  who is the Global  Compl iance Off icer  for  Bayer.

Publication 0f Confidential Disclosure Program

Information about the Bayer Compliance Hotline is advertised to all Bayer employees, contractors, 
consul tants,  and agents.  The fo l lowing informat ion wi l l  genera l ly  be inc luded in the not ice:

	 •	The	to l l - f ree	te lephone	number.

	 •	The	 fact 	 that 	 the	cal ler 	need	not	d isc lose	h is/her	 ident i ty.

	 •	The	 fact 	 that 	 the	Bayer	Compl iance	Hot l ine	should	be	used	to	report 	 issues	or	quest ions	 	
  associated with Bayer’s pol ic ies,  pract ices,  procedures, or  wi th any federa l  heal thcare 
  programs bel ieved by the indiv idual  to be a potent ia l  v io lat ion of  cr iminal ,  c iv i l  or 
  admin ist rat ive law.

	 •	Reports	may	be	made	conf ident ia l ly 	and	without	 reta l iat ion	 for 	 reports  made in good fa i th  
  to the Bayer Compl iance Hot l ine.

The Confidential Disclosure Log

The third party vendor provides two reports to the Law, Patents and Compliance Department 
each month;  one summar izes report ing act iv i ty  f rom the pr ior  month and the other l is ts a l l  open 
reports.  The th i rd party vendor ass igns the case number to each report  which is  recorded on a l l 
documents that  are added to the d isc losure f i le ,  as wel l  as those that  are mainta ined in Human 
Resources and/or the Law, Patents and Compl iance Department.  This a l lows the status of  any 
subsequent invest igat ion to be t racked. The reports f rom the th i rd party inc lude a l l  d isc losures 
made to the Bayer Compl iance Hot l ine.  Reports involv ing federa l  heal thcare programs and/or 
Bayer U.S. Pharmaceut ica ls Compl iance Pol ic ies and Procedures wi l l  be processed as descr ibed 
below. Reports that  do not involve federa l  heal thcare programs or Bayer’s U.S. Pharmaceut ica ls 
Compl iance Pol ic ies and Procedures,  such as those involv ing employment or  human resource 
issues,  wi l l  be d i rected to the Law, Patents and Compl iance Department or  the Human Resources 
Department wi th in the re lated Bayer business.

1. OPERATING THE CONFIDENTIAL DISCLOSURE PROGRAM
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Procedure upon receipt of disclosure report involving federal healthcare programs

Upon receipt of a disclosure report,  involv ing federal healthcare programs and/or Bayer’s U.S. 
Pharmaceut ica ls Compl iance Pol ic ies and Procedures,  the V ice Pres ident and Head, U.S. Off ice 
of  Compl iance (or  designee)  makes a pre l iminary good fa i th inqui ry into the a l legat ions set  for th 
in the d isc losure to ensure that  he or she has obta ined the informat ion necessary to determine 
whether fur ther rev iew must be conducted.

An internal  rev iew is in i t iated to invest igate any d isc losure that  is  suff ic ient ly  speci f ic  so that 
i t  reasonably permits a determinat ion of  the appropr iateness of  the a l leged improper pract ice 
and prov ides an opportuni ty for  tak ing correct ive act ion.  The V ice Pres ident and Head, U.S. 
Off ice of  Compl iance (or  designee)  in i t iates the invest igat ion by prov id ing a summary of  the 
a l legat ion,  inc luding the case number,  to the Law, Patents and Compl iance Department and/or 
the appl icable Human Resource Department,  as appropr iate.

After  a reasonable per iod of  invest igat ion depending upon the c i rcumstances,  the V ice Pres ident 
and Head, U.S. Off ice of  Compl iance (or  designee)  wi l l  prov ide a statement of  c losure or a 
request for  addi t ional  in format ion to the th i rd party vendor to be prov ided to the cal ler.  Once a l l 
necessary in format ion is  obta ined and the invest igat ion is  f ina l ized, the d isc losure report  wi l l  be 
documented as c losed by the th i rd party vendor.

A f ina l  wr i t ten report  is  mainta ined in the Law, Patents and Compl iance Department and wi l l 
inc lude, as appropr iate,  the resul ts of  the invest igat ion and correct ive act ions taken.

Correct ive act ions may inc lude, but are not l imi ted to,  the fo l lowing:

	 •	Modi f icat ions	to	appropr iate	pol ic ies	or 	procedures.

	 •	Addi t ional 	or 	 remedia l 	 t ra in ing.

	 •	Disciplinary	action,	up	to	and	including	termination.

Bayer U.S. Pharmaceuticals does not hire Ineligible Persons—individuals who are excluded, 
suspended, debarred or otherwise  ine l ig ib le to part ic ipate in  federa l  heal thcare programs or in 
federa l  procurement or  non-procurement programs; or  who have been convicted of  a cr iminal 
offense re lated to federa l  heal thcare programs. Bayer may not b i l l  federa l  heal thcare programs for 
i tems or serv ices furn ished, ordered, or  prescr ibed by an Ine l ig ib le Person.
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Scope

This Bayer U.S. Pharmaceuticals Compliance Policy and Procedures document applies to all Bayer
employees,  contractors,  consul tants,  and agents as wel l  as addi t ional  Bayer personnel  as ident i f ied.

Procedures

New Hire Self-Disclosure and check against Government websites.

   1. Prior to hiring a Bayer employee, contractor, consultant or agent or permitting internal job   
      t ransfers and changes, the appropr iate Human Resource Department Recru i ter, 
      Cont ingent Labor or  Bayer Sponsor,  must ensure that  the appl icant s igns a Sel f-Disc losure 
      form that cert i f ies that  he or she:

	 •	Is 	e l ig ib le	 to	part ic ipate	 in	 federa l 	heal thcare	programs	and	procurement	and	non-procurement		
  programs.

	 •	Has	not	been	convicted	of 	a	cr iminal 	offense	 involv ing	a	state	or  federa l  heal thcare 
  program.

	 •	Is 	not	excluded,	debarred	or	suspended	f rom	part ic ipat ing	 in	any  other government 
  programs.

	 •	W i l l 	d isc lose	 immediate ly	 to	 the	Law,	Patents	and	Compl iance  Department i f  he/she 
  becomes an Ine l ig ib le Person.

The Sel f-Disc losure form a lso conta ins the appl icant’s cert i f icat ion that  he or she has 
received, read, understood, and agrees to abide by the Bayer Code of  Conduct.  The Human 
Resources Department must prov ide the Bayer Code of  Conduct to the appl icant as part  of 
the onboarding process (e lectronica l ly  or  manual ly )  before the appl icant completes the paper 
cert i f icat ion.

       1.  Pr ior  to h i r ing,  internal  t ransfers or  to approv ing job changes involv ing a Bayer employee, 
  contractor,  consul tant ,  or  agent,  Human Resources,  Cont ingent Labor or  Bayer Sponsor 
  wi l l  prov ide the Sel f-Disc losure form and the Bayer Code of  Conduct to the prospect ive 
  Bayer employee, contractor,  consul tant ,  or  agent.  In addi t ion,  Human Resources, 
  Cont ingent Labor or  Bayer Sponsor wi l l  ar range with the contracted consumer report ing 
  agency to complete the government exclus ion checks for  each prospect ive Bayer 
  employee, contractor,  consul tant  or  agent.  The government exclus ion checks involve 
  checking the prospect ive employee’s,  contractor’s,  consul tant ’s,  or  agent’s name against 
  two government exclus ion l is ts:  the Department of  Heal th and Human Serv ices/Off ice of 
  Inspector Genera l ’s L ist  of  Excluded Indiv iduals/  Ent i t ies at  https://oig.hhs.gov/ ,  the 
  Genera l  Serv ices Administrat ion’s L ist  of  Part ies Excluded f rom Federa l  Programs at 
  http://www.sam.gov  and the U.S. Food and Drug Administrat ion (FDA) Debartment L ist 
  at  https://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/default .htm .   
  Bayer’s consumer report ing agency conducts the required government screenings and 
  mainta ins the reports permanent ly.

 2.The exclus ion check and the Sel f-Disc losure form must be completed, scanned and 
  emailed to the Law, Patents and Compliance Department at: bayeruscompliance@bayer.com
  before the h i r ing process is  complete and before the appl icant’s f i rst  day in 
  the posi t ion.  I f  a Bayer employee, contractor,  consul tant ,  or  agent is  l is ted on e i ther of 
  the government websi tes,  you must fo l low procedures deta i led in the fo l lowing sect ion 
  entit led “Change in El igibi l i ty Status of a Bayer Employee, Contractor, Consultant, or Agent.”

2. Determining ineligible persons
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I f  any potent ia l  Bayer employee, contractor,  consul tant  or  agent fa i ls  to sat is fy these 
requirements or  is  determined to be an Ine l ig ib le Person, Bayer wi l l  not  h i re that  person.

The or ig ina l  Sel f-Disc losure form and resul ts of  the government screenings and exclus ion checks 
are reta ined by the Human Resources Department,  Cont ingent Labor or  Bayer Sponsor.  The Law, 
Patents and Compl iance Department reta ins the fax or  e lectronic copy of  the Sel f-Disc losure form 
a long with the Exclus ion Check search documentat ion onl ine in the Law, Patents and Compl iance 
Department.  The cert i f icat ions wi l l  be reta ined for  a per iod of  10 years f rom the date they are 
completed

Annual check against government websites for all employees, 
contractors, consultants, and agents

The Law, Patents and Compliance Department will make a request to the Human Resources 
Department (myServ ices)  and the Global  User Management System-GUMS (BBTS Serv ice Center 
to arrange for  the annual  government exclus ion checks to be conducted for  a l l  Bayer employees, 
contractors,  consul tants,  and agents.  myServ ices and GUMS (BBTS Serv ice Center )  prepares 
a report  of  a l l  act ive and inact ive Bayer employees,  contractors,  consul tants,  and agents and 
submits the report  to the Law, Patents and Compl iance Department to ut i l ize in conduct ing 
the government screenings.  The Law, Patents and Compl iance Department wi l l  create a l is t  of 
a l l  contractors,  consul tants and agents,  by compar ing the reports received f rom myServ ices 
and GUMS (BBTS Serv ice Center ) ,  as wel l  as data f rom Bayer’s internal  Learn ing Management 
System (LMS) My Learn ing powered by Plateau,TM  Cont ingent Labor Program databases,  a long 
with manual  records.  The l is t  wi l l  then be compared to the government exclus ion l is ts ident i f ied 
above. Addi t ional  in format ion wi l l  be used in a more ref ined compar ison and research performed 
for  any returned possib le or  exact match. Wr i t ten records wi l l  be generated and reta ined to show 
why/how the indiv idual  was determined not to be ine l ig ib le.  The Law, Patents and Compl iance 
Department wi l l  complete the annual  exclus ion process by March 1st  of  each year for  a l l  Bayer 
employees,  contractors,  consul tants,  and agents.

I f  i t  is  determined that the Bayer employee, contractor,  consul tant ,  or  agent is  l is ted as ine l ig ib le, 
wr i t ten not ice records wi l l  be forwarded to the Human Resource Department,  Cont ingent Labor 
or  Bayer Sponsor by the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee) .  For 
any conf i rmed match, see sect ion “Change in E l ig ib i l i ty  Status of  a Bayer Employee, Contractor, 
Consul tant  or  Agent” of  th is procedure.

Documents used in complet ing the annual  check against  government websi tes wi l l  be reta ined by 
the Law, Patents and Compl iance Department for  a per iod of  10 years.

Change in eligibility status of a Bayer employee, contractor, consultant 
or agent

The Vice President and Head, U.S. Office of Compliance (or designee) and the appropriate 
Human Resource Representat ive must be not i f ied immediate ly i f  a Bayer employee, contractor, 
consul tant ,  or  agent

	 •	Becomes	an	 Ine l ig ib le	Person;

	 •	Is 	proposed	to	be	 inc luded	on	the	exclus ion	 l is t 	of 	e i ther	 the	 	Genera l  Serv ices    
  Administrat ion or the Department of  Heal th and Human Serv ices/ Off ice of  Inspector 
  Genera l ;  or

	 •	Has	been	charged	with	a	cr iminal 	offense	re lated	to	a	 federa l 	heal thcare  program.
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The responsib le Human Resource Department,  Cont ingent Labor or  Bayer Sponsor wi l l  suspend 
the Bayer employee, contractor,  consul tant ,  or  agent wi th pay for  one week to enable the 
employee, contractor,  consul tant ,  or  agent to resolve the issue or correct  any ident i ty  issues with 
the Government.  I f  the indiv idual  is  determined to be e l ig ib le wi th in the one-week suspension, 
the Bayer employee, contractor,  consul tant ,  or  agent wi l l  be re instated to h is/her current 
posi t ion.  I f  the indiv idual  is  not re instated dur ing the one-week suspension per iod, the Bayer 
employee, contractor,  consul tant ,  or  agent wi l l  be terminated or t ransferred to a posi t ion that 
does not involve responsib i l i ty  for  or  involvement wi th Bayer business operat ions re lated to 
federa l  heal thcare programs or a posi t ion for  which the Bayer employee, contractor,  consul tant 
and agent’s compensat ion or the i tems or serv ices furn ished, ordered, or  prescr ibed by the 
Bayer employee, contractor,  consul tant  or  agent not paid in whole or  part ,  d i rect ly  or  indi rect ly, 
by federa l  heal thcare programs or otherwise with federa l  funds.
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SELF DISCLOSURE FORM

Bayer employees, contractors, consultants and agents

I ,      _______________________________represent that  I :________________________________________

	 •	have	never	been	convicted	of 	a	cr ime	under	Sect ion	306(a) 	or 	306(b) 	of 	 the	Gener ic	Drug	 	
  Enforcement Act of  1992 or as def ined or inc luded with in 42 U.S.C. sect ion 1320a-7(a)  or  
  (b ) ,  or 

	 •	am	not	current ly 	excluded,	debarred,	suspended,	or 	otherwise	 ine l ig ib le	 to	part ic ipate	 in	any	 	
  Federa l  heal th care programs, inc luding Medicare and Medicaid,  or  in Federa l  procurement or   
  non-procurement programs.

	 •	agree	to	report 	 immediate ly	 to	my	Human	Resources	Department	any	change	 in	my	status	as	
  an indiv idual  e l ig ib le to part ic ipate in federa l  heal th care programs or in federa l  procurement or 
  non-procurement programs.

Code of Conduct Certification

	 •	I	hereby	recognize	and	acknowledge	that	I	have	received	a	Compliance	Code	of	Conduct	
  booklet  and cert i fy  that  I  have read, understand, and agree to abide by th is code.
                     
________________________________________________ __________________
    S ignature     Date
            
______________________________________________________________________
                                   Pr int  Name Clear ly

 

This form a long with the Exclus ion Check search resul ts must be completed, scanned and emai led  to 
the Bayer Compl iance Department at :  bayeruscompliance@bayer.com  before the h i r ing process is 
complete and before the appl icant’s f i rst  day in the posi t ion.  Or ig ina l  is  to be mainta ined by HR/CLP/
Bayer Sponsor wi th the Exclus ion Check search resul ts documentat ion.

Title:   Supervisor   __________                 

Division:    Site Location/Mailing Address  

   _

    _ 
Cost Center:   New Hire Date: ____________________

Rehire

 CWID    ______________

Exclusions Check Date:  Email:       

Signature of person completing this section:__________________________________________

Print Name of person completing this section:

Please print and ensure all sections are completed with the new hires information before sending via email to Compliance.

SELF DISCLOSURE FORM 080814A.doc                                                                
     Pr inted: December  2016
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The process descr ibed in th is procedure is  for  immediate superv isors of  new employees, 
t ransferr ing employees,  or  employees with changes in responsib i l i t ies ( inc ludes contractors, 
consul tants or  agents)  resul t ing in a new ro le or  posi t ion that  qual i f ies the employee, contractor, 
consul tant  and agent as a part ic ipant in the Bayer U.S.  Compl iance Program. Superv isors 
must fo l low th is procedure to ensure that  Bayer meets a l l  the Bayer U.S. Compl iance Program 
requirements for  part ic ipants.  The superv isor who has h i red a contractor,  consul tant  or  agent 
is  referred to as a Bayer Sponsor.  Immediate superv isors are pr imar i ly  responsib le for  ensur ing 
that  t ra in ing and cert i f icat ion occurs on schedule,  as wel l  as for  appropr iate and t imely 
communicat ion with the Human Resources Department and the Law, Patents and Compl iance 
Department.

I f  an employee, contractor,  consul tant ,  or  agent who is not a current Bayer U.S Compl iance 
Program part ic ipant is  t ransferred or promoted into a part ic ipant posi t ion,  the employee, 
contractor,  consul tant ,  or  agent must meet the same Compl iance t ra in ing and cert i f icat ion 
requirements as that  of  a New Hire part ic ipant.  

Communicat ion f rom the Superv isor is  re l ied upon to ensure the Bayer U.S 
Compl iance Program requirements are met for  t ransferred and promoted employees,  contractors, 
consul tants or  agents

Procedures

PRIOR to the Effective Date of Becoming a Participant in the Bayer U.S. 
Compliance Program

Once the employee, contractor, consultant or agent accepts his/her new position, and prior to his/
her effect ive date of  h i re,  t ransfer  or  promot ion,  the immediate superv isor is  requi red to not i fy  the 
Bayer Human Resources Department and the Law, Patents and Compl iance Department pr ior  to 
the effect ive date of  h i re or  t ransfer  or  change in responsib i l i t ies.

Fol lowing the effect ive date of  h i re,  t ransfer  or  promot ion,  the Law, Patents and Compl iance 
Department e lectronica l ly  and/ or  manual ly  sends to the new or ex ist ing part ic ipant a t ra in ing 
package that  inc ludes t ra in ing mater ia ls ,  t ra in ing instruct ions,  the Compl iance Help l ine te lephone 
number,  the Bayer U.S. Pharmaceut ica ls Compl iance Pol icy and Procedures booklet ,  and the 
Bayer Compl iance Hot l ine mater ia ls .

The Law, Patents and Compl iance Department wi l l  moni tor  t ra in ing progress and send weekly 
reminders to the new part ic ipant and the i r  superv isor i f  t ra in ing and cert i f icat ions are not 
completed.

Not i f icat ion is  a lso sent to the Human Resources Department or  Cont ingent Labor,  which wi l l 
communicate deadl ines and consequences to the employee, contractor,  consul tant  or  agent,  as 
wel l  as to the superv isor.

Al l  employees,  contractors,  consul tants,  or  agents who do not complete t ra in ing by the 
deadl ine requirement wi l l  be not i f ied by the i r  superv isor and the Human Resources Department 
or  Cont ingent Labor.   Appropr iate  correct ive  act ion  wi l l   be taken  which  may  inc lude  a  
monetary  penal ty,  suspension without pay,  ine l ig ib i l i ty   f rom  receiv ing  “ fu l ly   meets” under the 
LIFE performance management program (PMP) object ive or  terminat ion of  employment

3. SUPERVISOR RESPONSIBILITY
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Changes in Employment Status of Bayer U.S. Compliance Program 
Participants

Supervisors must report immediately any leave of absence (e.g., short-term or long- term medical 
leave,  personal  leave)  or  terminat ion to the Human Resources Department and report  to the 
Human Resources and the Law, Patents and Compl iance Department when the part ic ipant returns 
to work af ter  a leave of  absence.

Changes in Employment Status of Compliance Program Participants

Agencies must ensure that the Bayer U.S. Compliance Program requirements are met for all 
contractors,  consul tants,  and agents p laced with Bayer Sponsors (superv isors)  and the Human 
Resources Department Representat ive or  Cont ingent Labor responsib le for  temporary staff ing 
must communicate wi th the agency or vendor,  as wel l  as the Law, Patents and Compl iance 
Department,  to assure the Bayer U.S.  Compl iance Program requirements are met.

The Bayer Sponsor (superv isor ) /Human Resources representat ive or  Cont ingent Labor must:
 
	 •	In form	the	agency	or	vendor	 that 	 the	posi t ion	to	be	 f i l led	 is 	a	part ic ipant  posi t ion.

	 •	In form	the	Law,	Patents	and	Compl iance	Department	 immediate ly	 (pr ior  to the f i rst  work 
  day)  upon plac ing a contractor,  consul tant  or  agent in a part ic ipant posi t ion.

	 •	In form	the	Law,	Patents	and	Compl iance	Department	 immediate ly	 ( the  same day)  upon a 
  contractor,  consul tant  or  agent leav ing a part ic ipant posi t ion.



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

15

2017 Policies & Procedures

With in 30 days of  becoming a Bayer employee, contractor,  consul tant ,  or  agent Business Eth ics 
and Compl iance eLearn ing must be completed. This t ra in ing inc ludes topics such as:  (a )  The 
seven e lements of  an effect ive Compl iance Program (b)  U.S. Laws and Industry Guidance (c ) 
Overv iew of  State Laws, The Pat ient  Protect ion and Affordable Care Act (PPACA) and government 
report ing requirements. 

Throughout the year,  addi t ional  Compl iance Tra in ing wi l l  be d ist r ibuted on topics such as Ant i -
Corrupt ion,  Ant i -Trust ,  Conf l ict  of  Interest ,  Data Pr ivacy,  Travel ,  Gi f ts and Enterta inment pol ic ies; 
and/or new laws or regulat ions with in the industry.  A l l  Compl iance Tra in ing must be completed 
with in 30 days f rom the t ra in ing ass ignment date.  Fa i lure to complete Compl iance Tra in ing by the 
deadl ine may resul t  in a monetary penal ty,  impl icat ions for  employee performance evaluat ions 
(PMP),  and/or d isc ip l inary act ion for  each late or  incomplete t ra in ing/cert i f icat ion.

4. Compliance Training
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General Rule

Bayer takes seriously all violations of (1) applicable federal, state or local laws or regulations, 
(2 )  appl icable industry guidel ines,  and (3)  the Bayer Code of  Conduct and the Bayer U.S. 
Pharmaceut ica ls Compl iance Pol ic ies and Procedures.  Disc ip l inary act ion up to and inc luding 
terminat ion of  employment may be taken against  any Bayer employee, contractor,  consul tant ,  or 
agent who v io lates appl icable federa l ,  state or  local  laws or regulat ions,  industry guidel ines,  the 
Bayer Code of  Conduct,  or  the Bayer U.S. Pharmaceut ica ls Compl iance Pol ic ies and Procedures.

Non-Retaliation

Bayer will  not  retaliate,  or  tolerate  retaliation,  against any Bayer employee, contractor, 
consul tant ,  or  agent for  report ing in good fa i th any a l leged compl iance issue or other 
inappropr iate act iv i ty  involv ing appl icable federa l ,  state or  local  laws and/or regulat ions,  industry 
guidel ines,  the Bayer Code of  Conduct or  the Bayer U.S. Pharmaceut ica ls Compl iance  Pol ic ies  
and  Procedures

Bayer compliance program participants subject to disciplinary action

Disciplinary action may be taken against any Bayer employee, contractor, consultant, or agent who:  
(1 )  author izes or part ic ipates in a v io lat ion of  any federa l ,  state or  local  law or regulat ion,  industry 
guidel ines or the Bayer U.S. Pharmaceut ica ls Compl iance Pol ic ies and Procedures;  (2 )  knowingly 
wi thholds re levant or  mater ia l  in format ion concern ing an actual  or  suspected compl iance issue or 
other inappropr iate act iv i ty ;  or  (3 )  fa i ls  to cooperate wi th an invest igat ion by the V ice Pres ident 
and Head, U.S. Off ice of  Compl iance or the Law, Patents and Compl iance Department.

Any Bayer employee, contractor,  consul tant ,  or  agent who fa i ls  to report  an actual  or  suspected 
compl iance issue or other inappropr iate act iv i ty  that  has been brought to h is or  her at tent ion may 
be subject  to d isc ip l inary act ion,  up to and inc luding terminat ion of  employment.

Any d isc ip l inary act ion taken by Bayer in response to a v io lat ion of  the Bayer U.S. 
Pharmaceut ica ls Compl iance Pol ic ies and Procedures should be commensurate wi th the sever i ty 
of  the v io lat ion,  as determined in Bayer’s sole d iscret ion.   In the case of  mater ia l  v io lat ions of 
federa l ,  state,  or  local  laws or regulat ions,  i t  may be necessary to refer  the compl iance matter  to 
appropr iate law enforcement off ic ia ls .

5. Disciplinary Action
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When interact ing with HCPs and HCOs, Bayer Compl iance has establ ished data col lect ion 
methods for  certa in t ransact ions and arrangements involv ing indiv iduals or  ent i t ies that  may 
prescr ibe,  purchase, supply,  recommend, administer  or  prov ide informat ion about drugs or 
dev ices for  Bayer’s pharmaceut ica l  products.  This Pol icy def ines those interact ions with HCPs 
and HCOs and out l ines the pol ic ies and procedures that  Bayer U.S. Pharmaceut ica ls must fo l low 
when enter ing into these interact ions.  The speci f ic  procedures that  must be fo l lowed for  each 
type of  interact ion (e.g. ,  Lunch and Learn,  Advisory Boards,  etc. )  are incorporated into the 
indiv idual  procedures part icu lar  to that  arrangement or  interact ion.

Definitions
Focus Arrangements  -  a lso referred to as interact ions with an HCP or HCO - descr ibes an 
interact ion between Bayer and a heal thcare prov ider (HCP) or  heal thcare organizat ion (HCO) that 
involves a payment or  Transfer  of  Value (ToV) in exchange for  a serv ice prov ided. Whi le the term 
“HCP” has many def in i t ions in our industry and across the organizat ion,  an HCP for  Compl iance 
report ing purposes is  def ined as:  a person who may prescr ibe,  purchase, supply,  recommend, 
administer  or  prov ide informat ion about drugs or dev ices.   In th is context ,  th is term has a broad 
appl icat ion and inc ludes,  but is  not l imi ted to,  phys ic ians,  nurses,  midwives,  technologists, 
pharmacists and others.

Source of Sales or Referrals  The term “source of  sa les or  referra ls”  means any d ist r ibutor, 
wholesaler,  suppl ier,  phys ic ian,  other HCPs, contractor or  agent.  Referra ls or  sa les inc lude 
referr ing,  recommending, arranging for,  order ing,  prescr ib ing,  or  purchasing Government 
Reimbursed Products.

As a pract ica l  matter,  i t  may be d i ff icu l t  for  Bayer to determine whether a source of  sa les or 
referra ls is  an actual  or  potent ia l  source.  For example,  Bayer could enter  into an agreement 
wi th a phys ic ian who current ly  does not recommend or prescr ibe Bayer products and thus 
would not be an actual  source of  referra ls or  sa les.  However i t  is  possib le that  tomorrow that 
same physic ian wi l l  s tar t  prescr ib ing Bayer products and thus become an actual  source.  For 
th is reason, as a genera l  ru le,  you should t reat  potent ia l  sources of  sa les or  referra ls as actual 
sources.  

Government Reimbursed Products  are def ined as a l l  drugs,  dev ices,  and other i tems that are 
marketed, d ist r ibuted, sold or  promoted by Bayer Pharmaceut ica ls or  any Bayer Aff i l ia te and 
re imbursed in whole or  in part  by federa l  heal thcare programs.

Third Party Personnel  are def ined as personnel  (e.g. ,  contracted sa les organizat ions,  CROs, 
etc. )  of  the ent i t ies wi th whom Bayer or  any Bayer aff i l ia te has or may in the future enter  into 
agreements to co-promote a Government Reimbursed Product or  engage in jo int  promot ional 
act iv i t ies re lat ing to such product.

Examples of Focus Arrangements/Interactions with HCPs and HCOs

Below are some examples of Focus Arrangements/Interactions with HCPs and HCOs to the extent 
the other party is  an actual  or  potent ia l  source of  referra ls or  sa les of  Government Reimbursed 
Products:

	 •	Speaker	agreements

	 •	Medical 	educat ion	grants

	 •	Consul tant 	agreements

6. FOCUS ARRANGEMENTS (Interactions with HCPs and HCOs)
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	 •	Advisory	board	agreements

	 •	Disease	management	speaker	programs

	 •	Exhib i t 	or 	d isplay	 fees

	 •	Cl in ica l 	 research	or	c l in ica l 	 t r ia l 	grants

	 •	Invest igator	sponsored	studies

	 •	Vendor credent ia l ing/hospital  registrat ion fees paid direct ly to a customer (e.g.,  hospital )

The above l is t  is  not a l l - inc lus ive and act iv i t ies not l is ted may st i l l  be considered a Focus 
Arrangements/ Interact ion with HCPs and HCOs. I f  you have any quest ions about whether 
a potent ia l  act iv i ty  or  t ransact ion may const i tute an interact ion with HCPs and HCOs or 
reportable interact ion with a heal thcare profess ional ,  you must consul t  the Law, Patents and 
Compl iance Department.

Procedures for Focus Arrangements/Interactions with HCPs and HCOs

Bayer has established a written review and approval process for Focus Arrangements /Interactions 
with HCPs and HCOs of  a contractual  nature.  I f  you are unsure whether a t ransact ion,  contract , 
program, or other act iv i ty  const i tutes a Focus Arrangement/ Interact ion with HCPs and HCOs you 
must consul t  wi th the Law, Patents and Compl iance Department for  ass istance to ensure proper 
procedures are fo l lowed.

Speci f ic  procedures for  each type of  Focus Arrangement or  interact ion with HCPs and HCOs are 
found in the pol icy speci f ic  to that  type of  interact ion (e.g. ,  pol icy on fee-for-serv ice agreements) . 
The f i rst  step in the rev iew and approval  process for  a l l  Focus Arrangements / Interact ions with 
HCPs and HCOs is to comply wi th the Bayer pol icy speci f ic  to that  indiv idual  interact ion.
The purpose of  the fo l lowing procedures is  to help ensure that  a l l  interact ions with HCPs and 
HCOs do not v io late the Ant i -Kickback Statute.  For each contractual  interact ion with HCPs and 
HCOs the fo l lowing must be done:

 1.Set forth in wr i t ing pr ior  to the serv ices being per formed.

 2.  Agreement must be s igned by Bayer U.S.,  LLC and the HCP/HCO part ies to the arrangement 
    pr ior  to the serv ices being per formed.

 3.  Agreement must inc lude a cert i f icat ion by the part ies to the Focus Arrangement /
    Interact ion with HCPs and HCOs that the part ies shal l  not  v io late the Ant i -Kickback 
    Statute wi th respect to the per formance of  the HCP or HCO.

 4.  I f  the party to the Interact ion with HCPs and HCOs (Focus Arrangement)  is  a person who 
   is  involved in,  or  an ent i ty  whose employees are involved in,  Promot ional  and Product 
   Serv ices Related Funct ions,  Bayer U.S. Pharmaceut ica ls must send each ent i ty  that 
   is  a party to the arrangement a copy of  Bayer’s Code of  Conduct and with the appl icable 
   Ant i -Kickback Statute Pol ic ies and Procedures attached. These attachments may be sent 
   e lectronica l ly  and can be inc luded as an exhib i t  to the contract  or  sent as separate 
   documents.

Law, Patents and Compliance Review of Focus Arrangement/Interactions
with HCPs and HCOs

The Law, Patents and Compliance Department evaluates whether each proposed interaction 
sat is f ies the requirements of  the Ant i -Kickback Statute and assesses compl iance with re levant 
Safe Harbor (s ) .  The rev iewing attorney must document that  th is assessment was conducted, h is/
her name, and the date i t  was conducted.
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The Law, Patents and Compl iance Department a lso conf i rms that  the proposed payment (e.g. , 
speaker compensat ion or fees for  a serv ice)  represents fa i r  market va lue.  Fa i r  Market Value 
is  based on an independent,  th i rd-party prov ider who benchmarks industry standards.  The 
methodology used to determine indiv idual  fa i r  market va lue calculat ions is  ava i lab le on the Law, 
Patents and Compl iance websi te.  Any except ion f rom the fa i r  market va lue methodology and the 
rat ionale for  such except ion must be approved by the V ice Pres ident and Head, U.S. Off ice of 
Compl iance (or  designee)  and documented and mainta ined in the Law, Patents and Compl iance 
Department.

Proof of Service

The Requestor of the arrangement must be able to confirm that the services and/or items required 
to be prov ided pursuant to the interact ion with the HCP or HCO were in fact  prov ided. The form 
of  the proof  of  serv ice wi l l  d i f fer  depending on the type of  interact ion with the HCP or HCO (e.g. , 
speaker s ign- in sheets,  s l ide decks,  t ime sheets,  or  exhib i t  booth attendance forms).  Proof  of 
serv ice must be reta ined by the Requestor of  the arrangement owner in case of  a future audi t  or 
rev iew. 

Payment for Focus Arrangement/Interactions with HCPs and HCOs

All fees and expenses associated with these interactions must be correctly linked with the contract 
for  report ing purposes.  The contract  number ass igned to each arrangement must be used 
when payment of  fees and expenses are requested. Fa i lure to associate such fees with the 
correct  contract  number is  a v io lat ion of  th is pol icy and can resul t  in inaccurate report ing to the 
government.

Focus Arrangements Database

Bayer maintains a compliance database tracking all interactions with Focus Arrangements 
( Interact ion with HCPs and HCOs) which a lso ensures the interact ions is  rev iewed and does not 
v io late the Ant i -Kickback Statute.  In part icu lar,  the database:

	 •	Al lows	Bayer	 to	 t rack	remunerat ion	to	and	 f rom	al l 	part ies	associated	with	 the	
  interact ion with an HCP or HCO; and

	 •	Inc ludes	appropr iate	documentat ion	of 	 requi red	 internal 	contro ls.

The fo l lowing informat ion must be inc luded in the database for  each arrangement:

 1.  Name of  each party involved;

 2.  Type of  interact ion (e.g. ,  medical  educat ion grant,  c l in ica l  research agreement,  fee  
     for  serv ice) ;

 3.  Compensat ion to be paid and any re lated expenses;

 4.  Source system (e.g. ,  SAP, GIFTS, FA Upload)  f rom which Bayer compensat ion is  paid (e.g. , 
     check, product,  per iodic payments) ;

 5.  Ver i f icat ion of  payments made by Bayer;

 6.  I temized deta i l  of  expense payments prov ided in conjunct ion with the contractual 
     agreement,  (e.g. ,  lodging, a i r,  ground, meals,  and the c i ty  and state where the t rave l 
     to took p lace) ;

 7.  Fa i r  market va lue documentat ion;
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 8.  Bayer product associated with HCP/HCO interact ion;

 9.  The date of  any del iverable or  serv ices that  have been prov ided; and

      10.  Name and t i t le  of  at torney who rev iewed or assessed whether the Focus Arrangement 
    sat is f ies the requirements of  an Ant i -Kickback Safe Harbor,  dates,  etc.  the assessment 
    was made.
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General Rule

Bayer may be contacted by or receive requests for information from various government agencies 
such as,  for  example,  the Food and Drug Administrat ion (FDA),  the Department of  Heal th 
and Human Serv ices ( inc luding the Off ice of  Inspector Genera l  (OIG) ) ,  the Federa l  Bureau of 
Invest igat ion (FBI ) ,  or  other regulatory agencies.  I t  is  Bayer pol icy to cooperate fu l ly  wi th federa l 
and/or state government off ic ia ls  or  agents who conduct an inqui ry,  audi t  or  otherwise invest igate 
Bayer.  Bayer expects a l l  employee, contractor,  consul tant ,  or  agent to extend the same 
cooperat ion with in the guidel ines of  th is Pol icy.

Reporting Government inquiries or audits

All Bayer employees, contractors, consultants, or agents must immediately report to the Law, 
Patents and Compl iance Department any not ice of  a government inqui ry or  audi t  wi th respect 
to Bayer re lated act iv i t ies.  Not ice of  a government inqui ry may inc lude, but is  not l imi ted to:  (1 ) 
te lephone cal ls  or  let ters f rom government off ic ia ls  or  agents to Bayer employees,  (2 )  execut ion 
of  search warrants,  (3 )  on-s i te v is i ts  to or  inspect ions of  Bayer’s premises by government off ic ia ls 
or  agents,  or  (4 )  v is i ts  by government off ic ia ls  to the homes of  Bayer employees,  contractors, 
consul tants,  and agents.

Contact by Government Investigator

In the event a Bayer employee, contractor, consultant, or agent is contacted by a federal or state 
invest igator wi th respect to Bayer re lated act iv i t ies,  the employee, contractor,  consul tant ,  or 
agent must obta in proper ident i f icat ion f rom the government invest igator pr ior  to answer ing 
quest ions.  Bayer employees,  contractors,  consul tants,  and agents:  (1 )  are not requi red to answer 
any quest ions asked by the government agent wi thout the ass istance of  the Law, Patents and 
Compl iance Department,  (2 )  have the  r ight   to decide whether or  not to consent to an interv iew, 
(3)  have the r ight  to consul t  legal  counsel  – e i ther the i r  own or Bayer counsel  – before answer ing 
any quest ions and to have such counsel  present dur ing quest ion ing by a government agent,  and 
(4)  may stop the interv iew at  any t ime.

I f  a government invest igator at tempts to contact or  interv iew a Bayer employee, contractor, 
consul tant ,  or  agent at  h is or  her respect ive home and/or any locat ion which is  off  Bayer 
premises with respect to Bayer re lated act iv i t ies,  the employee, contractor,  consul tant ,  or  agent 
has the r ight  to e i ther:  (1 )  ta lk to the government invest igator,  (2 )  not ta lk to the government 
invest igator wi thout representat ion by an attorney,  or  (3 )  request that  an appointment be 
scheduled on Bayer’s premises dur ing regular  business hours or  at  an a l ternate t ime and place 
that  is  otherwise convenient.  I f  the Bayer employee wishes to have counsel  present dur ing 
quest ion ing by the government agency p lease cal l  Law, Patents and Compl iance. 

Government Interviews

If a Bayer employee, contractor, consultant, or agent decides to be interviewed or to respond to 
quest ions f rom a government invest igator,  wi th respect to Bayer re lated act iv i t ies,  the employee, 
contractor,  consul tant ,  or  agent must answer a l l  quest ions complete ly,  accurate ly and t ruthfu l ly. 
Bayer employees,  contractors,  consul tants,  or  agents must not guess,  speculate,  or  make-up 
answers to quest ions to which the answers are not known.

In addi t ion,  i f  the employee, contractor,  consul tant ,  or  agent consents to an interv iew, the 
employee, contractor,  consul tant ,  or  agent must obta in speci f ic  author izat ion f rom the Law, 
Patents and Compl iance Department before d iscussing the company’s pr iv i leged informat ion. 
The employee, contractor,  consul tant ,  or  agent must refuse to d iscuss any communicat ions 
he or she may have had, or  of  which he or she may be aware,  involv ing the Law, Patents and 

7. Interactions with Government Investigators
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Compl iance Department or  Bayer’s outs ide legal  counsel .  I f  the employee contractor,  consul tant , 
or  agent does not know whether the informat ion he or she is  being asked to d iscuss is  pr iv i leged, 
the employee, contractor,  consul tant ,  or  agent must consul t  wi th the Law, Patents and 
Compl iance Department for  a determinat ion as to whether that  in format ion is  pr iv i leged to
ensure that  no unauthor ized disc losures of  pr iv i leged informat ion are made.

I f  you do not know with certa inty the answer to any quest ion,  i t  is  appropr iate to say that 
you do not know the answer to the quest ion.  I f  an employee, contractor,  consul tant ,  or  agent 
would l ike to consul t  wi th an attorney,  the employee, contractor,  consul tant ,  or  agent may 
request the presence of  Bayer counsel .  A l ternat ive ly,  Bayer may recommend  qual i f ied  counsel 
and, under appropr iate  c i rcumstances,   wi l l   pay  for   such  counsel   to  represent the Bayer 
employee, contractor,  consul tant ,  or  agent.  I f  at  any t ime, the employee contractors,  consul tants, 
and agents fee ls uncomfortable or  uncerta in about whether to proceed, or  i f  at  any t ime the 
employee, contractor,  consul tant  or  agent fee ls the need to consul t  wi th h is/her own attorney or 
a Bayer at torney,  the employee, contractor,  consul tant ,  or  agent may stop the interv iew or te l l  the 
invest igator that  he/she wishes to consul t  wi th counsel .

Corporate Documents

Bayer employees, contractors, consultants, and agents must contact the Law, Patents and 
Compl iance Department i f  asked by a government invest igator or  anyone outs ide the company 
for  Bayer documents.  Bayer documents inc lude a l l  documents,  whether in paper format or 
e lectronica l ly  stored that  are held or  created in connect ion with your employment at  Bayer and/
or operat ion of  Bayer’s businesses.  For example,  Bayer documents may inc lude, but are not 
l imi ted to,  any (1)  f i les,  (2 )  notes,  (3 )  memoranda, (4 )  e-mai ls ,  (5 )  correspondence, (6 )  reports,  (7 ) 
sa les in format ion,  (8 )  market ing informat ion,  (9 )  f inancia l  in format ion,  (10)  pro ject  p lans,  and (11) 
design documentat ion.  L ikewise,  your computer,  company issued cel l  phone, or  tablet  is  Bayer 
property and is  subject  to th is pol icy.

In addi t ion,  Bayer employees,  contractors,  consul tants,  and agents must not prov ide pr iv i leged 
Bayer documents to the government or  anyone outs ide the company without speci f ic 
author izat ion f rom the Law, Patents and Compl iance Department.  Pr iv i leged documents inc lude, 
but are not l imi ted to,  any documents involv ing the Law, Patents and Compl iance Department or 
Bayer’s outs ide legal  counsel .  I f  the employee, contractor,  consul tant ,  or  agent does not know 
whether the documents being requested are pr iv i leged, the employee, contractor,  consul tant ,  or 
agent must consul t  wi th the Law, Patents and Compl iance Department for  a determinat ion as to 
whether that  in format ion is  pr iv i leged to ensure that  no unauthor ized disc losures of  pr iv i leged 
informat ion are made.

Signing Documents

Bayer employees, contractors, consultants, and agents may be asked to sign an affidavit or other 
legal  document as the company’s representat ive dur ing the course of  an interv iew. Bayer does 
not author ize you to s ign or in i t ia l  any such documents or  statements as a Bayer employee, 
contractor,  consul tant ,  or  agent unless express ly author ized by the Law, Patents and Compl iance 
Department.  I f  a Bayer employee, contractor,  consul tant ,  or  agent is  asked to s ign such a 
document,  the employee, contractor,  consul tant ,  or  agent must decl ine to do so and inform the 
government invest igator of  Bayer’s pol icy.
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The Federal Civil False Claims Act (FCA) (31 U.S.C. §3729, et seq.) imposes fines and penalties on 
indiv iduals and ent i t ies that  f i le  – or  cause others to f i le  – fa lse or  f raudulent c la ims for  payment 
or  approval  f rom Medicare,  Medicaid,  or  other federa l  heal thcare programs or that  knowingly 
conceal  or  knowingly and improper ly  avoid or  decrease an obl igat ion to pay money, such as 
Medicaid drug rebates, to the government. V iolators of the FCA are l iable for damages up to three 
(3) t imes the amount the Government is defrauded plus penalt ies of $10,781 to $21,563 assessed 
after August 1, 2016 and $5,500 to $11,000 before August 2016 for each false claim submitted. 
Sales and market ing act iv i t ies that might v iolate the FCA include, but are not l imited to: 

	 •	Submit t ing, 	or 	 fac i l i tat ing	the	submiss ion	of , 	c la ims	 for 	 re imbursement	 for  serv ices not 
  per formed or i tems not del ivered;

	 •	Fa i l ing	to	report 	and	return	an	overpayment	of 	 federa l 	heal thcare	program  funds (e.g. , 
  Medicare or  Medicaid funds)  to a government agency or contractor wi th in 60 days af ter 
  the date on which the overpayment is  ident i f ied or the date any corresponding cost report 
  is  due, i f  appl icable;  and

	 •	Knowingly	 report ing	 fa lse	or 	 f raudulent	pr ic ing	 informat ion	to	government  agencies.

The FCA, and some state fa lse c la ims acts,  inc ludes prov is ions under which indiv idual  c i t izens 
with ev idence of  f raud against  the government may sue on behal f  of  the government to recover 
the lost  funds (a.k.a.  whist leblower su i ts ) .  These laws a lso prohib i t  reta l iat ion against  persons 
who f i le  such sui ts.

The federa l  Def ic i t  Reduct ion Act of  2005 (DRA) requires heal thcare ent i t ies that  receive
$5 mi l l ion or more annual ly  in Medicaid re imbursement to establ ish wr i t ten pol ic ies to prevent 
fa lse c la ims and to prov ide deta i led informat ion about the False Cla ims Act to employees, 
contactors,  consul tants and agents.  As a resul t ,  many of  Bayer’s customers may submit 
in format ion to Bayer on the i r  pol ic ies and procedures re lated to the FCA. Please d i rect  a l l  such 
submiss ions to the V ice Pres ident and Head, U.S. Off ice of  Compl iance.

Bayer has establ ished comprehensive pol ic ies and procedures to prevent,  detect,  and correct 
v io lat ions of  law and company pol icy.  Bayer employees,  contractors,  consul tants,  and agents 
are required to report  actual  or  potent ia l  v io lat ions of  law or company pol icy.  There are severa l 
mechanisms to report  such issues.  F i rst ,  you may report  compl iance issues to your superv isor. 
Second, you may contact anyone in the Law, Patents and Compl iance Department.  Thi rd,  you 
may f i le  an anonymous report  v ia the conf ident ia l  d isc losure process,  the Bayer Compl iance 
Hot l ine,  at  1-888-765-3846 or at  www.expol ink.co.uk/bayercompliance .

8. False Claims Act
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Note:  The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
as th is is  the data Bayer wi l l  report  to CMS.

This pol icy descr ibes the process for  comply ing with vendor credent ia l ing requirements.  Many 
customers such as hospi ta ls requi re manufactur ing representat ives to go through a credent ia l ing 
process before obta in ing access to a fac i l i ty  and pay a fee for  registrat ion.  Fol lowing registrat ion, 
the inst i tut ion may appropr iate ly  requi re representat ives to check in and obta in a badge for 
each sa les ca l l .  Bayer representat ives must fo l low a l l  inst i tut ional  access pol ic ies perta in ing to 
restr icted areas as wel l  as restr ict ions involv ing meals and educat ional  i tems.

Bayer representat ives must not s ign any documents (hard copy or e lectronic)  or  make any 
representat ions on behal f  of  Bayer wi thout pr ior  wr i t ten approval  f rom the Law, Patents and 
Compl iance Department.

Scope

This pol icy is designed to al low compliance with credential ing requirements imposed by hospi ta ls 
and other heal thcare fac i l i t ies.  Bayer is  committed to protect ing employees’  pr ivacy and personal 
in format ion is  admin istered through a th i rd party vendor who wi l l  gu ide the Bayer representat ives 
through the process.  In addi t ion,  upon h i re a l l  Sales Consul tants wi l l  be ass igned, v ia the LMS, 
an informat ive v ideo out l in ing the process of  vendor credent ia l ing.  For addi t ional  guidance or i f 
you have any quest ions,  you can contact the Bayer Credent ia l ing Off ice at
support@credentials.Bayer.com  or  1-855-221-2219.

As a condi t ion of  employment,  a l l  f ie ld sa les employees are required to comply wi th registrat ion 
requirements imposed by the i r  accounts to the extent those requirements comply wi th Bayer 
pol ic ies.  Fa i lure to do so may resul t  in d isc ip l ine,  up to and inc luding terminat ion.

Registration Fees Paid to Non-Customers

Registration fees to non-customers are permitted only under the following circumstances:

	 •	Registrat ion	 fees	must	be	reasonable	and	must	not	exceed	$500	for 	an  Indiv idual 
  Registrat ion (va l id for  a s ingle representat ive) .  Should you be presented with fees that 
  exceed these amounts,  you must contact the Law, Patents and Compl iance    
  Department before pay ing any fee.

	 •	Registrat ion	 fees	must	be	paid	d i rect ly 	 to	a	 th i rd	party	vendor	 (e.g. ,  Vendormate, 
  Reptrax,  VendorClear )  that  manages vendor access programs for  the hospi ta l  or 
  heal thcare ent i ty.

	 •	Fees	may	only	be	paid	 to	vendors	represent ing	customers	to	which	Bayer  sa les 
  consul tants have a leg i t imate need for  access.

Registration Fees Paid to Customers

In the rare instance where registration fees are paid directly to a customer, (e.g., a hospital), 
the payment of fees constitutes an Interaction with HCOs because the hospital or healthcare entity 
is a source of referrals or sales of Bayer’s pharmaceutical products. Under no circumstances may 
registration fees be paid directly or indirectly to a physician practice or paid to obtain access to 
a physician private practice group. Questions regarding whether the payment of registration fees 
constitutes an Interaction with HCOs must be directed to the Law, Patents and Compliance Department.

9. Vendor Credentialing



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

25

2017 Policies & Procedures

Law, Patents and Compliance Review of Interactions with HCPs and HCOs

The Law, Patents and Compliance Department generates a written agreement that meets the 
requirements for  Interact ions with HCPs and HCOs, or  i f  a contract  is  prov ided, rev iews the 
contract  to ensure that  i t  meets those same requirements.  The wr i t ten agreement must be 
s igned by both part ies to the arrangement (e.g. ,  Bayer and the customer)  and must conta in a 
cert i f icat ion by the part ies that  the part ies shal l  not  v io late the Ant i -Kickback Statute wi th respect 
to the per formance of  act iv i t ies re lated to the interact ion with HCPs and HCOs.

The Law, Patents and Compl iance Department evaluates whether the proposed arrangement 
sat is f ies the requirements of  the Ant i -  K ickback Statute and assesses compl iance with re levant 
Safe Harbor (s ) .  The rev iewing attorney must document that  th is assessment was conducted, h is/
her name, and the date i t  was conducted.

The Law, Patents and Compl iance Department a lso conf i rms that  the proposed payment 
represents fa i r  market va lue.  The methodology used to determine fa i r  market va lue wi l l  be based 
on informat ion in a database of  fa i r  market va lues,  or  other re levant sources avai lable to Bayer. 
Any dev iat ion f rom the  fa i r   market va lue  methodology  and  the  rat ionale  for   such  dev iat ion  
must  be  approved  by  the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee) 
and documented and mainta ined in the Law, Patents and Compl iance Department.

The Requestor or  other Bayer employee must prov ide each party to the Interact ions with HCPs 
and HCOs two copies of  the approved contract  and a copy of  (1 )  Bayer’s Code of  Conduct and 
(2) applicable Anti-Kickback Policies and Procedures and must document in Efi l ia that these were sent.
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Bayer uses prescriber data for appropriate purposes such as conducting research, communicating 
important safety and r isk in format ion to prescr ibers regarding a part icu lar  drug or dev ice, 
t racking adverse events,  and focusing appropr iate market ing act iv i t ies on prescr ibers who may 
f ind such informat ion usefu l .  Prescr iber data inc ludes informat ion such as the prescr iber’s name, 
address,  and specia l ty,  as wel l  as the number of  prescr ipt ions for  a part icu lar  product wr i t ten 
by that  prescr iber.  None of  the prescr iber data used by Bayer conta ins any ident i f iab le pat ient 
in format ion.

Bayer respects the conf ident ia l  nature of  prescr iber data and is  committed to us ing such data 
responsib ly and in accordance with appl icable law as wel l  as the Amer ican Medical  Associat ion 
(AMA) PDRP (def ined below) and the PhRMA and AdvaMed Codes.

Uses of Prescriber Data:

Bayer may use prescriber data for appropriate purposes only, including to:

	 •	Impart	 important	safety	and	r isk	 information	to	prescr ibers	of	a	part icular  drug or device;

	 •	Conduct	appropriate	research	such	as,	 for	example,	evidence-based  medical research;

	 •	Comply	wi th	FDA	mandated	r isk	management	p lans	that 	 requi re	drug  companies to  
  ident i fy  and interact wi th phys ic ians who prescr ibe certa in drugs;

	 •	Track	adverse	events	of 	marketed	prescr ipt ion	drugs	or	dev ices; 	and

	 •	Focus	appropr iate	market ing	act iv i t ies	on	those	heal thcare	profess ionals  who have  
  not “opted out”  f rom receiv ing informat ion and would most l ike ly  benef i t  f rom 
  in format ion on a part icu lar  drug or dev ice.

Bayer does not use Drug Enforcement Administrat ion (DEA) registrat ion numbers (ass igned to 
prescr ibers who have author i ty  to prescr ibe contro l led substances)  for  sa les purposes.  The 
disc losure of  a pract i t ioner’s DEA registrat ion number to ent i t ies other than those involved in 
the legal  d ist r ibut ion of  contro l led substances or the enforcement of  the laws govern ing the i r 
legal  d ist r ibut ion may fac i l i tate the d ivers ion of  contro l led substances f rom the legal  channels of 
d ist r ibut ion.

Restricting Access To Prescriber Data

Bayer respects a physician’s choice in whether his or her prescribing data is used by complying 
with phys ic ian “no contact”  requests and any appl icable restr ict ions under state law. As 
descr ibed below, Bayer has adopted processes for  restr ict ing access to prescr iber data fo l lowing 
a physic ian “no contact”  request that  are in accordance with the AMA Physic ian Data Restr ict ion 
Program (PDRP),  appl icable state laws, and the PhRMA and AdvaMed Codes.

AMA Physician Data Restriction Program (PDRP)

The PDRP is a large AMA database containing prescribing information on physicians throughout 
the Uni ted States.  Heal th in format ion organizat ions (HIOs) ,  such as Wolters Kluwer or  IMS, match 
the informat ion f rom the AMA database (ca l led the Physic ian Master f i le )  to prescr ib ing data 
f rom other sources such as pharmacy data c lear inghouses,  which have removed any ident i f iab le 
pat ient  in format ion f rom the prescr iber data before t ransferr ing i t  to HIOs or other th i rd part ies. 
The HIOs then l icense to pharmaceut ica l  companies the combinat ion of  prescr iber data f rom the 
c lear inghouses with the informat ion f rom the AMA Physic ian Master f i le .

10. Prescriber Data



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

27

2017 Policies & Procedures

Some physic ians do not wish to be contacted by th i rd part ies that  would otherwise have access 
to a physic ian’s prescr ib ing data through the HIO l icensing arrangements.  Physic ians who do not 
wish to receive market ing communicat ions f rom pharmaceut ica l  companies or other th i rd part ies 
can opt-out of  PDRP by making a “no contact”  request to the AMA, thereby restr ict ing th i rd-
party access to the i r  prescr ib ing data except in the case of  important drug safety and re lated 
not i f icat ions such as drug recal ls .  The AMA also prov ides a mechanism by which physic ians may 
report  speci f ic  instances of  inappropr iate behavior  by pharmaceut ica l  sa les consul tants or  others.

You must d i rect  any prescr iber wish ing to opt-out of  the AMA PDRP to:  http://www.ama-
assn.org/ama/pub/about-ama/physician-data-resources/ama-database-l icensing/amas-
physician-data-restr ict ion-program.page .  Pharmaceut ica l  companies are required to rev iew the 
PDRP opt-out l ist on at least a quarter ly basis and have 90 days to comply with each new request.

State Laws

The Law, Patents and Compliance Department tracks federal and state legislation regarding use 
of  prescr iber data.  HIOs a lso regular ly  moni tor  leg is lat ion re lat ing to the l icense and use of 
prescr iber data.

A few states have passed laws restr ict ing use of  prescr iber data for  commercia l  purposes.  A 
number of  other states have introduced bi l ls  wi th s imi lar  prov is ions.  For those states which have 
imposed l imi tat ions,  Bayer has added PDRP opt-out f lags to the re levant phys ic ian prof i les in 
accordance with the process descr ibed below.

PhRMA Code

The PhRMA Code encourages pharmaceutical companies to (a) respect the confidential nature of 
prescr iber data,  (b)  develop pol ic ies regarding the use of  prescr iber data,  (c )  educate employees 
and agents about those pol ic ies,  (d)  mainta in an internal  contact person to handle inqui r ies about 
the use of  the data,  and (e )  ident i fy  appropr iate d isc ip l inary act ions for  the misuse of  data.  This 
pol icy and the processes noted here in are consistent wi th the PhRMA Code.

Bayer’s System Process for PDRP Opt-Out Flags:

On a monthly basis, Bayer obtains HIO prescriber data update files, including the AMA PDRP opt-
out f lag.  The updates are processed as fo l lows:

	 •	On	a	monthly	basis, 	 the	HIO	data,	 including	any	PDRP	opt-out	 f lags	re lated to speci f ic  
  phys ic ian prof i les,  is  loaded into the Bayer Enterpr ise Data Warehouse (EDW).

	 •	On	a	monthly	basis, 	 the	HIO	data,	 including	any	PDRP	opt-out	 f lags	re lated to speci f ic  
  phys ic ian prof i les,  is  a lso loaded into Veeva.

	 •	Addi t ional 	PDRP	opt-out	 f lags	based	on	state	 laws	and	Bayer	speci f ic 	opt- 	out	 requests	are	 	
  added to the EDW and Veeva systems as necessary.

Violations and Sanctions

Employees, contractors, consultants, and agents misusing prescriber data are subject to disciplinary 
act ion up to and inc luding terminat ion of  employment.



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

28

2017 Policies & Procedures

The federa l  laws and regulat ions govern ing i tems of  va lue,  inc luding meals and educat ional 
i tems, prov ided to federa l  government employees,  inc luding part- t ime federa l  government 
employees,  are much str icter  than the laws and regulat ions for  non-government heal thcare 
profess ionals.  This Pol icy and Procedure wi l l  he lp you avoid any conduct that  presents the 
appearance of impropriety when conducting business with employees of the federal government.

Who Qualifies as a Government Employee

Federal government employees include anyone (military or civilian) who is employed by a facility 
associated with the Department of  Defense (e.g. ,  mi l i tary or  “DoD”) ,  the Department of  Veterans 
Affa i rs ( “VA”) ,  Federa l  Publ ic Heal th Serv ice (“PHS”) ,  the Indian Heal th Serv ice (“ IHS”) ,  Nat ional 
Inst i tutes of  Heal th (“NIH”) ,  or  other federa l  government ent i t ies.

According to federa l  law, a government employee inc ludes part- t ime employees of  the 
government and part- t ime workers at  a government fac i l i ty.

For example,  the fo l lowing are considered government employees:

	 •	A	res ident	whi le	he	or	she	 is 	doing	a	rotat ion	at 	 the	VA.

	 •	A	physic ian	who	works	part- t ime	at 	 the	VA	and	part- t ime	at 	a	c iv i l ian  inst i tut ion ( the   
  amount of  t ime spent at  the VA hospi ta l  is  i r re levant ) .

	 •	A	pat ient 	advocates	who	 is	employed	by	the	DOD	and	prov id ing	speaker  serv ices.

Note: You may not avoid the restr ict ions in th is pol icy by prov id ing educat ional  i tems or 
business meals to a government employee at  a c iv i l ian locat ion.  For example,  i f  a phys ic ian 
works at  Johns Hopkins and the Bal t imore VA, that  phys ic ian is  st i l l  considered a government 
employee when he or she is  phys ica l ly  located at  Johns Hopkins.

The fo l lowing is  NOT considered a government employee:

	 •	An	 indiv idual 	who	works	at 	a	c iv i l ian	 fac i l i ty 	 that 	has	a	contract 	wi th	 the  government to  
  t reat  government benef ic iar ies (e.g. ,  a c iv i l ian physic ian at  a TRICARE fac i l i ty ) .

General Rule

You may not offer or provide anything of value, regardless of the amount, to a federal government 
employee in order to in f luence h im or her to prescr ibe,  purchase, order,  refer,  use or recommend 
any Bayer pharmaceut ica l  product (s )  or  to encourage that  employee to take,  or  not take,  any 
act ion in h is or  her off ic ia l  capaci ty (e.g. ,  s ign ing a contract ,  agreeing to purchase Bayer 
pharmaceut ica l  products,  agreeing to put Bayer products on formulary,  etc. ) .   Before prov id ing 
any i tem of  va lue to a heal thcare profess ional ,  i t  is  your responsib i l i ty  to determine whether he or 
she is  a federa l  government employee.

As a genera l  ru le,  you may not do indi rect ly  what is  prohib i ted when performed di rect ly.  For 
example,  you may not h i re th i rd party vendors to per form serv ices that  would otherwise v io late 
th is pol icy i f  you per formed yoursel f .

Prohibition of Educational Items and Business Meals
Federa l  law prohib i ts contractors such as Bayer f rom prov id ing educat ional  i tems or business 
meals to federa l  government employees that  exceed $20 per government employee per event or  a 
tota l  of  $50 per government employee in a ca lendar year.  This federa l  regulat ion is  of ten referred 
to as the “20/50 Rule.”  These l imi ts apply to the ent i re Bayer organizat ion (a l l  d iv is ions and 
subsid iar ies) ,  not to an indiv idual  sa les consul tant .

11. Special Requirements for Federal Government Employees
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In  order to ensure that  Bayer compl ies wi th the law, i t  is  Bayer’s pol icy that  Bayer employees, 
contractors,  consul tants,  and agents may not prov ide educat ional  i tems (e.g. ,  textbooks, 
anatomical  models )  or  business meals to federa l  government employees,  regardless of  dol lar 
va lue.  Business meals may be prov ided to a federa l  government employee i f  there is  a fee for 
serv ice arrangement (consul tant  or  speaker )  wi th th is employee.

Product samples are not considered “educat ional  i tems” and may be prov ided to federa l 
employees,  i f  permit ted by the government ent i ty  and in accordance with the Bayer U.S. 
Pharmaceut ica ls Compl iance Pol ic ies and Procedures.  You must check with the re levant 
author i ty  at  the government ent i ty  regarding the i r  posi t ion on samples and product prov ided 
for  eva luat ion before prov id ing such products.

Limited Exceptions

Widely Attended Gatherings

Executive  Branch  employees,  other  than  presidential  appointees,  are  permitted  by federal 
law to at tend certa in group events,  referred to as “widely at tended gather ings,”  sponsored  
by  contractors  such  as  Bayer,   even  i f   the cost of  at tendance at  these events exceeds the 
20/50 Rule.    When there has been a determinat ion that  the government employee’s at tendance 
is  in the interest  of  the agency because i t  wi l l  fur ther agency programs and operat ions,  Bayer 
may offer  f ree at tendance to the government employee, but the offer  may not inc lude t rave l 
expenses,  lodging, enterta inment col latera l  to the event,  or  meals taken other than in a group 
sett ing with a l l  other at tendees. W idely at tended gather ings inc lude events sponsored by industry 
associat ions that  are open to both government and c iv i l ian off ic ia ls  (e.g. ,  AMA conference, 
ASCO).  In order for  the Bayer sponsored event to be considered a “widely at tended gather ing,” 
the sponsored event must be open to a l l  at tendees of  the conference or convent ion,  (e.g. ,  a 
Bayer-sponsored keynote address at  the annual  AMA convent ion) .Note that  the sponsored event/
meal  i tse l f ,  not just  the conference, must be open to a l l  at tendees.  Thus,  you may not inv i te 
government employees to at tend a Bayer sponsored l imi ted target audience event (e.g. ,  d inner 
at  a “Bayer table” at  ASCO) or inv i te indiv idual  government phys ic ians to d inner at  an AMA 
conference or s imi lar  event.  Bayer may offer  to such government off ic ia l  f ree at tendance at  widely 
at tended gather ings that  are not sponsored by Bayer i f  ( i )  more than 100 persons are expected to 
at tend the event,  and ( i i )  the g i f t  of  f ree at tendance has a market va lue of  $375 or less.

Fee-for-Service Arrangements

Special rules and limitations apply to fee-for-service arrangements with federal government 
employees.  Pr ior  to any d iscussions regarding speaker serv ices,  consul tant ,  or  any other fee-
for-serv ice arrangement wi th a federa l  government employee, you must contact the Government 
Affa i rs Manager responsib le for  that  state ( i f  you are interested in contract ing with a state 
employee)  or  the Law, Patents and Compl iance Department ( i f  you are interested in contract ing 
with a federa l  government employee) .  P lease refer  to “Fee-for  Serv ice Arrangements” Pol icy for 
fur ther deta i ls  on th is Pol icy.

Modest business meals may be prov ided to a federa l  government employee i f  there is  a fee-for-
serv ice arrangement (consul tant  or  speaker )  wi th the federa l  employee and the meal  is  prov ided 
in connect ion with the fee-for-serv ice arrangement (e.g. ,  meal  at  an invest igator meet ing,  meal  at 
a speaker event ) .  Because th is except ion is  l imi ted,  you must consul t  your superv isor or  the Law, 
Patents and Compl iance department before prov id ing a meal  to any federa l  employee.
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Grants for Government Employees to Speak at or Attend Medical 
Education and Training Events

Federal law requires that entit ies such as Bayer fol low appropriate procedures in paying for 
expenses in connect ion with off ic ia l  t rave l  for  educat ion and t ra in ing act iv i t ies for  federa l 
government employees.  This Pol icy is  designed to protect Bayer and i ts  employees f rom cr iminal 
and c iv i l  penal t ies that  may resul t  f rom prov id ing improper i tems to government employees.

Grants to support  government speakers may only be prov ided to bona-f ide th i rd-party 
organizat ions (such as the Jackson Foundat ion,  True Foundat ion,  Geneva Foundat ion,  or  s imi lar 
organizat ion)  establ ished for  the purpose of  accept ing and disseminat ing grant funds on behal f 
of  federa l  ent i t ies,  inc luding the DOD and VA. Bayer may prov ide funds to these organizat ions 
for  educat ional  purposes,  such as sponsor ing a government off ic ia l  to speak at  or  at tend a 
medical  conference, only i f  the th i rd-party organizat ion,  not Bayer,  determines how the funds are 
a l located. Prov is ion of  funds must be consistent wi th the th i rd-party organizat ion’s charter  or 
author i ty.

A l l  grant requests for  funding Government speakers and Government at tendance at  medical 
educat ion and t ra in ing events must fo l low the process descr ibed in Pol icy and Procedure, 
“Medical  Educat ion Grants ( Inc luding Cont inu ing Medical  Educat ion) .”

Record Retention

The Accounting Department must maintain the payment request package for a period of 10 years.

Audit

Medical education grants are subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Department to ensure compl iance with these pol ic ies.  The government (e.g. ,  IRS) 
may a lso request to audi t / rev iew grant payments at  any t ime.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Scope

Bayer policies for business meals  conform to the most recent Code on Interactions with healthcare 
profess ionals publ ished by the Pharmaceut ica l  and Research Manufacturers of  Amer ica (“PhRMA 
Code”) ,  the Advanced Medical  Technology Associat ion (“AdvaMed Code of  Eth ics” ) ,  as wel l  as 
guidance f rom the Department of  Heal th and Human Serv ices Off ice of  Inspector Genera l  (OIG). 
The pol icy covers interact ions with a l l  heal thcare profess ionals who may purchase, prescr ibe, 
order,  refer,  use or arrange for  a purchase of  Bayer’s pharmaceut ica l  products.

Bayer has addi t ional  corporate pol ic ies regarding business meals and other business interact ions 
that  fa l l  outs ide th is pol icy and do not cover heal thcare profess ionals speci f ica l ly.  You may f ind 
these pol ic ies at :  http://www.bayernet.com/corp/pol icies/pol icies_detai l .cfm?fi le id=348 .

Note that  the def in i t ion of  “Heal thcare Profess ionals (HCP)” is  a very broad term and inc ludes 
indiv iduals who di rect ly  interact wi th pat ients and/or have a ro le in the d iagnosis or  t reatment 
of  pat ients and inc ludes ent i t ies which are involved in the prov is ion of  heal thcare serv ices and/
or i tems to pat ients and which may purchase, lease,  recommend, use,  arrange for  the purchase 
or lease of ,  or  prescr ibe Bayer’s pharmaceut ica l  products in the U.S. Genera l ly,  th is def in i t ion 
inc ludes physic ians,  nurses,  nurse pract i t ioners,  phys ic ian ass istants,  medical  ass istants 
who treat  pat ients,  and other a l l ied heal thcare profess ionals,  such as pharmacists,  radio logy 
technologists,  and therapists.  However,  the def in i t ion is  not l imi ted to these indiv iduals a lone; 
the term inc ludes any person in a posi t ion to recommend or in f luence the purchase or prescr ib ing 
of  Bayer’s pharmaceut ica l  products.  In some instances,  th is may inc lude indiv iduals who do 
not work d i rect ly  wi th pat ients but who have inf luence over the recommendat ion,  purchase, 
or  prescr ib ing of  Bayer’s pharmaceut ica l  products—such as a purchasing agents at  hospi ta ls, 
phys ic ian pract ice managers,  management personnel  wi th in group purchasing organizat ions 
(GPOs),  managed care organizat ions (MCOs),  pharmacy benef i t  managers (PBMs),  heal th p lan 
administrators,  wholesalers,  d ist r ibutors,  pharmacies,  Pharmacy & Therapeut ics Committee 
members,  Formulary Committee members,  or  other customers who do not see pat ients.   Some 
posi t ions and t i t les wi th in the industry are not considered heal thcare profess ionals such as, 
Or ig ina l  Equipment Manufacturers (OEMs) or  reta i l  managers.

General Rule

Meals may be provided to healthcare professionals if they are: (1) occasional; (2) modest; (3 ) 
inc identa l  to a bona f ide presentat ion or d iscussion of  Bayer’s pharmaceut ica l  products, 
d isease states re levant to products,  or  other leg i t imate business d iscussions re lated to Bayer’s 
pharmaceut ica l  products;  (4 )  take p lace in a sett ing conducive to such discussion;  and (5)  involve 
only indiv iduals who are necessary for  the conduct of  Bayer business.

Prov id ing a heal thcare profess ional  wi th a meal  so le ly  for  “ re lat ionship bui ld ing” is  not 
acceptable.  Further,  i t  is  not appropr iate for  Bayer employees,  contractors,  consul tants and 
Agents of  to pay for  or  re imburse heal thcare profess ionals for  personal  meals.  Offer ing meals in 
any locat ion without a Bayer representat ive present,  or  prov id ing “take-out”  meals,  is  not a l lowed 
with the except ion of  v i r tua l  programs, meaning prov id ing meals to heal thcare profess ionals 
as the Bayer representat ive conducts a webcast through h is/her iPad is  acceptable only for 

12. Business Meals with Healthcare Professionals
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terr i tor ies where the heal thcare profess ional ’s off ice is  in a remote area or otherwise would 
involve extensive t rave l  for  the Bayer representat ive.  Even though attending remotely,  the Bayer 
representat ive must ensure al l  requirements of this pol icy are met and that the Bayer representat ive 
orders the food, has i t  del ivered, and pays over the phone with their Bayer credit  card.

Al l  Bayer employees,  contractors,  consul tants and agents must exerc ise sound judgment and 
discret ion when prov id ing modest food or beverages to HCPs in conjunct ion with product 
promot ion or d isease state educat ion.  The centra l  focus must be the product educat ion or 
d isease state educat ion prov ided, wi th the meal  being inc identa l  to that  pr imary purpose. In the 
event that  a lcohol  is  prov ided, i t  must accompany a meal ,  must not be excessive,  and the cost 
must be inc luded in the tota l  cost of  the meal .  Prov id ing a lcohol ic beverages in connect ion with 
an in-off ice or  in-hospi ta l  meal  is  prohib i ted.

Setting for Business Meals

All business meals must be provided in a setting that is conducive to an educational product 
d iscussion and/or other leg i t imate business d iscussion re lated to Bayer’s pharmaceut ica l 
products.

Drug f ield sales representatives and immediate managers  According to Bayer pol icy and 
the PhRMA Code, pharmaceut ica l  drug f ie ld sa les representat ives and immediate managers may 
prov ide business meals only in the heal thcare profess ional ’s off ice or  in the hospi ta l  dur ing the 
heal thcare profess ional ’s normal  work ing hours.  Appropr iate p laces with in a hospi ta l  inc lude the 
cafeter ia,  coffee shop located with in the hospi ta l  fac i l i ty  (e.g. ,  Starbucks)  or  a meet ing space 
conducive to an educat ional  d iscussion (e.g. ,  conference room).  I f  a meal  is  being prov ided in 
connect ion with a promot ional  speaker program that fu l ly  compl ies wi th the requirements of  the 
Compl iance Pol icy and Procedure,  “Fee- for-Serv ice Arrangements,”  a sa les consul tant  and/or 
immediate manager may attend and pay for  the meal ,  as appropr iate. 

Device f ield sales representatives and immediate managers  are not restr icted to in-off ice 
or  in-hospi ta l  meals.  Whi le i t  is  preferred that  such meals take p lace in the c l in ic or  hospi ta l , 
i f  c i rcumstances require (e.g. ,  meet ing can only occur outs ide of  normal  business hours) ,  they 
may take p lace in a local  restaurant.  In a l l  cases,  the other pr inc ip les of  th is Pol icy apply to a l l 
representat ives and the i r  managers (e.g. ,  venues and meals must be modest and conducive to 
bona f ide sc ient i f ic ,  educat ional ,  or  business d iscussions) .

All  Other Bayer employees as not defined above  may prov ide business meals only in a venue 
that  is  conducive to the educat ional  or  product d iscussion.  A l l  bus iness meals must be “modest” 
as judged by local  standards.  A lcohol ic beverages must genera l ly  not be offered but,  i f  prov ided, 
the cost must be inc luded in the tota l  cost of  the meal .

Frequency of Business Meals

Consistent with PhRMA and AdvaMed Codes and OIG guidelines, business meals may be prov ided 
on an “occasional”  basis.  I t  is  Bayer’s pol icy that  “occasional”  should mean genera l ly  no 
more than twelve (12)  meals to any one indiv idual  heal thcare profess ional  ( inc luding indiv idual 
employees of  reta i lers,  wholesaler (s ) ,  d ist r ibutors,  and/or mai l  order suppl iers )  dur ing the 
calendar year.

Spending Limits
Business meals must be “modest”  in cost as judged by local  standards.  A modest business 
meal  must cost no more than $125 per person when prov ided outs ide of  an off ice env i ronment 
(e.g. ,  restaurant,  hote l ,  conference center ) .  Any food or dr inks prov ided by Bayer personnel  to 
heal thcare profess ionals pr ior  to and/or af ter  a business meal  must be inc luded in the $125 per 
person l imi tat ion.  The l imi t  inc ludes food, beverages,  tax,  and gratu i ty.  A modest business meal 
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for  an in- off ice or  in-hospi ta l  meal  typ ica l ly  should consist  of  sandwiches,  p izza,  snacks,  or  sof t 
beverages and must cost no more than $25 per person ( inc luding tax,  gratu i ty,  de l ivery charges 
and any paper products or  suppl ies needed for  the meal ) .  An independent ly  run restaurant wi th in 
a hospi ta l  is  considered an in- off ice meal  and thus may be used by a f ie ld sa les consul tant  and/
or h is/her immediate manager as a meal  sett ing.

For in-off ice or  in-hospi ta l  meals,  the amount to be spent must be based upon the number of 
heal thcare profess ionals in at tendance at  the educat ional  d iscussion who consumed the meal 
(e.g. ,  i f  there are three heal thcare profess ionals,  the maximum to be spent is  $75) .  Any food 
that is  remain ing af ter  the in-off ice or  in-hospi ta l  educat ional  d iscussion with the heal thcare 
profess ionals may be made avai lable to the remainder of  the off ice staff  (e.g. ,  c ler ica l  personnel ) .

I t  is  important to remember that  the government may v iew business meals that  are prov ided 
too f requent ly  or  are too expensive as an improper inducement to purchase or recommend the 
purchase of  Bayer pharmaceut ica l  products.

State Spending Limits

Some states have laws regarding the provision of business meals and other promotional activities 
that  are more restr ict ive than Bayer’s genera l  pol icy.  P lease refer  to the Pol icy and Procedure 
sect ion on “State Laws” pr ior  to prov id ing any i tem of  va lue to those heal thcare profess ionals.

Retail Value – Amount to be Recorded

The retai l  value of a meal, not the amount you or Bayer paid for it, determines whether the meal 
is  modest and with in the guidel ine dol lar  l imi ts in th is pol icy.  When prov id ing business meals,  you 
or Bayer may take advantage of  d iscounts (e.g. ,  d iscount coupons, 2-for-1 specia ls ) ,  such that 
the reta i l  va lue of  a meal  may be h igher than what you or Bayer actual ly  paid for  i t .  When l is t ing 
the va lue of  any meal ,  you must l is t  i ts  reta i l  va lue and the amount you or Bayer paid for  i t ,  i f  the 
amounts d i ffer.  Reta i l  va lue must a lso be used to determine i f  the cumulat ive va lue of  educat ional 
i tems or meals is  appropr iate.

Special Requirements for Federal Government Employees

There are federal laws that restr ict business meals provided to federal government employees 
(e.g. ,  mi l i tary and Department of  Veterans Affa i rs ) .  To ensure that  Bayer does not v io late these 
laws, Bayer employees,  contractors,  consul tants,  and agents may not prov ide any business 
meals or  food/dr inks (except for  meals prov ided under a fee-for-serv ice arrangement)  to federa l 
government employees.  For more informat ion on th is pol icy,  inc luding who const i tutes a federa l 
government employee, consul t  Pol icy and Procedure,  “Specia l  Requirements for  Government 
Employees,”  in these pol ic ies.

Other Limits

No Spouses or Guests – Business meals are for legitimate business purposes only, and therefore, 
spouses or other guests may not be inc luded.

No Enterta inment – You may not prov ide enterta inment,  nor must the meal  be secondary to,  or  a 
part  of ,  an enterta inment or  recreat ional  event even i f  you inc lude an informat ional  presentat ion 
as part  of  the event.

No Cash or Cash Equiva lents – You may never g ive a heal thcare profess ional  cash or  cash 
equiva lents (e.g. ,  check, g i f t  cards/cert i f icates,  reward points,  your credi t  card,  etc. )  to 
purchase a meal .  Under no c i rcumstances can th is Pol icy be c i rcumvented by the use of  the 
employee, contractor,  consul tants,  or  agent’s own cash or personal  credi t  card.
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Additional Guidance

	 •	It	is	not	appropriate	to	pay	or	reimburse	a	healthcare	professional	for	personal	meals.

	 •	Bayer	may	only	pay	 for	meals	of 	heal thcare	professionals	who	actual ly 	attend	a	meet ing	at 		
  which Bayer is  leg i t imate ly sponsor ing a meal  pursuant to th is Pol icy.

	 •	Meals	are	only	prov ided	to	 indiv iduals	who	are	necessary	 for 	conduct ing	Bayer	business. 	 	
  Lef tovers may be prov ided to off ice staff  at  the end of  the meal .

	 •	I t 	 is 	not	appropr iate	 to	pay	 for 	a	meal 	where	the	Bayer	 representat ive	 is 	not	present	whi le	
  the meal  is  consumed.

	 •	An	attendee	can	refuse	a	meal . 	Bayer	wi l l 	s t i l l 	need	to	capture	 the	attendees	on	the	 	 	
  s ign- in-sheet,  whether they ate or  not to accurate ly ca lcu late the cost of  the meal  for  the 
  remain ing attendees. The attendee should complete the s ign- in-sheet and check the meal   
  refused box. In Concur,  those who refuse a meal  should be reported as “no-shows”.

Examples
The fo l lowing are examples of  appropr iate business meals for  sa les representat ives and the i r 
immediate managers:

	 •	Prov id ing	breakfast 	sandwiches, 	coffee, 	and	 ju ice	to	a	physic ian’s	off ice	 for 	an	 		 	
  educat ional  presentat ion on the approved uses of  Koval t ry
 
	 •	Prov id ing	a	physic ian	with	a	meal 	 in	 the	hospi ta l 	cafeter ia	 to	d iscuss	a	newly	 	 	 	
  approved indicat ion for  Xof igo

The fo l lowing are examples of  meals that  are NOT appropr iate for  sa les representat ives and the i r 
immediate managers:

	 •	Taking	a	cardio logist 	 to	a	modest	 restaurant	around	the	corner	 f rom	his/ 	her	off ice	 for 	 		
  a meal  to d iscuss the use of  Adempas ( restaurant is  not an appropr iate venue)

	 •	Cater ing	a	meal 	 f rom	a	5-star 	 restaurant	 to	a	phys ic ian’s	off ice	or 	hospi ta l 	 for 	a	 	 	
  product d iscussion on Betaseron ( too expensive to be modest )

The fo l lowing are examples of  meals that  are NOT appropr iate for  any Bayer representat ive:

	 •	Meet ing	a	physic ian	at 	a	“ take-out” 	 restaurant	and	discussing	Bayer	pharmaceut ica l 	 	 	
  products whi le wai t ing for  the food (venue/ locat ion not conducive to an     
  educat ional  d iscussion;  no Bayer representat ive present when meal  is  consumed)

	 •	Giv ing	your	credi t 	card	to	a	heal thcare	profess ional 	and	te l l ing	h im/her	 to	“buy	 		 	
  a meal”  or  make some other purchase (credi t  card prov ided in th is manner is  a “cash   
  equiva lent ;”  no Bayer employee present;  no educat ional  presentat ion)
 
	 •	Inv i t ing	a	group	of 	 res idents	 to	a	basebal l 	game	where	there	 is 	a	substant ive	presentat ion	 	
  on k idney cancer pr ior  to the start  of  the game (enterta inment is  not permit ted)

	 •	Taking	a	nurse	pract i t ioner	and	spouse	to	a	restaurant	d inner	wi th	your	spouse	 ( inc luding	 	
  a spouse or guest is  inappropr iate)
 
	 •	Prov id ing	a	meal 	 for 	a	phys ic ian’s	pract ice	and	wai t ing	outs ide	of 	 the	meet ing	room	whi le	 	
  the meal  is  consumed (no Bayer employee present when meal  is  consumed)
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Procedures

Before providing a business meal, ask yourself:

	 •	W i l l 	 there	be	a	product	or 	sc ient i f ic 	d iscussion	and/or	a	bona	 f ide	business  and/or  
  educat ional  purpose?

	 •	Is 	 the	 locat ion	of 	 the	meal 	conducive	to	an	educat ional 	d iscussion	and,	 for  sa les   
  representat ives and the i r  immediate managers,  is  the sett ing in e i ther the heal thcare   
  profess ional ’s off ice or  an appropr iate hospi ta l  venue?

	 •	Is 	 the	amount	modest?

	 •	Is 	a	Bayer	 representat ive	present	when	the	meal 	 is 	consumed?

	 •	Is	the	frequency	of	meals	provided	to	this	healthcare	professional  occasional ( i t  is    
  Bayer’s pol icy that  “occasional”  means genera l ly  no more than 12 meals per heal thcare  
  profess ional  wi th in a ca lendar year )  and is  the tota l  va lue of  meals modest?
 
	 •	Am I  reasonably certa in that  each of  the part ic ipants in the meal  is  not a federa l    
  government employee?

	 •	Am	I 	 reasonably	certa in	 that 	each	of 	 the	part ic ipants	 in	 the	meal 	does	not  pract ice in a  
  state wi th specia l  restr ict ions or report ing requirements?

The answers to a l l  quest ions must be “yes” for  the business meal  to be appropr iate.

Meals At Speaker Programs, Speaker Training, Consultant/Advisory 
Board Meetings

Business meals provided in the context of company sponsored and controlled educational meetings, 
speaker t ra in ing and/ or  consul tant/advisory boards must a lso be modest as judged by local 
standards,  and may not exceed $125 ( inc luding food, beverage, tax,  and gratu i ty )  per person.

For Bayer Speaker Bureau Events

Bayer policy strictly prohibits the purchase of alcoholic beverages beyond the two glasses of house 
wine or domest ic beer that  is  author ized in the Speaker Bureau agreement wi th the venue. Orders 
at  the event for  any other type of  a lcohol ic beverage for  th is program is prohib i ted.  The Bayer 
representat ive at  the event should intercede i f  th is occurs s ince any a lcohol ic beverages beyond 
what is  author ized wi l l  not  be re imbursed. Alcohol ic beverages pr ior  to the off ic ia l  start  of  the 
program/event a lso count toward the two beverage maximum.

Documentation of Business Meals with Healthcare Professionals

Business meals with healthcare professionals including non-l icensed HCP (business guest) must 
be recorded through your T&E Expense Report  ( “T&E”)  in Concur in the Heal thcare Profess ional 
Expense, HCP Business meals category and attendee type “Heal thcare Profess ional”  or 
“Business Guest (Non-HCP).”  A l l  employees must document the deta i ls  of  business expenses 
according to IRS ru les,  Compl iance Pol ic ies and Procedures,  and the Corporate TG&E Pol icy. 
An accurate descr ipt ion descr ibes what product you are d iscussing as wel l  as the purpose 
for  the v is i t  to the HCP’s off ice must be documented. Instruct ions on how to complete your 
T&E when prov id ing a business meal  to an HCP can be found on the intranet at : 
http://us.bayernet.cnb/en/organization/us-corporate-departments/compliance-operations/library.aspx.
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Understanding how to set up a HCP Business Meal in Concur

Start by properly distinguishing between a healthcare professional and a business guest.

Who is a heal thcare profess ional?

A heal thcare profess ional  (HCP) is  anyone l icensed to prescr ibe or involved in the prov is ion of 
heal thcare serv ices or products to pat ients.  An HCP is anyone who has the abi l i ty  to in f luence the 
usage of  (e.g.  refers,  recommends, arranges for,  orders,  prescr ibes or purchases)  Bayer products.

Who is a business guest?

A business guest is anyone who is not licensed to prescribe medicine, but may influence the buying 
or prescr ib ing of  Bayer products,  inc luding but not l imi ted to:

	 •	Execut ives	or	staff 	of 	a	heal thcare	ent i ty

	 •	Hospi ta l

	 •	Group	Pract ice	Organizat ion	 (GPO)
 
	 •	Distr ibutors

	 •	Mai l 	Order	Companies

	 •	Medical 	Off ice	Assistants

	 •	Lab	or	Pharmacy	Technic ians

	 •	Purchasing	Agents

	 •	Interns

I f  a l icensed HCP has attended and consumed the meal ,  i t  is  imperat ive they are documented 
in Concur,  in the Heal thcare Profess ional  Expense, HCP Business meals category wi th the 
attendee type “healthcare professional,” not business guest. Failure to properly categorize attendees 
under the appropriate attendee type in Concur leads to inaccurate government reporting.

I temized (deta i led)  receipts and copies of  the attendee s ign- in sheet must be inc luded with 
every HCP Business meal  expense entered into Concur,  regardless of  the amount.  These two 
requirements supersede the Corporate TG&E Pol icy.

The fa i lure to submit  for  re imbursement for  the business meal  does not c i rcumvent the 
business meal  pol icy.

Al l  bus iness meals where heal thcare profess ionals are in at tendance, whether in-  or  out-
of-off ice,  regardless of  amount,  requi re an i temized (deta i led)  receipt  and completed s ign-
in sheet which documents the attendance and meal  consumpt ion of  each indiv idual .  I f  the 
Bayer employee pays for  the meal  on h is/her Bayer credi t  card and wi l l  expense the meal 
through the Concur system, the s ign- in sheet and i temized receipt  must be attached to the 
T&E report .  Meals paid on behal f  of  Bayer through a th i rd party vendor a lso require s ign- in 
sheets (e.g. ,  speaker t ra in ing,  adv isory boards,  invest igator meet ings,  speaker programs, 
etc. ) .  S ign- in sheets used at  th i rd party meals (such as speaker programs or advisory boards) 
must be submit ted in accordance with the Pol icy and Procedure “Focus Arrangements/
Interact ions with HCPs and HCOs.”

The Bayer employee who is host ing or on s i te at  the event is  responsib le for  ensur ing the 
s ign- in sheet is  completed accurate ly and submit ted appropr iate ly.  Whi le a th i rd party vendor 
ass ists wi th the logist ics at  the event,  only the Bayer employee should handle and remains 
responsib le for  the accurate and t imely complet ion of  the s ign- in sheet.
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The sign-in sheet must have the following information:

General

	 •	Event	date

	 •	Event	 locat ion	 ( in-off ice	or 	out-of-off ice)

	 •	Event	type	(education	session,	speaker	program,	patient	program,	ad	board,	speaker	training,	etc.)

	 •	Program/Event	number	 ( i f 	appl icable)

	 •	Event	host	 (Bayer	employee)

	 •	Bayer	Product	d iscussed

	 •	Signatures	of 	a l l 	Bayer	employees	 in	at tendance,	 inc luding	event	host	

	 •	Speaker	name	( i f 	appl icable) 	pr inted	and	s ignature

	 •	Contract 	number	 ( i f 	appl icable)

	 •	Name	and	address	of 	venue
 
	 •	Number	of 	at tendees	who	consumed	the	meal

	 •	Number	of 	 l icensed	HCPs	and	number	of 	non- l icensed	HCPs	 (business	guests)    
  inc luding Bayer employees as a tota l  number of  at tendees Double-check the    
  at tendees’ meal  opt- ins/opt-outs,  as th is impacts the cost-per-attendee

Per Individual HCP

	 •	Pr inted	name

	 •	T i t le 	 (credent ia ls )

	 •	Ful l 	address	 (address, 	c i ty, 	state, 	z ip)

	 •	HCP	 l icense	number	 ( i f 	appl icable)

	 •	State	of 	 l icense	 ( i f 	appl icable)

	 	 •	Signature. 	S ignatures	of 	a l l 	at tendees	 ( l icensed,	non- l icensed	and  a lso those who 
  “opted-out”  of  or  d id not consume the meal )  are required. Bayer employees should pre-
  populate in format ion about meet ing attendees but at tendees must personal ly  prov ide   
  the i r  s ignature on the s ign- in sheet.  Each HCP must s ign for  h imsel f /herse l f .  I f  you are  
  unable to obta in a s ignature,  p lease indicate on the s ign- in sheet the reason.

Supervisor Review of Travel and Expenses (T&Es)

Complying with the expense reporting and approval policies is a critical responsibility for managerial 
employees with in the company to ensure compl iance with th is pol icy and proper contro l  of 
business expenses and accurate government report ing.

Immediate superv isors are responsib le for  rev iewing a l l  T&E submiss ions in i ts  ent i rety for 
each employee or any contracted th i rd party sa les profess ional ,  they oversee to ensure that 
consistency with th is Pol icy and Procedure and other appl icable Bayer requi rements.  This 
inc ludes a deta i led rev iew to ensure that :

	 •	the	 l imi t 	per-person/per-meal  is  not exceeded;

	 •	the	correct 	number	of 	at tendees	 is 	 reported;	

	 •	the	attendees	are	appropr iate	 for 	 the	event;
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	 •	the	venue	 is  appropr iate; 

	 •	the	tota l 	number	and	amount	of 	business	meals	prov ided	to	any	s ingle	heal thcare	 	 	
  profess ional  are consistent wi th th is Pol icy and Procedure.

I f  the rev iew reveals potent ia l  d ivergence f rom Bayer pol icy,  the superv isor must take appropr iate 
act ion,  to inc lude discussing the s i tuat ion with the employee, document ing correct ive act ion, 
not i fy ing the next superv isory leve l  and the Law, Patents and Compl iance Department.  P lease 
refer  to Pol icy and Procedure,  “Disc ip l inary Act ion.”

Record Retention

T&E reports are retained by the Accounting Department for a period of 10 years.

Audits

Business meal spending is subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Departments to ensure compl iance with th is Pol icy.  This inc ludes submit t ing proper 
documentat ion,  adher ing to spending l imi ts,  and observ ing company spending pol icy.  The 
government (e.g. ,  IRS) may a lso request to audi t  or  rev iew expense reports.



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

39

2017 Policies & Procedures

The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Bayer representat ives may prov ide educat ional  i tems that are modest and designed pr imar i ly  for 
the educat ion of  pat ients and heal thcare profess ionals (HCPs).  Any other i tems are prohib i ted, 
inc luding pract ice-re lated and logo “reminder” i tems. Bayer pol icy prohib i ts employees, 
contractors,  consul tants,  and agents f rom offer ing anyth ing of  va lue,  inc luding an educat ional 
i tem, to a HCP or prov ider to encourage the HCP or prov ider to prescr ibe,  purchase, order,  refer, 
use or recommend Bayer’s pharmaceut ica l  product (s ) .  Doing so could lead to a v io lat ion of  the 
Federa l  Ant i -Kickback Statute and other re levant state statutes.  Many customers a lso have very 
speci f ic  pol ic ies in th is area,  of ten precluding the receipt  of  any i tems.

Scope

The Bayer policy for educational items conforms to the PhRMA and AdvaMed Codes as well as the 
OIG guidance. The pol icy covers interact ions with a l l  heal thcare profess ionals who may purchase, 
recommend, order,  refer,  use,  or  prescr ibe Bayer’s pharmaceut ica l  products.

Note that  the def in i t ion of  “Heal thcare Profess ionals (HCP)” is  a very broad term and inc ludes 
indiv iduals who di rect ly  interact wi th pat ients and/or have a ro le in the d iagnosis or  t reatment 
of  pat ients and inc ludes ent i t ies which are involved in the prov is ion of  heal thcare serv ices and/
or i tems to pat ients and which may purchase, lease,  recommend, use,  arrange for  the purchase 
or lease of ,  or  prescr ibe Bayer’s pharmaceut ica l  products in the U.S. Genera l ly,  th is def in i t ion 
inc ludes physic ians,  nurses,  nurse pract i t ioners,  phys ic ian ass istants,  medical  ass istants 
who treat  pat ients,  and other a l l ied heal thcare profess ionals,  such as pharmacists,  radio logy 
technologists,  and therapists.  However,  the def in i t ion is  not l imi ted to these indiv iduals a lone; 
the term inc ludes any person in a posi t ion to recommend or in f luence the purchase or prescr ib ing 
of  Bayer’s pharmaceut ica l  products.  In some instances,  th is may inc lude indiv iduals who do 
not work d i rect ly  wi th pat ients but who have inf luence over the recommendat ion,  purchase, 
or  prescr ib ing of  Bayer’s pharmaceut ica l  products—such as purchasing agents at  hospi ta ls, 
phys ic ian pract ice managers,  management personnel  wi th in group purchasing organizat ions 
(GPOs),  managed care organizat ions (MCOs),  pharmacy benef i t  managers (PBMs),  heal th p lan 
administrators,  wholesalers,  d ist r ibutors,  pharmacies,  Pharmacy & Therapeut ics Committee 
members,  Formulary Committee members,  or  other customers who do not see pat ients.   Some 
posi t ions and t i t les wi th in the industry are not considered heal thcare profess ionals such as, 
Or ig ina l  Equipment Manufacturers (OEMs) or  reta i l  managers.

Special Requirements for Federal Government Employees

There are federal laws that restr ict business or educational items provided to federal government 
employees (e.g. ,  mi l i tary and Department of  Veterans Affa i rs ) .  To ensure that  Bayer does not 
v io late these laws, Bayer employees,  contractors,  consul tants,  and agents may not prov ide any 
educat ional  i tems, inc luding textbooks, to federa l  government employees,  regardless of  va lue. 
For more informat ion on th is pol icy,  inc luding who const i tutes a federa l  government employee, 
consul t  Pol icy and Procedure,  “Specia l  Requirements for  Federa l  Government Employees,”  in 
these Pol ic ies and Procedures.

13. Educational Items for Healthcare Professionals
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Spending Limits and Frequency for Educational Items

Under the PhRMA and AdvaMed Codes, educational items may be offered only “occasionally.” It is 
Bayer’s pol icy that  no more than one educat ional  i tem – va lued at  less than $100 - is  prov ided to 
any heal thcare profess ional  in a ca lendar year.

Educat ional  i tems prov ided to HCPs sole ly  for  d ist r ibut ion to and for  use with pat ients,  such as 
pat ient  starter  k i ts and approved disease state brochures,  do not count toward the annual  l imi t 
of  one educat ional  i tem per HCP. However,  any i tem that is  intended for  use by the heal thcare 
profess ional ,  such as an anatomical  model ,  medical  textbook, res ident handbook, or  s imi lar  i tem, 
counts toward the annual  l imi t  of  one i tem per HCP and must be va lued at  less than $100.

State Spending Limits

Some states have laws regarding the provision of educational items that are more restrictive than 
Bayer’s pol ic ies.  P lease refer  to the Pol icy and Procedure sect ion on “State Laws, pr ior  to 
prov id ing any i tem of  va lue to heal thcare profess ionals in those states.

Retail Value – Amount to be Recorded

The retail value of an educational item provided to an HCP is determined by the amount Bayer paid 
for  the i tem.

The funct ional  areas responsib le for  d ist r ibut ing educat ional  i tems and textbooks must inc lude 
with each shipment a l is t  that  indicates the amount Bayer paid for  each i tem. These amounts 
may be c lose est imates i f  the actual  cost and/or an exact reta i l  va lue are not avai lab le.  The pr ice 
of  c l in ica l  repr ints is  ca lcu lated by the respect ive market ing departments and represents the 
product ion cost to Bayer for  the reproduct ion of  the mater ia l .  These costs are loaded into Veeva.

Educational Purpose Required

You may provide educational items to healthcare professionals that are designed primarily for the 
educat ion of  pat ients or  heal thcare profess ionals.  Examples of  appropr iate educat ional  i tems 
inc lude medical   textbooks,   anatomical   models,  pat ient  se l f -assessment and t racking tools, 
wr i t ten mater ia ls  that  in form  pat ients about adherence to medic ine regimens, in format ion about 
the avai labi l i ty  of  pat ient  ass istance programs, and pat ient  starter  k i ts – to the extent any such 
i tems are permit ted by re levant laws. I t  is  Bayer’s pol icy to not prov ide subscr ipt ions to sc ient i f ic 
journals to a heal thcare profess ional .  Bayer may prov ide t ranscr ipts or  journal  ar t ic les or  repr ints so 
long as the va lue does not exceed $100 per i tem.

Medical  textbooks may be offered only through the Market ing Department’s “ textbook program.” 
Under no c i rcumstances may you procure textbooks on your own through your T&E expense 
account.

Pr inted medical  booklets and text  mater ia ls ,  such as rev iew guides,  pocket books,  and 
handbooks, may be obtained from the Market ing Department. The Market ing department 
is responsible for obtaining approval f rom the Legal,  Medical,  and Regulatory (LMR) review 
committee. The purchase of any medical books or text mater ia ls not on this l ist is prohibited. These 
mater ia ls count toward the one educat ional i tem per healthcare professional per calendar year l imit.

Adherence to the textbook program and fo l lowing proper procedures for  other booklets and 
pr inted mater ia ls  ensure that  the text  in the mater ia ls  you distr ibute is  proper ly  rev iewed and 
approved for  promot ional  d ist r ibut ion.  Distr ibut ion of  any pr inted mater ia l ,  textbook, or  any other 
publ icat ion without proper rev iew and approval  v io lates Bayer’s Code of  Conduct and Bayer U.S. 
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Pharmaceut ica ls Compl iance Pol ic ies and Procedures.  P lease refer  to Pol icy and Procedure, 
“Mater ia ls  for  External  Use,”  in th is pol icy document for  fur ther deta i ls .  A l l  quest ions regarding 
avai labi l i ty  and t i t le  suggest ions for  textbooks and other pr inted booklets must be d i rected to 
your manager who wi l l  contact the appropr iate person in the Market ing Department.

Al l  Educat ional  i tems may only be procured through Market ing.  The purchase of  any medical 
books,  text  mater ia ls  or  other educat ional  i tem not procured through Bayer (e.g. ,  purchased at  a 
local  bookstore or  on- l ine)  is  prohib i ted.  Do not procure educat ional  i tems on your own through 
your T&E expense account.

Examples of Acceptable Educational Items

The following are examples of appropriate educational items that may be provided to heal thcare 
profess ionals:

	 •	Anatomical 	model

	 •	Medical 	 textbook

	 •	Educat ional 	mater ia ls 	and/or	books	on	management	of 	d isease

	 •	Cl in ica l 	Repr ints	–	Del ivered	 in	person	by	a	Sales	Representat ive	 (not	sent  v ia emai l  or   
  through an e lectronic l ink)

Under federa l  and state law regulat ions,  Bayer is  requi red to report  to certa in government 
agencies appl icable t ransfers of  va lue (e.g. ,  c l in ica l  repr ints ) .  Bayer wi l l ,  as required, d isc lose 
name, address,  the monetary va lue of  the received i tem and any other in format ion required 
by the re levant laws and regulat ions.  A l l  t ransfers of  va lue to statutor i ly  def ined “covered 
rec ip ients” (e.g. ,  MDs, DOs, teaching hospi ta ls )  are a lso subject  to publ ic d isc losure.

Examples of Unacceptable Educational Items

“Reminder” items such as pens, note pads, mugs, magnets, and similar items with or without the 
Bayer or  product logos are not educat ional  i tems and therefore are not permiss ib le.  In addi t ion, 
stethoscopes, pedometers,  stopwatches,  and genera l  f i tness i tems which are designed pr imar i ly 
for  pat ient  t reatment and not for  educat ion of  the pat ient  or  heal thcare profess ional  are a lso 
prohib i ted.  L ikewise,  samples of  over-the-counter ( “OTC”)  Bayer products such as Aleve and 
Bayer Aspir in may not be prov ided to heal thcare profess ionals.  None of  the prohib i ted i tems 
descr ibed above may be prov ided at  conferences or th i rd party profess ional  or  sc ient i f ic 
meet ings.

I tems that can a lso be used by the heal thcare profess ional  for  personal  use unre lated to pat ient 
educat ion (such as tablet  computers,  e lectronic or  d ig i ta l  dev ices per iphera ls, )  may not be 
prov ided to heal thcare profess ionals even i f  the heal thcare profess ional  indicates the i tem wi l l  be 
used sole ly  for  educat ional  purposes.  The PhRMA and AdvaMed Codes speci f ica l ly  prohib i t  these 
i tems.

I tems prov ided to a heal thcare profess ional  may never inc lude payments in cash or cash 
equiva lents,  inc luding but not l imi ted to i tems such as (a )  g i f t  cards/cert i f icates;  (b)  checks;  (c ) 
loans or sav ings bonds; (d)  lot tery t ickets;  (e )  a i r l ine upgrade coupons or reward points;  or  ( f )  gas 
cards.  I tems of  a personal  nature,  such as f lowers,  g i f t  baskets,  and hol iday or ce lebratory i tems 
are a lso prohib i ted.

Under no c i rcumstances can th is pol icy be c i rcumvented by use of  the employee, contractor, 
consul tant  or  agent’s cash and/or personal  credi t  or  debi t  card.
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Procedures

Before providing an educational item to a healthcare professional, ask yourself:

 1.  Is  th is the only educat ional  i tem ( inc luding textbooks)  that  I ’m giv ing th is  heal thcare 
    profess ional  for  h is/her profess ional  use in th is ca lendar year?

 2.  Is  i t  des igned pr imar i ly  to educate the heal thcare profess ional  or  to benef i t  pat ients?

 3.  Am I  certa in that  the rec ip ient  is  not a federa l  government employee or does not pract ice 
     in  a state wi th specia l  restr ict ions or report ing requirements?

 4.  Is  the reta i l  va lue of  the g i f t  less than $100?

The answers to a l l  quest ions must be “yes” for  the educat ional  i tem to be appropr iate.

Documentation of Educational Items through Veeva

All educational items provided by Bayer’s pharmaceutical sales representatives must be recorded 
in Veeva. An accurate descr ipt ion of  the business purpose of  the educat ional  i tem must be 
documented. Medical  Science L ia isons (MSLs)  d ist r ibut ing repr ints should use the c l in ica l  repr int 
receipt  form to obta in the HCP s ignature which serves as proof  a t ransfer  of  va lue has been 
prov ided. 

Record Retention

Invoices are retained by the Accounting Department for a period of 10 years. The Sales Operat ions 
Department wi l l  reta in the d ist r ibut ion of  educat ional  i tems to HCPs in Veeva for  a per iod of  10 
years.

Audits

Spending for educational items is subject to auditing by Bayer Internal Audit and the Law, 
Patents and Compl iance Department to ensure compl iance with th is Pol icy,  inc luding proper 
documentat ion,  spending l imi ts,  and company spending pol ic ies.  The government (e.g. ,  IRS) may 
a lso request to audi t  or  rev iew re lated spending.
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Bayer supports the prov is ion of  pat ient  educat ion programs so pat ients may gain a greater 
understanding of  the i r  d isease and how to cope with the chal lenges of  managing the i r  d isease 
with drug therapy.  Bayer pol icy prohib i ts employees,  contractors,  consul tants,  and agents f rom 
offer ing pat ient  educat ion,  pat ient  support  groups, educat ional/ t reatment i tems or meals for  the 
express purpose of  encouraging a pat ient  to purchase, order,  refer,  use or recommend Bayer’s 
pharmaceut ica l  product (s ) .  Bayer does not sponsor and/or prov ide funding for  pat ient  educat ion 
events inc luding pat ient  support  groups where the indiv idual  heal thcare profess ional  de l ivers 
lectures to h is/her own pat ients to educate them on disease states and t reatment opt ions.  A l l 
pat ient  educat ion/support  group programs must be unsol ic i ted and in conjunct ion with approval 
of  U.S. Advocacy Relat ions.

Meals

It is generally appropriate for Bayer sales representatives to provide an occasional and modest meal 
in a sett ing conducive to pat ient  educat ion to pat ients.  (Hematology business only:  caregivers 
are def ined as people who may be parents,  grandparents,  guardians,  or  other fami ly  members 
and can be offered th is meal . )  The meal  cap for  pat ient  event meals is  $50 per at tendee. (For 
Hematology only,  caregivers a lso have a $50 per at tendee meal  cap per person) .  I t  is  not 
appropr iate for  Bayer to pay for,  or  re imburse pat ients for,  personal  meals.  Prov id ing a pat ient 
wi th a meal  so le ly  for  “ re lat ionship bui ld ing” is  not acceptable.  Offer ing pat ients a meal  outs ide 
the context  of  an educat ional  program is a lso unacceptable.  Last ly,  offer ing meals in any locat ion 
without a Bayer representat ive present,  or  prov id ing “take-out”  meals,  is  not a l lowed.

Meals prov ided to pat ients must be “occasional”  and “modest”  in cost as judged by local 
standards.  A modest business meal  must cost no more than $50 per person ( inc luding food, 
beverage, tax,  and gratu i ty ) .  Such meals should consist  of  sandwiches,  p izza,  snacks,  or  sof t 
beverages.  Meals cannot consist  of  a lcohol  only.  I f  a lcohol  is  prov ided, i t  must accompany a 
meal ,  must not be excessive,  and the cost must be inc luded in the tota l  cost of  the meal .

Educational, Disease or Treatment Related Items

In accordance with the requirements of this policy, Bayer representatives may provide patients 
with i tems that are intended to educate pat ients and are important for  pat ient  t reatment and/
or d isease management.  These i tems may only be d ist r ibuted to pat ients at  heal th fa i rs,  medical 
screenings,  walks,  b ike events,  and pat ient  educat ional  events or  programs (e.g. ,  Nat ional 
Mul t ip le Scleros is Society and Nat ional  Hemophi l ia  Foundat ion)  where heal thcare profess ionals 
are not reasonably expected to at tend. Bayer is  prohib i ted f rom distr ibut ing such mater ia ls 
wi th the expectat ion that  a char i table contr ibut ion or an educat ional  grant wi l l  necessar i ly  be 
prov ided. Char i table contr ibut ions and educat ional  grants are determined independent ly.

Educat ional  and t reatment i tems as def ined and permit ted by th is pol icy may not be d ist r ibuted 
to or  prov ided at  events for  heal thcare prov iders (e.g. ,  medical  society meet ings) .

The reta i l  va lue of  any indiv idual  i tem prov ided to pat ient  may be no more than $10 and the reta i l 
va lue of  any combinat ion of  i tems given at  any one t ime, not to exceed three i tems, must not be 
more than $25. Educat ional/ t reatment i tems should be prov ided only occasional ly  to pat ients and 
the tota l  va lue of  a l l  educat ional/  t reatment i tems prov ided to any s ingle pat ient  must be modest.

Examples of  appropriate  educat ional ,  d isease or t reatment-re lated i tems may inc lude, but 
are not l imi ted to,  ice packs,  squeeze bal ls ,  d isease state brochures,  ca lor ie counters,  or 
pedometers.  For example,  d isposable water bott les at  a walk where the water bott les must be 
intended for  s ingle-use only can be prov ided at  walks.  Such educat ional  and t reatment re lated 
i tems may be Bayer branded and must be approved through LMR and the Law, Patents and 

14. Patient Education
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Compl iance Department.  Speci f ic  quest ions regarding educat ional/d isease state i tems should be 
d i rected to the U.S. Off ice of  Compl iance.

I tems that are not re lated to pat ient  educat ion,  d isease or t reatment may not be prov ided, 
regardless of  whether they conta in a Bayer or  brand logo. Suppl ies,  such as pens,  fo lders 
and paper may be prov ided for  pat ient/caregiver  use dur ing an educat ional  sess ion/program. 
However,  such i tems may not have a Bayer or  brand logo.

Examples of  inappropriate i tems inc lude, but are not l imi ted to,  key chains,  gol f  ba l ls ,  note 
pads, magnets,  pens,  mouse pads, stuffed animals,  etc.  None of  the prohib i ted i tems descr ibed 
above may be prov ided to pat ients in connect ion with a product d isplay or  exhib i t .  Speci f ic 
quest ions regarding educat ional/d isease state i tems should be d i rected to the U.S. Off ice of 
Compl iance.

Al l  pat ient  educat ion and t reatment i tems must be obta ined di rect ly  f rom Market ing and approved 
by Law, Patents and Compl iance Department.  You may not procure i tems on your own to prov ide 
to pat ients.

Documentation of Patient Meals

Patient meals – in conjunction with an educational event with paid speaker or Bayer employee must 
be arranged through the Bayer Speaker Bureau.  S ign- in sheets are required for  appropr iate 
documentat ion of  cost-per-attendee as wel l  as for  adherence with IRS ru les.  A l l  other meals 
accompanying an educat ion presentat ion must be recorded in Concur.

Due to the Pat ient  Pr ivacy Rule (HIPAA),  d isc losure of  the pat ient  names cannot be inc luded on 
the s ign- in sheet.   Pat ients should be l is ted as “Pat ient  1,”  “Pat ient  2,”  etc. ,  in order to document 
the tota l  number of  pat ients in at tendance and to ca lcu late the appropr iate cost per at tendee.

Supervisor Review of T&Es

Complying with the expense reporting and approval policies is a critical responsibility for manager ia l 
employees with in the company, to ensure proper contro l  of  business expenses.

Immediate superv isors are responsib le for  regular ly  rev iewing T&Es for  a l l  employees,  or  any 
contracted th i rd party sa les profess ional ,  they oversee to ensure that  consistency with th is Pol icy 
and Procedure and other appl icable Bayer requi rements.  This inc ludes a deta i led rev iew that the 
guidel ine l imi t  per person per meal  is  not exceeded, the correct  number of  at tendees is  reported, 
the attendees are appropr iate,  the venue is  appropr iate,  and the tota l  number and amount of 
business meals prov ided to any s ingle pat ient  are consistent wi th th is Pol icy and Procedure.

I f  the rev iew reveals potent ia l  d ivergence f rom Bayer pol icy,  the superv isor must take appropr iate 
act ion,  to inc lude discussing the s i tuat ion with the employee, document ing correct ive act ion and 
not i fy ing and consul t ing with the next superv isory leve l .  I f  a superv isor determines an employee 
has not fo l lowed th is pol icy,  the superv isor must not i fy  the Law, Patents and Compl iance 
Department.  P lease refer  to Pol icy and Procedure,  “Disc ip l inary Act ion.”

Record Retention

T&E reports are retained by the Accounting Department for a period of 10 years.

Audits

Spending for patient educational meals is subject to auditing by Bayer Internal Audit and the Law, 
Patents and Compl iance Department to ensure compl iance with th is Pol icy,  inc luding proper 
documentat ion,  spending l imi ts,  and company spending pol icy.  The government (e.g. ,  IRS) may 
a lso request to audi t  or  rev iew expense reports.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

The Personal  Serv ices Safe Harbor of  the Ant i -Kickback Statute a l lows Bayer to enter  into certa in 
fee-for-serv ice arrangements wi th heal thcare profess ionals prov ided certa in cr i ter ia are met. 
Bayer’s pol icy on fee-for-serv ice arrangements is  consistent wi th the Personal  Serv ices Safe 
Harbor,  the PhRMA Code on Interact ions with Heal thcare Profess ionals,  the AdvaMed Code of 
Eth ics and other appl icable laws and industry guidance. Arrangements to pay indiv iduals for 
speaking engagements,  consul t ing fees or part ic ipat ion on advisory boards,  as wel l  as fee for 
serv ice agreements wi th customers,  data purchases,  market research or advert is ing space may 
never be used to encourage the rec ip ients to purchase, order,  refer,  use or recommend Bayer’s 
pharmaceut ica l  products nor should these arrangements be used to reward “h igh prescr ibers.” 
These fee-for-serv ice arrangements are a lso subject  to federa l ,  state and g lobal  report ing 
requirements.

Fee-for-serv ice t ransact ions inc lude, but are not l imi ted to,  arrangements wi th heal thcare 
profess ionals for  speaker agreements,  consul t ing,  adv isory board part ic ipat ion,  data purchases, 
serv ice agreements wi th customers,  pat ient  educat ion programs, medical  wr i ters and other 
activities where individuals (or the companies that employ them) are compensated by Bayer for services 
rendered. Contracted partners may opt-out of any compensation if they wish to; however intended 
compensation cannot be transferred by Bayer to a charity or other party not party to the contract.

Clarification of Terminology and Programs
Advertising space  in  newslet ters or  other pr inted mater ia ls ,  whether or  not they are 
contracted through a th i rd-party such as an advert is ing agency,  are not “ fee-for-serv ice” 
arrangements.   Payment  for   advert is ing  space  must  not  be  cont ingent  on,   or   used as a 
reward for,  the purchase, prescr ipt ion,  or  recommendat ion of  Bayer’s pharmaceut ica l  products.

Advisory Boards  are conducted to gain expert  feedback or advice on commercia l  or 
c l in ica l /medical  topics or  other re levant medical/sc ient i f ic  in format ion exchange and are not 
intended to prov ide a forum for  product promot ion.  Bayer representat ives should ensure that 
adv isory board part ic ipants are se lected because of  the i r  knowledge, educat ion,  exper ience, 
and/or expert ise about the topic under considerat ion,  and c lear ly  understand that they 
are being reta ined to prov ide a serv ice and not mere ly to passive ly receive promot ional 
presentat ions.  An advisory board meet ing cannot be designed to (1)  in f luence the inv i ted 
consul tants or  to change the i r  prescr ib ing preferences;  (2 )  prov ide part ic ipants wi th an 
opportuni ty to meet and mingle wi th the i r  peers;  or  (3 )  have part ic ipants mere ly l is ten to 
in format ion about Bayer’s pharmaceut ica l  products.

Consultants  are genera l ly  heal thcare profess ionals contracted with a fee-for-serv ice 
agreement and paid by Bayer to prov ide needed informat ion about i ts  products,  sa les and 
market ing act iv i t ies,  and re lated issues (e.g. ,  d isease states)  among other potent ia l  areas.

Data purchases inc lude any compi led informat ion offered by a customer that  may have 
commercia l  va lue,  such as product ut i l izat ion informat ion,  c l in ica l  or  sa les data that  is  necessary 
for  a commercia l ly  reasonable Bayer business purpose. Permiss ib le data purchases and other 
arrangements are those designed to (1)  foster  increased understanding of  sc ient i f ic  or  c l in ica l 
issues in order to improve pat ient  care and/or (2 )  prov ide informat ion not otherwise avai lable to 

15. Fee-For-Service Arrangements
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Bayer in areas that  are re levant to i ts  business act iv i t ies.  Bayer may not purchase data unless i t 
has establ ished a leg i t imate need for  the data and intends to use the data for  leg i t imate business 
purposes.

Market research  is  a imed at  obta in ing informat ion on customer requirements,  preferences, 
product per formance, and purchasing opt ions for  use by Bayer U.S. Pharmaceut ica ls to 
develop, evaluate or  change i ts  product or  serv ice offer ings,  or  market ing,  promot ional  or 
educat ional  act iv i t ies.  Market research may be conducted in person (e.g. ,  focus groups) ,  by 
mai l  (e.g. ,  surveys or e lectronica l ly.  Compensat ion must be at  fa i r  market va lue.  Part ic ipants in 
Market ing Research Studies may not be se lected or compensated by the sa les force or other 
employees,  contractors,  consul tants or  agents involved in d i rect  promot ion.  For example,  i t  is 
not appropr iate for  sa les personnel  to design market ing research quest ionnai res for  phys ic ians 
or to pay physic ians for  complet ing these surveys.  Market research or focus groups involv ing 
heal thcare profess ionals h i red by or on behal f  of  Bayer U.S. Pharmaceut ica ls,  in which Bayer 
U.S. Pharmaceut ica ls knows the ident i ty  of  the part ic ipant,  are Interact ions with HCPs and HCOs 
and, as such, may be reportable to federa l ,  state and g lobal  agencies.  Market research or focus 
groups where the part ic ipants’  ident i t ies are b l inded to Bayer U.S. Pharmaceut ica ls are not 
considered Interact ions with HCPs and HCOs.

Physician Training  prov ides heal thcare profess ionals the opportuni ty to be t ra ined by other 
qual i f ied heal thcare profess ionals prof ic ient  in the use of  Bayer U.S. Pharmaceut ica l ’s products. 
The content of  the t ra in ing must be designed to develop the sk i l ls  of  heal thcare profess ionals 
who wi l l  prov ide va luable pat ient  serv ices through the use of  Bayer U.S. Pharmaceut ica l ’s 
products.  A l l  t ra in ing mater ia ls  must go through the LMR rev iew process and be on- label .

Promotional speaker events inc lude speakers who are act ing or speaking on Bayer U.S. 
Pharmaceut ica l ’s behal f .  Such events are considered promot ional  events.  Speaker fees must 
be consistent wi th fa i r  market va lue and prov ided pursuant to a wr i t ten agreement approved by 
the Law, Patents and Compl iance Department.  The tota l  amount of  annual  compensat ion to any 
one heal thcare profess ional  in connect ion with a l l  Bayer pharmaceut ica l  products that  fa l l  wi th in 
a therapeut ic area of  the Bayer U.S.,  LLC Pharmaceut ica ls d iv is ion (Dermatology,  Hematology, 
Neurology,  Oncology,  Pulmonology,  Radio logy,  Women’s Heal th)  and speaking arrangements may 
not exceed $75,000 annual ly.  Pr ior  to the speaker’s f i rst  speaker event,  he/she must complete 
Speaker Tra in ing,  which inc ludes t ra in ing on the respect ive Bayer product or  the product 
re lated disease state,  products,  Bayer Compl iance and FDA regulatory requirements as wel l  as 
compl iance-re lated procedures and expectat ions.

Speaker t ra in ing can be done e i ther at  meet ings or us ing webinars and must be managed through 
Bayer’s approved Speaker Bureau. The t ra in ing should cover the content to be presented and to 
develop speakers to effect ive ly del iver  presentat ions.  Bayer U.S. Pharmaceut ica ls must ensure 
that  the number of  speakers t ra ined is  c losely re lated to the number of  speakers Bayer U.S. 
Pharmaceut ica ls p lans to use.  Tra in ing of  more speakers than would be reasonably requi red may 
g ive the percept ion of  a v io lat ion of  the Ant i -Kickback Statute.

Al l  speaker t ra in ing meet ings must be in i t iated through e i ther the Market ing Department or 
the Medical  Affa i rs Department;  a l l  meet ing content must be approved through the Legal , 
Medical  and Regulatory rev iew process and must re late to approved/c leared uses of  Bayer U.S. 
Pharmaceut ica l  products;  and must be p lanned us ing Bayer’s approved Speaker Bureau.

The speaker and the mater ia ls  must c lear ly  ident i fy  that  Bayer is  sponsor ing the presentat ion, 
that  the speaker is  present ing on behal f  of  and is  being paid by Bayer,  and that  the speaker is 
present ing informat ion that  is  consistent wi th FDA laws and regulat ions.  A Bayer representat ive 
must at tend each program.
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Bayer prohib i ts a promot ional  speaker f rom present ing only to h is/her staff  and/or pat ients in 
the i r  own pract ice.  The promot ional  program must be open to the community and not l imi ted to a 
speci f ic  phys ic ian pract ice or heal thcare organizat ion.

Bayer may a lso enter  into Promot ional  Speaker Event Agreements wi th speakers who do not wish 
to be paid.  Such arrangements fo l low the same pol ic ies as Bayer Promot ional  Speaker Events 
inc luding a l l  requi red approvals and LMR rev iew of  presentat ion content.  For in format ion on 
enter ing into such agreements,  p lease contact the Law, Patents and Compl iance Department.
The Bayer employee who is host ing or at tends the speaker t ra in ing,  adv isory or  consul tant 
meet ing or promot ional  speaker program event,  is  responsib le for  ensur ing a s ign- in sheet is 
completed and submit ted appropr iate ly.  Whi le a th i rd-party vendor ass ists wi th the logist ics at 
these events,  the Bayer employee remains responsib le for  ensur ing the complet ion and t imely 
submiss ion of  a s ign- in sheet.

Scanner Testing  prov ides Bayer the opportuni ty to test  Radio logy products wi th the s i te or 
hospi ta l  equipment.  The test ing is  per formed by a Bayer engineer and the hospi ta l  may require a 
Radio logy Technic ian employed by the fac i l i ty  to be present dur ing the test ing.  Payment for  scanner 
test ing must not be cont ingent on,  or  used as a reward for,  the purchase or recommendat ion of  any 
Bayer Radio logy products.

Service agreements  are contractual  agreements typica l ly  in i t iated with a heal thcare 
organizat ion to prov ide certa in serv ices that  inc lude, but are not l imi ted to,  managed care 
organizat ions cal l ing pat ients and reminding them to ref i l l  the i r  Bayer prescr ipt ions,  d isease 
awareness programs, customers mai l ing physic ians informat ion regarding the addi t ion of  a Bayer U.S. 
Pharmaceut ica ls product to i ts  formulary,  or  prov id ing “pat ient  in format ion cards” to pat ients who may 
be us ing a Bayer product for  the f i rst  t ime.

For these agreements, Bayer pays a fair  market value fee to the customer in exchange for their  services.

Serv ice agreements may not subst i tute for,  or  subsid ize,  act iv i t ies that  are part  of  a customer’s normal 
costs of  prov id ing heal thcare serv ices or of  running i ts  business,  nor may fees paid pursuant to an 
agreement be determined by tak ing into account pr ic ing terms in product purchase agreements. 
In addi t ion,  serv ice fees paid to customers may not be used to reward the customer for  a pat ient 
“switch” program (e.g. ,  a program intended to convert  pat ients f rom a compet i tor  product to a Bayer 
product ) .

Permissible Fee-For-Service Agreements

Fee-for-service arrangements are permitted if ALL of the following are true:

	 •	A	 leg i t imate	need	for 	 the	serv ices	has	been	c lear ly 	 ident i f ied	 in	advance	of  request ing  
  the serv ices.

	 •	Compensat ion	paid	represents	 fa i r 	market	va lue	 for 	 the	serv ices	rendered.

	 •	Indiv iduals	are	chosen based upon re levant qual i f icat ions,  exper ience and expert ise   
  as wel l  as the va lue the i r  serv ices would prov ide to Bayer,  and cannot be based on the  
  vo lume or va lue of  business they generate.
 
 •	Fie ld sa les representat ives may not be involved in se lect ing and/or contract ing    
  potent ia l  speakers of  the speaker bureau or engaging heal thcare profess ionals to 
  serve as consul tants.  Medical  Affa i rs is  u l t imate ly responsib le for  eva luat ing whether   
  a heal thcare profess ional  has the necessary and required qual i f icat ions to serve as a  
  speaker or  consul tant .
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	 •	The	venue	and	c i rcumstances	of 	consul tant 	meet ings	must	be	conducive	to  the consul t ing 
  serv ices.  Exot ic and/or resort  locales are prohib i ted.  Bayer may not prov ide enterta inment 
  or  recreat ional  act iv i t ies in connect ion with any speaker t ra in ing event,  adv isory board,  or 
  consul tant  meet ing.

	 •	Consul tant 	meet ings, 	speaker	 t ra in ing	meet ings	and	advisory	board  meet ings must be 
  approved by the Law, Patents and Compl iance Department before inv i tat ions are sent 
  and before venues are booked.

	 •	The	number	of 	part ic ipants, 	speakers, 	adv isors	and/or	consul tants	chosen  must be 
  consistent wi th the business need.

	 •	The	wr i t ten	contract 	must	speci fy 	 the	nature	of 	 the	serv ices	and	the	basis  of  payment for 
  those serv ices.  The contract  must be approved by the Law, Patents and Compl iance 
  Department before i t  is  s igned by the speaker or  consul tant  and Bayer.  No Bayer 
  employee may execute any contract  or  other legal ly  b inding document wi thout rev iew   
  and approval  f rom the Law, Patents and Compl iance Department.  I f  a heal thcare 
  profess ional  refuses to s ign the agreement prov ided by the Law, Patents and Compl iance 
  Department pr ior  to the in i t iat ion of  the program, he or she cannot be reta ined to prov ide 
  the serv ice.

Procedures for all Types of Fee-For-Service Arrangements

Initial Written Request

The init ial request for a fee-for-service arrangement must be made using the Agreement Request 
Form and approved by the requestor’s superv isor.  The approved request is  submit ted to the Law, 
Patents and Compl iance Department for  legal  rev iew and contract  generat ion.  The Agreement 
Request Form must inc lude the fo l lowing:

	 •	Name	and	address	of 	 the	speaker (s ) , 	consul tant (s ) , 	adv isory	board  member(s ) ,  and HCP  
  state l icense number and state of  l icensure i f  requi red, etc. ;

	 •	Bayer’s	 leg i t imate	business	need	for 	 the  arrangement as descr ibed by the purpose  
  and nature of  the serv ices being purchased;

	 •	A	statement	of 	 the	part ic ipant’s	qual i f icat ions	 ( the	part ic ipant’s	 t i t le 	may	be	suff ic ient 	 	 	
  to reveal  the qual i f icat ions based on the descr ipt ion of  Bayer’s need or purpose for  the 
  serv ices) ;

	 •	Term	of 	 the	agreement, 	 inc luding	any	automat ic	 renewal 	prov is ions;

	 •	The	proposed	fee	us ing	 fa i r 	market	va lue	calculat ions; 	and

	 •	Descr ipt ion	of 	 the	expense	to	be	re imbursed,	 i f 	any.

The Agreement Request Form is reta ined by the Contract  Compl iance Administrator  in the 
Law, Patents and Compl iance Department.  The necessary in format ion f rom the request form is 
inc luded in the contract  for  a l l  types of  fee-for-  serv ice arrangements.  The Law, Patents and 
Compl iance Department’s approved, executed contract  must be inc luded in a l l  fee-for-serv ice 
payment request packages.

Before generat ing the contract ,  the Law, Patents and Compl iance Departments wi l l  determine 
whether a Master Serv ices Agreement (“MSA”)  ex ists for  the potent ia l  speaker or  consul tant . 
I f  a MSA exists,  the Law, Patents and Compl iance Department determines whether the 
new arrangement conforms to the terms of  the MSA, inc luding any l imi t  on the number of 
engagements or  maximum amount paid annual ly.  No speaker may be paid more than $75,000 
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for  speaking engagements annual ly.  I f  Bayer p lans to use the speaker,  consul tant ,  or  adv isory 
board member for  more than one event over the course of  the next year,  and the consul tant  does 
not a l ready have a MSA, a new MSA that ident i f ies a maximum value and type of  serv ices to be 
prov ided must be created.

Contents of the Contract

Each healthcare professional retained as a speaker, consultant or for another fee-for-service 
arrangement must s ign a contract  or  Letter  of  Agreement that  has been approved by the Law, 
Patents and Compl iance Department and must inc lude the fo l lowing:

	 •	A	descr ipt ion	of 	 the	serv ices	to	be	prov ided;

	 •	When	known	 in	advance,	 the	schedule	on	which	the	serv ices	wi l l 	be  prov ided;

	 •	The	specific	duration	of	the	services	to	be	provided,	or	a	contractual	term of at least one year;

	 •	The	maximum,	aggregate	compensat ion	to	be	paid	 for 	 the	serv ices; 	and

	 •	A	cert i f icat ion	by	the	part ies	 to	 the	arrangement	 that 	 the	part ies	shal l 	not  v io late the Ant i -  
  K ickback Statute wi th respect to the per formance of  the contractual  agreement.

Third Party Contracts

Bayer may work with third part ies who contract with speakers, moderators, or consultants on 
behal f  of  Bayer.  Thi rd part ies are prohib i ted f rom enter ing into contracts wi th HCPs on Bayer’s 
behal f .  The Law, Patents and Compl iance Department wi l l  generate a l l  agreements wi th HCPs 
in accordance with the procedures descr ibed above. I f  the th i rd party engages the consul tant 
or  speaker,  the th i rd party must send to Bayer the proposed l is t  of  speakers,  moderators,  or 
consul tants that  i t  p lans to use for  the event.  The Law, Patents and Compl iance Department must 
ver i fy  that  each consul tant  has not exceeded the terms of  any appl icable MSA or the $75,000 
annual  l imi t  on speaker fees.  Certa in payments that  are made by th i rd-part ies on Bayer’s behal f 
are reportable for  federa l ,  state and g lobal  report ing requirements.  For addi t ional  report ing 
requirements p lease refer  to Pol icy,  Focus Arrangements ( Interact ions with HCPs and HCOs).

The Law, Patents and Compl iance Department wi l l  prov ide or approve the th i rd party contract (s ) 
to use for  the consul tants that  inc ludes the terms descr ibed above. In addi t ion,  the rev iewing 
attorney must assess whether the proposed arrangement compl ies wi th the Ant i -Kickback Statute 
and assesses compl iance with re levant Safe Harbor (s ) .  Th is rev iew/assessment,  h is/her name, 
and the date i t  was conducted, must be documented.

Special Rules for Contracting with a Federal Government Employee

Federal government employees include anyone who works (either full-time or part-time) at a facility 
associated with the Department of  Defense (e.g. ,  mi l i tary ) ,  the Department of  Veterans Affa i rs 
( “VA”) ,  Federa l  Publ ic Heal th Serv ice (“PHS”) ,  Indian Heal th Serv ice,  the Nat ional  Inst i tutes of 
Heal th (“NIH”) ,  or  other federa l  government ent i t ies.

Specia l  ru les and l imi tat ions apply to fee-for-serv ice arrangements wi th federa l  government 
employees.  Pr ior  to any d iscussions regarding speaker serv ices,  consul tant  or  any other fee-
for-serv ice arrangement wi th a federa l  government employee you must contact the Government 
Affa i rs Manager responsib le for  that  state ( i f  you are interested in contract ing with a state 
employee)  or  contact the Law, Patents and Compl iance Department ( i f  you are interested in 
contract ing with a federa l  government employee) .

In addi t ion,  and to comply wi th requirements of  the Department of  Veterans Affa i rs,  certa in 
language (excerpted below) must be inc luded in a l l  fee-for-serv ice agreements entered into 
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with VA employees.  I t  is ,  therefore,  mandatory that  any fee-for-serv ice request involv ing a VA 
employee c lear ly  state that  the party involved is  an employee of  the Department of  Veterans 
Affa i rs.  To fu l f i l l  th is  requi rement,  VA employee status must be inc luded on the Speaker or 
Consul tant  Approval  Form under “A Statement of  the Speaker’s Qual i f icat ions” and in the cover 
memo that accompanies the form.

The Following, or Similar, Language must appear in Agreements with 
VA Employees:

Department of Veterans Affairs (VA) Employee Provisions

Services provided must occur outside of duty hours or dur ing a per iod of administrat ive or 
personal  leave so as not to affect  per formance of  off ic ia l  dut ies.  Inv i tat ions for  serv ices are 
extended sole ly  on the basis of  expert ise,  not as a resul t  of  employment wi th the VA.

VA Employee may not be compensated for  any serv ice in which VA research programs or matters 
re lated to off ic ia l  dut ies are d iscussed, nor may the employee discuss any research he or she has 
conducted, part ic ipated in,  or  superv ised. Employee may not refer  pat ients to Bayer-sponsored 
c l in ica l  t r ia ls .

A VA employee may not receive compensat ion f rom Bayer i f  he/she serves in a posi t ion of 
decis ion- making author i ty  (e.g. ,  formulary committee)  in which purchasing or prescr ib ing 
decis ions are made that might favor or  d is favor any of  Bayer’s  products (other than in the 
capaci ty to prescr ibe drugs/ dev ice for  pat ients) .

The VA employee’s off icial t it le or posit ion may only be used when l isted as a biographical detai l .

Law, Patents and Compliance Review of Interactions with HCPs and HCOs

The Law, Patents and Compliance Department evaluates whether the proposed arrangement 
sat is f ies the requirements of  the Ant i -Kickback Statute and assesses compl iance with re levant 
Safe Harbor (s ) .  The rev iewing attorney must document that  th is assessment was conducted, h is/
her name and the date i t  was conducted.

The Law, Patents and Compl iance Department a lso conf i rms that  the proposed payment (e.g. , 
speaker compensat ion or fees for  a commercia l  exhib i t )  represents fa i r  market va lue.  Fa i r  Market 
Value is  based on an independent,  th i rd-party prov ider who benchmarks industry standards. 
The methodology used to determine indiv idual  fa i r  market va lue calculat ions is  conta ined in 
a database. Any except ion f rom the fa i r  market va lue methodology and the rat ionale for  such 
except ion must be approved by the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or 
designee)  and documented and mainta ined in the Law, Patents and Compl iance Department.

The Law, Patents and Compl iance Department sends each party associated with the interact ion 
a copy of  the approved contract  and attaches a copy of  Bayer’s Code of  Conduct and the Ant i-
Kickback Statute Pol ic ies and documents that  these were sent.  The attached documents may be 
sent e lectronica l ly  or  by hard copy, and can be inc luded as an exhib i t  to the contract  or  sent as 
separate documents.

The wr i t ten contract  may indicate that  Bayer wi l l  re imburse reasonable expenses for  t rave l , 
lodging, and meals incurred by the speaker or  consul tant  in connect ion with the serv ices 
prov ided to Bayer,  as descr ibed in the approved wr i t ten contract .  Bayer wi l l  not  re imburse 
inc identa l  expenses,  such as g i f t  shop purchases or personal  i tems. Bayer wi l l  not  pay for  any 
addi t ional  expenses associated with the spouse or guest of  a consul tant ,  such as t rave l  or  meals. 
A spouse or guest may share a hote l  room with the consul tant ,  prov ided Bayer incurs 
no addi t ional  costs.
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Proof of Service

The requestor of the goods or services must retain and present if necessary proof that the services 
purchased were per formed and/or sat is factor i ly  received before payment is  generated. The 
requestor formal ly  conf i rms proof  of  serv ice by prov id ing documentat ion (e.g. ,  a t imesheet,  s l ide 
deck or s ign- in sheet )  re lated to serv ices being prov ided. The Requestor must reta in the records 
demonstrat ing the appropr iate use of  the serv ices prov ided by the consul tant .  Where a tangib le 
del iverable is  prov ided, such as a report ,  the requestor must reta in the del iverable as proof  that 
the serv ice was performed. The del iverable must be reta ined for  10 years.  The contract  must 
permit  Bayer to observe the serv ices rendered or otherwise obta in proof  of  serv ice.

Payment Generation

Payment for fee-for-service arrangements is contingent upon:

	 •	Approved	wr i t ten	contract ;

	 •	Documentat ion	as	to	need	for 	serv ice;

	 •	Completed	 fa i r 	market	va lue	analys is; 	and

	 •	Proof	of 	serv ices	has	been	prov ided.

The Requestor (or  the i r  de legate)  generat ing the in i t ia l  fee-for-serv ice request is  responsib le 
for  prepar ing the payment request documentat ion,  obta in ing necessary approvals,  and 
submit t ing i t  by fo l lowing a l l  Bayer Pharmaceut ica l  Procurement processes.  When us ing 
the “ Internal  Payment Demand ( IPD),” i t  must conta in the contract  number ( formatted as 
“US2083####”) .  On the “ Internal  Payment Demand ( IPD)”  the contract  number must be in the 
“GL Text F ie ld” in order to match the payment wi th the contract  in the Focus Arrangements 
Database and be pai red with the contract  for  government report ing purposes. 

The approval  process for  the payment request must fo l low the spending approval  leve ls 
wi th in Corporate U.S. Signature Author izat ions Pol icy Group Regulat ion 1990.

Procedures Specific to Service Types with a Meeting

Contracting with Consultants, Advisory Board Members, Speaker 
Training Participants and Others

The Requestor must follow the Bayer Meetings & Conventions Management Department 
procedures i f  external  and Bayer at tendees are inv i ted to an offs i te group meet ing. 
The procedures can be found at : 
http://us.bayernet.cnb/en/organization/us-corporate-departments/meetings-and-conventions.aspx
The onl ine system to in i t iate a meet ing request can be found at : 
https://www.cvent.com/EVENTS/Websites/Login.aspx?rwstub=b51e9b00-cd4e-4cd8-9c15-25919cf96aba.

Record Retention

The Accounting Department will retain the full payment request information according to Procedures 
for  a per iod of  10 years.  The Agreement Request/Transmit ta l  Form is reta ined in the Law, Patents 
and Compl iance Department,  or  by the Requestor,  for  a per iod of  10 years.  For tangib le serv ices 
(e.g. ,  consul tant  reports ) ,  the Bayer employee request ing the serv ice must reta in the proof  of 
serv ice in the department f i les (organized by contract  number)  for  a per iod of  10 years.

Audit

All fee-for-service arrangements are subject to auditing by the Bayer Internal Audit and Law,  
Patents and Compl iance Departments to ensure compl iance with this Pol icy. The government (e.g., 
IRS) may also request to audit or review fee-for-service agreements. The Requestor request ing 
the service or information must be prepared to demonstrate a legit imate business need for  the 
program and, as appl icable,  demonstrate how informat ion obta ined f rom the program was used. 
The Requestor must keep proof-of-per formance for  10 years.
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Healthcare profess ionals who are members of  committees that  set  formular ies of  covered 
medic ines or develop c l in ica l  pract ice guidel ines that  may inf luence the prescr ib ing of  medic ines 
genera l ly  have s igni f icant exper ience in the i r  f ie lds.  That exper ience can be of  great benef i t  to 
pharmaceut ica l  companies and u l t imate ly to pat ients i f  these indiv iduals choose to serve as 
speakers or  consul tants.

Consistent wi th the PhRMA Code, Bayer requi res any heal thcare profess ional  who is a member 
of  a committee that  sets formular ies or  develops c l in ica l  pract ice guidel ines and a lso serves 
as a speaker or  commercia l  consul tant  for  Bayer to d isc lose to the committee the ex istence 
and nature of  h is or  her re lat ionship wi th Bayer dur ing the per iod of  the contract  and two years 
beyond contract  terminat ion.   I f  these heal thcare profess ionals serve as speakers or  consul tants 
for  Bayer,  they are a lso required to fo l low the procedures set  for th by the committee(s )  of 
which they are a member,  which may inc lude recusing themselves f rom decis ions re lat ing to the 
products and/or companies for  which they have prov ided speaking or consul t ing serv ices.

This d isc losure requirement and associated expectat ions must be documented in the Bayer 
contract  wi th the heal thcare profess ional .  The speci f ic  contract  language is  as fo l lows

 “The parties acknowledge that Bayer U.S., LLC conducts its relationships with healthcare 
 profess ionals in compl iance with appl icable laws ( inc luding,  wi thout l imi tat ion,  42 C.F.R. 
 §1001.952(d) ,  the “safe harbor” to the U.S. Ant i -Kickback Statute,  42 U.S.C.§1320a-
 7(b) ,  wi th  respect  to  personal   serv ices)  and the PhRMA Code on Interact ions with 
 Heal thcare Profess ionals ( the “PhRMA Code”)  promulgated by the Pharmaceut ica l   Research  
 and  Manufacturers  of  Amer ica (PhRMA).  Consul tant ,  in the per formance of  Consul tat ion 
 Serv ices on behal f  of  Bayer,  shal l  conduct i ts  re lat ionships with heal thcare profess ionals 
 (and, to the extent appl icable,  shal l  cause i ts  employees and subcontractors to conduct 
 the i r  re lat ionships with heal thcare profess ionals )  in accordance with a l l  appl icable laws 
 and the PhRMA Code. Further,  to the extent Consul tant  is  a member of  a committee that 
 sets formular ies or  develops c l in ica l  pract ice guidel ines,  Consul tant  shal l  d isc lose to such 
 committee the ex istence and nature of  h is or  her re lat ionship to Bayer and fo l low any 
 procedures set  for th by the committee in connect ion therewith;  th is requi rement shal l 
 surv ive expi rat ion or terminat ion of  th is Agreement for  two (2)  years.”

Some states,  as wel l  as the Distr ict  of  Columbia,  have separate laws that  prohib i t  certa in 
interact ions with members of  formulary or  c l in ica l  pract ice committees.  P lease refer  to Pol icy and 
Procedure,  “State Laws” in th is booklet  for  deta i ls  of  these restr ict ions.

16. Contracting with Members of Formulary or Clinical        
      Practice Committees
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Bayer recognizes the need to prov ide medical  pract ice t ra in ing to heal thcare profess ionals, 
sa les consul tants and other employees,  contractors,  consul tants and agents to educate them on 
medical  pract ice and t reatment protocols.  Bayer does not engage in preceptorship arrangements 
as t radi t ional ly  def ined with in the pharmaceut ica l  industry.

Procedures

A healthcare professional must be contracted as a consultant prior to providing medical pract ice 
t ra in ing.  A l l  requests for  medical  pract ice t ra in ing must be processed as fee- for-serv ice 
arrangements us ing the procedures descr ibed in Pol icy and Procedure,  “Fee-for-Serv ice 
Arrangements.”

Medical practice training must comply with the following:

	 •	Tra in ing	must	 take	p lace	 in	an	env i ronment	conducive	to	educat ion. 	The  t ra in ing may 
  occur in a pr ivate pract ice or c l in ic off ice.

	 •	As	with	a l l 	consul t ing	arrangements, 	payment	must	be	d isc losed	 in	 the  arrangement and 
  represent the fa i r  market va lue of  the teaching serv ices prov ided.

Bayer employees may not:

	 •	Select 	a	heal thcare	profess ional 	 to	conduct	medical 	pract ice	 t ra in ing  to encourage h im or 
  her to prescr ibe or purchase Bayer’s pharmaceut ica l  products or  to reward a referra l 
  source.

	 •	Fol low	a	physic ian	to	observe	procedures	dur ing	hospi ta l 	 rounds	or	 in	 the  phys ic ian’s 
  off ice.

	 •	Pay	an	 inst i tut ion	or	phys ic ian	to	 learn	about	a	phys ic ian’s	b i l l ing	pract ices  or  obta in the  
  opportuni ty to speak to the physic ian or pay a physic ian to cr i t ique a “sa les p i tch.”

Bayer may h i re a heal thcare profess ional  prof ic ient  in the use of  Bayer’s pharmaceut ica l  products 
to prov ide hands-on t ra in ing to other heal thcare profess ionals.  The content of  the t ra in ing must 
be on- label ,  approved through LMR and designed to develop the sk i l ls  of  heal thcare profess ionals 
who wi l l  prov ide va luable pat ient  serv ices through the use of  Bayer’s pharmaceut ica l  products. 
The t ra in ing may be prov ided in a hospi ta l  or  off ice sett ing.  Tra in ing attendees may not be 
compensated for  at tending the t ra in ing.

17. Medical Practice Training
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Bayer may prov ide funds for  sponsorships to var ious t rade, medical ,  profess ional ,  pat ient , 
sc ient i f ic  and community organizat ions.  The rec ip ient  organizat ion’s miss ion should be to 
increase understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues that  contr ibute to the 
improvement of  pat ient  care or  cont inu ing educat ion of  profess ionals.

Bayer may prov ide genera l  funding for  a profess ional  associat ion’s pat ient  support  group or other 
organizat ion’s act iv i t ies or  meet ings under appropr iate c i rcumstances.  The rec ip ient  organizat ion 
must have sole contro l  over the sponsorship funding paid by Bayer.  Sponsorship may be 
recognized by the organizat ion,  inc luding the leve l  of  sponsorship prov ided (e.g. ,  p lat inum, gold, 
s i lver )  on i ts  meet ing brochures or banners,  websi te,  or  other mater ia ls .  Sponsorship of  meet ings 
or act iv i t ies that  wi l l  be attended pr imar i ly  by heal thcare profess ionals must be open to other 
pharmaceut ica l  or  medical  dev ice companies.

Sponsorship funds may not be paid to Bayer customers or to ent i t ies contro l led by or aff i l ia ted 
with Bayer customers,  except in l imi ted c i rcumstances and with pr ior  wr i t ten approval  by the 
Law, Patents and Compl iance Department,  where the event is  open to a l l  potent ia l  sponsors and 
the same sponsorship opportuni ty is  g iven to other s imi lar ly  s i tuated ent i t ies.  Sponsorships paid 
to customers must comply wi th a l l  requi rements of  Pol icy and Procedure,  “Focus Arrangements/
Interact ions with HCPs and HCOs.”

Sponsorships may not be paid to encourage the rec ip ient  organizat ion to purchase, order,  refer, 
use or recommend Bayer products.  I t  is  Bayer’s pol icy to pay the same fee as other corporate 
sponsors for  the same leve l  or  type of  sponsorship.  Sponsorships may not be prov ided to 
indiv iduals or  pr ivate physic ian pract ice groups.

Sponsorship funding must not be used to re imburse the t rave l ,  lodging, or  other personal 
expenses of  at tendees, to compensate at tendees for  the i r  t ime, or  to prov ide any type of  g i f t 
to the attendees or presenters.  Sponsorship funding a lso may not be prov ided on behal f  of  any 
customer,  pat ient ,  or  other indiv idual .

I t  is  important to determine whether a request for  support  is  a char i table contr ibut ion,  corporate 
sponsorship or  medical  educat ion grant.  The terminology used by the ent i ty  request ing 
the funding (e.g. ,  “char i table contr ibut ion,”  “grant” )  is  not the determin ing factor because 
organizat ions may submit  funding requests us ing inconsistent or  incorrect  terminology.  The 
key factors are the type of  ent i ty  request ing the funding (e.g. ,  non-prof i t ,  pat ient  organizat ion, 
hospi ta l )  and focus of  the event or  act iv i ty  (e.g. ,  educat ion or fundra is ing) .  For example:

	 •	A char i table contr ibut ion is  funding prov ided to a non-prof i t  organizat ion to support  the  
  organizat ion’s act iv i t ies where Bayer does not expect to receive anyth ing of  va lue in   
  return.

	 •	A	sponsorship	 is 	 funding	prov ided	to	support 	 the	act iv i t ies	of 	an	organizat ion  where 
  Bayer receives something of  va lue,  such as banners or  s ignage at  a conference, an   
  opportuni ty to advert ise in the organizat ion’s publ icat ion or where the pr imary purpose of   
  the event/act iv i ty  is  fundra is ing/char i ty.  The sponsorship opportuni ty is  offered to other  
  s imi lar ly  s i tuated industry members and not just  Bayer.

	 •	A	medical 	educat ion	grant	 is 	 funding	prov ided	to	support 	an	event	where  the pr imary 
  focus is  educat ing the part ic ipants/attendees.

18. Corporate Sponsorships
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Key Characteristics: Charitable Contributions vs. Corporate Sponsorships vs. Education Grant

Characteristics Charitable
Contributions

Corporate      
Sponsorships

   Education 
Grants

Promotional in nature No Yes No

Payee must be a 501(c)
(3) or other tax exempt 
organization

Yes No No

Bayer receives something of value 
in return

No Yes No

Payment can be made to an 
individual HCP or private practice 
group

No No No

Tickets or invitations received as a 
result can be offered
to physicians or other 
customers

No No No

Sales and Marketing 
Involvement

No Yes No

Examples of Permissible Sponsorships

	 •	“Gold”	level	annual	sponsorship	of	the	American	Heart	Association	for	general	
  educat ional  programs regarding heart  d isease prevent ion and awareness.

	 •	Sponsorship	 funding	of 	appropr iate, 	non-educat ional 	act iv i t ies, 	such	as  a modest 
  hospi ta l i ty  su i te at  nat ional  meet ings of  medical  societ ies or  organizat ions,  such as 
  Amer ican Society of  Cl in ica l  Oncology (ASCO) or  the Amer ican Heart  Associat ion 
  (AHA) or  a W i-F i  Café dur ing medical  society meet ings.

	 •	Accept ing	a	seat	on	an	advisory	counci l 	 to	 the	Kidney	Cancer	Associat ion,  i f  th is benef i t 
  is  a lso prov ided to other pharmaceut ica l  or  medical  dev ice companies who prov ide a 
  s imi lar  leve l  of  sponsorship.

Examples of Impermissible Sponsorships

	 •	Sponsorship	of	a	hospitality	suite	at	a	disease-state	awareness	program	sponsored	by		 	
  the Amer ican Col lege of  Obstetr ics & Gynecology (ACOG) that  is  intended speci f ica l ly  for 
  a d iscussion of  a d isease state for  which Bayer’s pharmaceut ica l  products are not 
  ind icated.

	 •	Sponsorship	 funding	 for 	Amer ican	Society	of 	Heal th	System	Pharmacy  (ASHP) members 
  to at tend a Broadway show one evening dur ing the ASHP meet ing.  This is  not a l lowed 
  because Bayer may not prov ide funding for  enterta inment,  socia l ,  cu l tura l  or  recreat ional 
  act iv i t ies or  i tems at  such meet ings or events.

Requirements

The recipient organization receiving Bayer sponsorship funds must support or conduct act iv i t ies 
re lated to heal thcare,  sc ient i f ic ,  or  c l in ica l  issues that  contr ibute to the improvement of  pat ient 
care,  educat ion,  or  advocacy.  Under no c i rcumstances may sponsorship funds be offered or 
prov ided with the intent to d i rect ly  or  indi rect ly  encourage the rec ip ient  organizat ion to purchase, 
order,  refer,  use or recommend Bayer’s pharmaceut ica l  products,  or  to reward any rec ip ient 
organizat ion for  a past purchase, prescr ipt ion,  recommendat ion,  or  formulary p lacement of  a 
Bayer pharmaceut ica l  product or  serv ice.  Payment of  sponsorship funds may a lso not be used to 
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prov ide a d i rect  or  indi rect  d iscount on product purchases or to in f luence any rec ip ient ’s conduct 
or  decis ions in connect ion with c l in ica l  or  other research or the d isseminat ion of  medical  or 
sc ient i f ic  data.

Attendance

When sponsoring events where Bayer receives tickets as part of a fundraiser (e.g., galas, golf, 

charity walks,  etc. ) ,  on ly Bayer employees are a l lowed to at tend.  Extra t ickets need to be g iven 
back to the request ing organizat ion.  T ickets cannot be prov ided to customers,  pat ients,  fami ly  of 
the pat ient ,  or  Bayer employee’s fami l ies.  

Procedures

Requestor

A medical or professional society or other organization may solicit sponsorship through a website, 
e-mai l ,  or  paper mai l ing.  No Bayer employee may commit  the Company to funding a sponsorship 
request wi thout rev iew and approval  in accordance with th is pol icy.  A l l  requests for  sponsorship 
must be made in wr i t ing f rom the request ing organizat ion on i ts  let terhead and must inc lude a 
completed W-9 form. The request must speci fy

	 •	The	purpose	of	the	request;

	 •	The	types	of 	sponsorship	opportuni t ies	avai lable	and	the	cost (s ) 	 thereof ;

	 •	The	name	and	address	to	which	the	check	must	be	payable;

	 •	The	Federa l 	Tax	 ID	number	of 	 the	payee;	and

	 •	Whether	 the	organizat ion	 is 	aff i l ia ted	with	a	Bayer	customer.

Law, Patents and Compliance Review of Focus Arrangements (Interactions with HCPs and HCOs)

For all requests that involve interactions with HCPs and HCOs, the Law, Patents and Compliance 
attorney must ver i fy  that  the agreement conta ins a cert i f icat ion by the part ies that  the part ies 
shal l  not  v io late the Ant i -Kickback Statute wi th respect to the per formance or act iv i t ies re lated to 
the sponsorship.

The attorney a lso evaluates whether the proposed arrangement sat is f ies the requirements of 
the Ant i -Kickback Statute and assesses compl iance with re levant Safe Harbor (s ) .  The rev iewing 
attorney must document that  th is rev iew and assessment was conducted, h is/her name, and the 
date i t  was conducted.

The Law, Patents and Compl iance Department a lso conf i rms whether the sponsorship amount 
represents fa i r  market va lue in that  the proposed amount is  fa i r,  reasonable,  and represents 
support  for  necessary expendi tures based on the nature and the extent of  the event for  which the 
sponsorship requestor seeks support .  Any dev iat ion f rom the fa i r  market va lue methodology and 
the rationale for such deviation must be approved by the Vice President and Head, U.S. Office of Compliance 
(or designee) and documented and maintained in the Law, Patents and Compliance Department.

Law and Patents Review of Non-Focus Arrangements (Not Specifically with HCPs and HCOs)

The Law, Patents and Compliance Department reviews all documentation and makes an 
independent judgment as to whether the interact ion and associated requested fees are 
reasonable and the request is  consistent wi th Bayer’s pol ic ies.  I f  appropr iate,  the Law, Patents 
and Compl iance Department approves the request.
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Record Retention

The recipient of the request for sponsorship will retain the request documentation and all proof of 
serv ice documents for  a per iod of  10 years.

Audit

All requests for sponsorship are subject to auditing by the Bayer Internal Audit and Law, Patents and 
Compl iance Departments to ensure compl iance with th is pol icy.  The government (e.g. ,  IRS) may 
a lso request to audi t / rev iew sponsorship payments.
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Bayer may prov ide f ree Bayer pharmaceut ica l  products for  leg i t imate char i table purposes only in 
accordance with th is pol icy.  As with any char i table donat ion,  f ree product may not be prov ided 
to encourage the rec ip ient  to prescr ibe,  order,  refer,  use,  purchase, or  recommend Bayer 
pharmaceut ica l  products.  Bayer does not prov ide f ree product as a pr ice term or in l ieu of  pr ice 
d iscounts.

Scope
This pol icy covers a l l  f ree products prov ided under Bayer’s char i table programs for  U.S. dest inat ions 
only.  For hematology product donat ions to non-US dest inat ions,  p lease refer  to the pol icy 
“Hematology Product Donat ion Pol icy” reta ined by the Law, Patents and Compl iance Department.

Product sh ipped under a zero dol lar  invoice to correct  b i l l ing or sh ipping errors or  to replace damaged 
or short-dated product does not const i tute f ree product as def ined by th is pol icy and can be prov ided, 
as those c i rcumstances require.

Free products and/or samples,  which are prov ided f ree of  charge to heal thcare profess ionals for 
f ree d ist r ibut ion to pat ients,  pursuant to the Prescr ipt ion Drug Market ing Act,  are not f ree product 
as def ined by th is pol icy and must comply wi th the prov is ions of  Pol icy and Procedure,  “Prov id ing 
Samples at  No Charge and Device Evaluat ions.”

Specific Programs

Bayer operates the fol lowing charitable programs that provide free product to qual i fying entit ies:

Bayer Patient Assistance Programs (PAP)

The Patient Assistance Program provides free product to eligible, financially disadvantaged 
pat ients.  Pat ients must:  (1 )  res ide in the U.S.,  (2 )  be f inancia l ly  d isadvantaged, (3 )  not have 
coverage for  the requested Bayer product,  and (4)  have a va l id prescr ipt ion f rom a heal thcare 
prov ider for  the product.  Bayer has contracted with th i rd-party vendors to administer  the Pat ient 
Ass istance Programs. The vendors approve a l l  medicat ions requested v ia the Pat ient  Ass istance 
Program and are responsib le for  implement ing Bayer’s wr i t ten procedures for  the programs. 
The Reimbursement and Pat ient  Ass istance Program rev iews a l l  program requests to ensure 
compl iance with Bayer’s procedures.

	 •	Patients	may	register	for	Betaseron	product	by	calling	1-877-875-7882

	 •	Pat ients	may	register 	 for 	Women’s	Heal thCare	products	by	cal l ing  1-877-442-7714

	 •	Pat ients	may  register  for  any other avai lab le Bayer products by cal l ing 1-877-442-7709

The Reimbursement and Pat ient  Ass istance Program rev iews a l l  appl icat ions and determines i f 
the request for  the product is  in compl iance with Bayer’s pol ic ies.  The Medical  Communicat ions 
Department rev iews the prescr ipt ion submit ted for  the product to ensure i t  meets prescr ipt ion 
guidel ines and conf i rms that  the proposed rec ip ient  country is  acceptable to Bayer.  The program 
is per iodica l ly  moni tored by rev iewing internal  t ransact ion reports.

Approvals

Free product provided under the above programs must be processed in compliance with the 
procedures appl icable to each indiv idual  program.

The Law, Patents and Compl iance Department must approve a l l  requests to prov ide f ree product 
under any program not l is ted in th is Pol icy.

19. Providing Free Product for Charitable Purposes
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Record Retention

The Reimbursement and Pat ient  Ass istance Program wi l l  reta in a l l  documents re lat ing to f ree 
goods t ransact ions for  a per iod of  10 years.

Audits

Free goods transactions are subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Department to ensure compl iance with th is Pol icy.  The government (e.g. ,  IRS) may 
a lso request to audi t / rev iew f ree goods t ransact ions.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Displays of  Bayer’s pharmaceut ica l  products potent ia l ly  impl icate prohib i t ions against  off- label 
promot ion under the Federa l  Food, Drug, and Cosmet ic Act,  as wel l  as prohib i t ions on offer ing 
i l legal  remunerat ion under the Ant i -  K ickback Statute.  This Pol icy and Procedure is  designed to 
a l low Bayer to prov ide product d isplays whi le abid ing by the legal  requi rements.

Scope

This policy covers both table-top product displays as well as commercial exhibits where payment 
is  made to a customer or  potent ia l  customer,  such as a hospi ta l ,  heal thcare fac i l i ty,  advocacy 
organizat ion that  runs a pharmacy or wholesaler.  In a l l  cases,  an equal  opportuni ty for  d isplay 
part ic ipat ion must be afforded to other pharmaceut ica l  and/or b iotech companies.

The purpose and business need for  a product d isplay or  exhib i t  is  for  Bayer to d isplay products 
and prov ide approved disease state and product in format ion to heal thcare profess ionals or  other 
indiv iduals at tending the event.

Exhib i ts or  Displays where payment is  made to an ent i ty  that  is  not a customer or  source of  sa les 
or  referra ls,  such as medical  societ ies,  pat ient  groups, d isease state groups, etc.  are not covered 
by th is pol icy.  P lease refer  to Pol icy and Procedure,  “Displays and Exhib i ts for  Non-Customers”.

Quest ions regarding whether a product exhib i t  or  d isplay request const i tutes an Interact ion with 
HCPS and HCOs (Focus Arrangement)  must be d i rected to the Law, Patents and Compl iance 
Department.

Displays are typica l ly  table top uni ts used for  educat ional  d iscussions at  such locat ions as 
hospi ta ls or  other heal thcare fac i l i ty,  or  at  a reta i ler  or  wholesaler,  sponsored educat ional  event.

	 •	An	on-s i te	d isplay	 is 	used	to	d isplay	approved	Bayer	pharmaceut ica l 	product	 in format ion	
  ons i te at  a hospi ta l  or  non-prof i t  heal thcare organizat ion with an educat ional  miss ion.  On-
  s i te d isplay opportuni t ies occur wi th in the organizat ion’s own fac i l i t ies.

	 •	An	off-s i te	d isplay	 is 	used	to	d isplay	approved	Bayer	pharmaceut ica l 	product	 in format ion	
  for  heal thcare conference attendees at  an off-s i te event organized by a hospi ta l  or  non-
  prof i t  heal thcare organizat ion with an educat ional  miss ion.  Off-s i te d isplay opportuni t ies 
  occur at  locat ions such as hote l  meet ing rooms, convent ion centers,  etc.

Exhib i ts are booths at  convent ions or t rade shows sponsored by wholesalers,  chain 
pharmacies,  GPOs, or  PBMs and typica l ly  inc lude exhib i t  property f rom the exhib i t  house 
vendor.

Fees for  d isplays and exhib i ts to actual  or  potent ia l  customers may not be paid d i rect ly  by 
the request ing Bayer employee. Display fees may never be paid to indiv idual  phys ic ians or 
pr ivate physic ian pract ice groups.

20. Displays and Exhibits for Hospitals and other Customers
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Appropriate Promotional Activities

Product displays are promotional forums. Al l discussions with healthcare professionals must 
be consistent wi th product label ing (e.g. ,  they must be on- label )  wi th in the Uni ted Sates.  A 
d iscussion with non U.S. heal thcare profess ionals in a U.S. promot ional  forum is l imi ted to the 
U.S. product label ing.  Sales and Market ing personnel  may not d iscuss an unapproved Bayer 
product or  unapproved use for  an approved Bayer product.

Only promot ional  mater ia ls  that  have been approved for  d ist r ibut ion through the LMR process 
may be located in and distr ibuted f rom a product d isplay.  L ikewise,  any i tems (beverage or snack) 
prov ided in the booth must a lso be approved by LMR. Samples of  over the counter Bayer i tems 
are prohib i ted.

I f  a heal thcare profess ional  asks an off- label  quest ion about a Bayer product,  inc luding quest ions 
regarding uses that  have not received FDA approval ,  Bayer Sales or  Market ing personnel  may not 
answer the quest ion and must prov ide d i rect ions to the medical/sc ient i f ic  booth but may not walk 
the heal thcare profess ional  over to the medical/sc ient i f ic  booth.  I f  there is  no medical/sc ient i f ic 
booth,  the heal thcare profess ional  must be referred to the Bayer Medical  Affa i rs Department for 
off- label  inqui r ies.

Relationship to Medical Education Grants, Charitable Contributions and Corporate 
Sponsorships

There may be l imited situations where an organization submits a request for a medical education 
grant,  char i table contr ibut ion,  or  corporate sponsorship that  a lso offers Bayer the opportuni ty 
to d isplay or  exhib i t  at  the event.   Ideal ly,  these act iv i t ies must be processed as separate 
t ransact ions by the request ing ent i ty.  However,  there may be l imi ted occasions where i t  may not 
be possib le to separate the product d isplay fee in the documentat ion submit ted by the request ing 
organizat ion.  In these s i tuat ions,  the Bayer Pharmaceut ica l ’s Grant Review Committee wi l l  make 
the appropr iate determinat ion regarding whether the grant wi l l  be approved and/or whether Bayer 
Pharmaceut ica ls may display at  the event.

Separation from the Medical/Scientific Booth

Medical/scientific booths are resource forums for healthcare professionals to obtain clinical 
in format ion.  At  convent ions or other venues where Bayer has both a commercia l  exhib i t  and a 
medical/sc ient i f ic  booth,  the commercia l  exhib i t  booth must be physica l ly  separated f rom the 
medical/sc ient i f ic  booth to d ist inguish promot ional  act iv i t ies by Sales and Market ing f rom non-
promot ional  act iv i t ies by sc ient i f ic  representat ives.

	 •	The	medical/scientific	booth	must	be	separated	from	the	commercial	exhibit	booth	by	
  wal ls  so that  one needs to walk out of  one booth to enter  the other booth.

	 •	The	medical/sc ient i f ic 	booth	must	have	a	d i fferent	 look	than	the	commercia l  exhib i t  booth, 
  must be marked, and must not have any product-speci f ic banners or  panels.

	 •	Sales	and	Market ing	personnel 	may	not	d ist r ibute	promot ional 	 l i terature	or 	deta i l 	products	
  in  or  near the medical/sc ient i f ic  booth.  Only promot ional  mater ia ls  approved for 
  d ist r ibut ion may be located in and distr ibuted f rom a commercia l  exhib i t  or  booth.  I f  a 
  heal thcare profess ional  asks an off- label  quest ion about a Bayer product,  Bayer 
  Pharmaceut ica ls Sales or  Market ing personnel  must refer  the heal thcare profess ional  to 
  the Bayer Pharmaceut ica ls medical/  sc ient i f ic  booth.  The Bayer Pharmaceut ica ls 
  representat ive may prov ide d i rect ions to the medical/sc ient i f ic  booth but may not walk 
  the heal thcare profess ional  over to the medical/sc ient i f ic  booth.  I f  there is  no medical/ 
  sc ient i f ic  booth,  the heal thcare profess ional  must be referred to the Bayer 
  Pharmaceut ica ls Medical  Affa i rs Department for  off- label  inqui r ies.
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	 •	Only Medical  Affa i rs (Medical  In format ion/Medical  Communicat ions)  and Medical  Science 
  L ia isons (no Sales and Market ing personnel )  may be in or near the medical/  sc ient i f ic 
  booth.  Conversely,  these indiv iduals must not  be in or  near the commercia l  booth.

Attendance

All Bayer staff scheduled to work the commercial or medical exhibit booth must have completed 
the annual  Interact ions with U.S. Customers at  Industry Meet ings and Convent ions t ra in ing.   A l l 
commercia l  employees with an exhib i tor  badge must have approval  f rom thei r  manager pr ior  to 
at tending any of  the sc ient i f ic  sess ions to ensure the topics of  sess ions are appropr iate for  the 
employee’s posi t ion.

Procedures for Requesting Displays/Exhibits

Requestor of Arrangement 

The Requestor of  arrangement,  at  least  s ix  weeks before the product d isplay date,  submits 
a “Request to Exhib i t”  package v ia the Bayer GIFTS or other contract  management tool , 
inc luding:

	 •	A	wr i t ten	request, 	 inv i tat ion, 	brochure, 	pamphlet , 	 f lyer 	or 	agenda	 f rom	the 
  organizat ion conta in ing:

  -  A br ie f  descr ipt ion of  the serv ice offered (d isplay space, exhib i t  space) ;

  -  The date and durat ion of  the event and display;

  -  The amount of  the fee;

  -  A completed W-9 f rom the ent i ty  host ing the d isplay;  and

  -  A completed Display Agreement f rom the ent i ty  host ing the d isplay.

The package wi l l  be rev iewed and accepted or re jected by F ie ld Operat ions.  Once accepted, 
the package wi l l  f low to the appl icable rev iewers in contract  management tool  for  approval/
denia l .  When a l l  approvals are obta ined, the submit ter  wi l l  be not i f ied accordingly.  Fees for 
d isplays that  are paid to a source of  sa les or  referra ls of  Bayer’s pharmaceut ica l  products 
(e.g. ,  a hospi ta l  or  wholesaler )  are considered an Interact ion with Focus Arrangements 
( Interact ion with HCPs and HCOs).  Fees paid to a t rade or medical  societ ies (e.g. ,  Amer ican 
Society of  Cl in ica l  Oncology)  are not interact ions with HCPs and HCPs because pat ient 
groups and medical  societ ies are not sources of  sa les or  referra ls of  Government 
Reimbursed Products.

Supervisor

The Supervisor reviews and approves the product display request only after receiving the complete 
request package. The Superv isor rev iews a l l  documentat ion and makes an independent 
judgment as to whether the product d isplay is  consistent wi th Bayer’s pol ic ies.  I f  appropr iate, 
the Superv isor approves,  then forwards the complete request package to the Law, Patents and 
Compl iance Department.

I f  the Superv isor does not approve the request,  he/she informs the Requestor that  the proposed 
request has been denied.

Law, Patents and Compliance Review of Focus Arrangements (Interaction with HCPs and HCOs)

For all product display requests involving payments to actual or potential Bayer customers, the Law, 
Patents and Compl iance Department generates a wr i t ten agreement that  meets the requirements 
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for  the arrangements,  or  i f  a contract  is  prov ided, rev iews the contract  to ensure that  i t 
meets those same requirements.  The wr i t ten agreement must be s igned by a l l  part ies to the 
arrangement and must inc lude a cert i f icat ion by the part ies that  the part ies shal l  not  v io late the 
Ant i -Kickback Statute wi th respect to the per formance or act iv i t ies re lated to the product d isplay 
and a cert i f icat ion by the part ies that  the part ies shal l  not  v io late the Ant i -Kickback Statute wi th 
respect to the per formance or act iv i t ies re lated to the product d isplay.  The Law, Patents and 
Compl iance Department evaluates whether the proposed arrangement sat is f ies the requirements 
of  the Ant i -  K ickback Statute and assesses compl iance with the re levant Safe Harbor (s ) .  The 
rev iewing attorney must document that  th is rev iew and assessment was conducted, h is/her 
name, and the date i t  was conducted.

The Law, Patents and Compl iance Department conf i rms whether the proposed payment 
represents fa i r  market va lue.  The methodology used to determine fa i r  market va lue wi l l  be based 
on informat ion in a database of  fa i r  market va lues,  or  other re levant sources avai lable to Bayer. 
Any dev iat ion f rom the fa i r  market va lue methodology and the rat ionale for  such deviat ion must 
be approved by the Bayer V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee)  and 
documented and mainta ined in the Law, Patents and Compl iance Department.

The Law, Patents and Compl iance Department must send each party to the arrangement (e.g. , 
the ent i ty  host ing the event ) ,  a long with an approved contract ,  a copy of  Bayer Code of  Conduct 
wi th Ant i -Kickback Statute Pol ic ies and Procedures attached and must document that  these 
were sent.  These documents may be sent e lectronica l ly  or  by hard copy, and can be inc luded as 
an exhib i t  to the contract  or  sent as separate documents.  Law, Patents and Compl iance must 
document that  these documents were sent.

Proof of Service

The Requestor of the arrangement must confirm that he/she conducted the display or exhibit. The 
Requestor formal ly  conf i rms proof  of  serv ice by prov ing attendance at  the event wi th the product 
d isplay by complet ing the Proof of  Serv ice Exhib i ts Form. I f  the Requestor is  unable to conf i rm 
th is (e.g. ,  Requestor was unable to at tend due to i l lness) ,  the Requestor of  the arrangement must 
document the reason that  the event d id not occur.

Record Retention

Field Operations retains the payment request package in contract management tool for a per iod of 
10 years.

Audits

All displays and exhibits are subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Department to ensure compl iance with these pol ic ies.  The government (e.g. ,  IRS) 
may a lso request to audi t / rev iew product d isplay documentat ion.  I f  a Bayer representat ive 
at tended the event,  he or she must be able to prov ide conf i rmat ion of  h is or  her at tendance and 
proof  that  the d isplay was in fact  prov ided.
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Displays of  Bayer’s pharmaceut ica l  products potent ia l ly  impl icate prohib i t ions against 
off- label  promot ion under the Federa l  Food, Drug, and Cosmet ic Act.  This Pol icy and 
Procedure is  designed to a l low Bayer to prov ide product d isplays whi le abid ing by the legal 
requi rements.

Scope
This pol icy covers both table-top product d isplays (Displays)  as wel l  as commercia l  exhib i ts 
(Exhib i ts )  where payment is  made to an ent i ty  that  is  not a customer,  potent ia l  customer,  or 
source of  sa les or  referra ls.  Appropr iate ent i t ies under th is pol icy inc lude medical  societ ies, 
pat ient  advocacy groups, d isease state groups and s imi lar  organizat ions.  In a l l  cases,  an equal 
opportuni ty for  d isplay part ic ipat ion must be afforded to other pharmaceut ica l  and/or b iotech 
companies.

Exhib i ts or  Displays where payment is  made to an ent i ty  that  is  a customer or  source of  sa les or 
referra ls,  such as hospi ta ls and wholesalers,  are not covered by th is pol icy.  P lease refer  to Pol icy 
and Procedure,  “Displays and Exhib i ts for  Hospi ta ls and Other Customers”.

Displays are conducted by sa les personnel  at  educat ional  events sponsored by medical ,  d isease 
state,  or  pat ient  organizat ions.

Exhib i ts are booths at  convent ions or t rade shows and typica l ly  inc lude exhib i t  property f rom the 
exhib i t  house vendor.

Fees for  d isplays and exhib i ts may not be paid d i rect ly  by the request ing Bayer Pharmaceut ica ls 
employee.

Quest ions regarding whether a product exhib i t  or  d isplay request const i tutes a Focus 
Arrangement must be d i rected to the Law, Patents and Compl iance Department.

Appropriate Promotional Activities

Displays and Exhibits are promotional forums. All discussions with healthcare professionals must 
be consistent wi th product label ing (e.g. ,  they must be on- label )  wi th in the Uni ted Sates.  A 
d iscussion with non U.S. heal thcare profess ionals in a U.S. promot ional  forum is l imi ted to the 
U.S. product label ing.  Sales and Market ing personnel  may not d iscuss an unapproved Bayer 
product or  unapproved use for  an approved Bayer product.

Only promot ional  mater ia ls  that  have been approved for  d ist r ibut ion through the LMR process 
may be located in and distr ibuted f rom a product d isplay.  L ikewise,  any i tems (beverage or snack) 
prov ided in the booth must a lso be approved by LMR. Samples of  over the counter Bayer i tems 
are prohib i ted.

I f  a heal thcare profess ional  asks an off- label  quest ion about a Bayer pharmaceut ica l  product, 
inc luding quest ions about uses that  have not received FDA approval ,  Bayer Sales or  Market ing 
personnel  may not answer the quest ion and must prov ide d i rect ions to the medical/sc ient i f ic 
booth but may not walk the heal thcare profess ional  over to the medical/sc ient i f ic  booth.  I f 
there is  no medical/sc ient i f ic  booth,  the heal thcare profess ional  must be referred to the Bayer 
Pharmaceut ica ls Medical  Affa i rs Department for  off- label  inqui r ies.

21. Displays and Exhibits for Non-Customers
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Separation from the Medical/Scientific Booth

Medical/scientific booths are resource forums for healthcare professionals to obtain clinical 
in format ion.  At  convent ions or other venues where Bayer Pharmaceut ica ls has both a commercia l 
exhib i t  and a medical/sc ient i f ic  booth,  the commercia l  exhib i t  booth must be physica l ly  separated 
f rom the medical/sc ient i f ic  booth to d ist inguish promot ional  act iv i t ies by Sales and Market ing 
representat ives f rom non-promot ional  act iv i t ies by sc ient i f ic  representat ives.

	 •	The	medical/scientific	booth	must	be	separated	from	Bayer’s	commercial	exhibit	booth	by	
  wal ls  so that  one needs to walk out of  one booth to enter  the other booth.

	 •	The	medical/sc ient i f ic 	booth	must	have	a	d i fferent	 look	than	the	commercia l  exhib i t  booth, 
  must be marked, and must not have any product-speci f ic banners or  panels.

	 •	Sales	and	Market ing	personnel 	may	not	d ist r ibute	promot ional 	 l i terature	or 	deta i l 	products	
  in  or  near the medical/sc ient i f ic  booth.  Only promot ional  mater ia ls  approved for 
  d ist r ibut ion may be located in and distr ibuted f rom a commercia l  exhib i t  or  booth.  I f  a 
  heal thcare profess ional  asks an off- label  quest ion about a Bayer pharmaceut ica l  product, 
  Bayer Sales or Market ing personnel  must refer  the heal thcare profess ional  to the Bayer 
  medical /sc ient i f ic  booth.  The Bayer representat ive may prov ide d i rect ions to the medical/
  sc ient i f ic  booth but may not walk the heal thcare profess ional  over to the medical/sc ient i f ic 
  booth.  I f  there is  no medical/sc ient i f ic  booth, the heal thcare profess ional  must be referred 
  to the Bayer Medical  Affa i rs Department for  off- label  inqui r ies.

	 •	Only	Medical 	Affa i rs	 (Medical 	 In format ion/Medical 	Communicat ions) 	and  Medical  Science 
  L ia isons (no Sales and Market ing personnel )  may be in or  near the medical/  sc ient i f ic 
  booth.  Conversely,  these indiv iduals must not be in or  near the commercia l  booth.

Attendance

All Bayer staff scheduled to work the commercial or medical exhibit booth must have completed 
the annual  Interact ions with U.S. Customers at  Industry Meet ings and Convent ions t ra in ing.  A l l 
commercia l  employees with an exhib i tor  badge must have pr ior  approval  f rom thei r  manager pr ior 
to at tending any of  the sc ient i f ic  sess ions to ensure the topics of  sess ions are appropr iate for  the 
employee’s posi t ion.

Procedures for Requesting Displays/Exhibits

Requestor of Arrangement

The Requestor of arrangement, at least six weeks before the product display date, submits a 
“Request to Exhib i t”  package v ia the Bayer GIFTS or other contract  management tool , 
inc luding:

	 •	A	wr i t ten	request, 	 inv i tat ion, 	brochure, 	pamphlet , 	 f lyer 	or 	agenda	 f rom	the 
  organizat ion conta in ing:

	 •	A	br ie f 	descr ipt ion	of 	 the	serv ice	offered	 (d isplay	space,	exhib i t 	space) ;

	 •	The	date	and	durat ion	of 	 the	event	and	display;

	 •	The	amount	of 	 the	 fee;

	 •	A	completed	W-9	 f rom	the	ent i ty 	host ing	the	d isplay; 	and

	 •	A	completed	Agreement	 f rom	the	ent i ty 	host ing	the	d isplay	or 	exhib i t .

The package wi l l  be rev iewed and accepted or re jected by F ie ld Operat ions.  Once accepted, 
the package wi l l  f low to the appl icable rev iewers in the contract  management tool  for 
approval/denia l .  When a l l  approvals are obta ined, the submit ter  wi l l  be not i f ied accordingly.
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Supervisor

The Supervisor reviews and approves the request only after receiving the complete request package. 
The Superv isor rev iews a l l  documentat ion and makes an independent judgment as to whether 
the requested fees are reasonable and whether the d isplay or  exhib i t  is  consistent wi th Bayer’s 
pol ic ies.  I f  appropr iate,  the Superv isor approves,  then forwards the complete request package to 
the Law, Patents and Compl iance Department.

I f  the Superv isor does not approve the request,  he/she informs the Requestor that  the proposed 
request has been denied.

Law, Patents and Compliance Review

The Law, Patents and Compliance Department reviews and approves display or exhibit requests 
only af ter  receiv ing the complete request package. The Law, Patents and Compl iance Department 
rev iews a l l  documentat ion and makes an independent judgment as to whether the requested 
fees are reasonable and the request is  consistent wi th Bayer’s pol ic ies.  I f  appropr iate,  the Law, 
Patents and Compl iance Department approves the request and generates a wr i t ten agreement to 
be s igned by a l l  part ies.

Record Retention

Field Operations retains the payment request package in GIFTS for a period of 10 years.

Audits

All displays and exhibit are subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Department to ensure compl iance with these pol ic ies.  The government (e.g. , 
IRS) may a lso request to audi t / rev iew commercia l  exhib i t  booth documentat ion.  I f  a Bayer 
representat ive at tended the event,  he or she must be able to prov ide conf i rmat ion of  h is or  her 
at tendance and proof  that  the exhib i t  was in fact  prov ided.
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Bayer part ic ipates in corporate memberships with var ious t rade, d ist r ibut ion,  medical ,  pat ient  and 
sc ient i f ic  organizat ions,  as wel l  as leg is lat ive pol icy groups and community organizat ions,  in order 
to foster  increased understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues that  contr ibute to the 
improvement of  pat ient  care,  inc luding support  for  advocacy groups and/or Bayer’s goodwi l l  in 
the community.

Scope

Trade, distribution, medical, patient and scientific  organizations (e.g., American Society of Clinical 
Oncology (ASCO), Kidney Cancer Associat ion, Hemophi l ia Federat ion of America, American  
Col lege  of  OB&GYN  (ACOG), Internat ional Society of Pharmaceutical Engineer ing ( ISPE), 
HealthCare Distr ibut ion Management Associat ion (HDMA)),  as wel l  as legis lat ive pol icy groups, may 
require payment of a fee as a condit ion of membership. To the extent Bayer wishes to become a 
member of such an organizat ion, i t  is the pol icy of Bayer to establ ish these memberships for the 
Corporat ion or Div is ion and not for indiv idual Bayer employees.

Legislat ive pol icy groups offer Bayer relevant industry information, provide Bayer’s v is ibi l i ty within 
the pharmaceutical industry, and promote goodwil l  within organizat ions that maintain a pol i t ical 
voice. Membership in medical and pat ient organizat ions al lows Bayer to support the organizat ion’s 
educat ional and advocacy programs as wel l  part ic ipate in membership benef i ts. Membership 
benef i ts vary depending on the organizat ion and may include al lowing Bayer to attend educat ional 
meet ings and to interact with fe l low attendees such as healthcare professionals and/or pat ients.

This pol icy does not cover an indiv idual Bayer employee’s memberships in professional 
organizat ions for the indiv idual’s professional growth and awareness, such as the Nat ional 
Associat ion of Accountants, Nat ional Associat ion of Pharmaceutical Sales Representat ives, Medical 
Market ing Associat ion, etc. Upon approval of your supervisor, indiv idual professional organizat ion 
memberships must be submitted through Concur T&E.

This pol icy does not cover medical educat ion grants or char i table contr ibut ions Bayer may provide 
to a pat ient advocacy group or medical organizat ion. Such payments must comply with Pol icy and 
Procedure, “Medical Educat ion Grants ( Including Continuing Medical Educat ion)”,  and Pol icy and 
Procedure, “Chari table Contr ibut ions (Other than Free Bayer Product),” respect ively. Payment for a 
corporate membership/partnership is not a char i table contr ibut ion.

Requirements

An organization may solicit membership through a website, e-mail, or paper mailing, or Bayer may 
seek out an organizat ion and request to become a member.  The organizat ion’s main focus should 
be to increase understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues that  contr ibute to the 
improvement of  pat ient  care,  inc luding support  for  advocacy groups and/or Bayer’s goodwi l l  in 
the community.

Membership in organizat ions that  pr imar i ly  consist  of  heal thcare profess ionals which are offered 
to Bayer must be open to other pharmaceut ica l  or  b iotech companies.

Membership fees cannot be paid to Bayer Pharmaceut ica ls customers,  ent i t ies contro l led or 
legal ly  aff i l ia ted with Bayer Pharmaceut ica ls customers,  or  other ent i t ies that  may purchase, 
order,  refer,  use,  prescr ibe,  or  recommend Bayer’s pharmaceut ica l  products,  such as pr ivate 
pract ice groups, managed care organizat ions,  pharmacy benef i ts  managers,  or  hospi ta ls.   Pay ing 
membership fees to any organizat ion or basing the leve l  of  membership/partnership se lected 
(e.g. ,  p lat inum, gold,  s i lver )  may not be cont ingent on the purchase of  Bayer pharmaceut ica l 
products or  used as a pr ice term.

22. Corporate Memberships
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I t  is  Bayer’s pol icy to pay fa i r  market va lue for  corporate memberships.  Thus,  Bayer wi l l  pay the 
same fee as other corporate members for  the same leve l  or  type of  membership.  The organizat ion 
has sole contro l  over the membership fees paid by Bayer.

The membership must be for  a Bayer Div is ion or the Corporat ion (Bayer U.S.,  LLC),  not an 
indiv idual  employee. Indiv idual  Bayer employees may attend the organizat ion’s events to gain 
knowledge of  the subject  topic,  interact wi th fe l low attendees, demonstrate Bayer’s genera l 
support  for  the advocacy effort  and/or the organizat ion’s miss ion,  etc.

Procedures for Approvers

Requestor of Arrangement

The Bayer “Requestor” must be entitled to complete the “Bayer Certification for Corporate 
Membership Form.” Administrat ive Assistants and other employees in c ler ica l  support  posi t ions 
cannot leg i t imate ly cert i fy  the points l is ted on the cert i f icat ion form and must not s ign as the 
Requestor.

The Requestor must:

	 •	Complete	 the	“Bayer	Cert i f icat ion	 for 	Corporate	Membership”	 form.

	 •	Generate	an	internal	spending	request	by	completing	an	“Internal	Payment Demand ( IPD).”

	 •	Inc lude	any	support ing	documentat ion.

	 •	Forward	the	completed	payment	request	package	to	 the	Superv isor.

Supervisor

The Supervisor reviews all documentation and makes an independent judgment as to whether the 
Corporate Membership is  consistent wi th Bayer’s pol ic ies.  I f  appropr iate,  the Superv isor approves 
by s igning the “Bayer Cert i f icat ion for  Corporate Membership” and “ Internal  Payment Demand” 
and forwards both documents to the Government Relat ions Department.

I f  the Superv isor does not approve the request,  he/she informs the Requestor that  the proposed 
request has been denied.

Public Policy and Government Affairs Department

The Government Relations Department reviews all documentation and makes an independent 
judgment as to whether the Corporate Membership is  consistent wi th Bayer’s pol ic ies.  I t  a lso 
conf i rms that  the membership request does not dupl icate an ex ist ing membership wi th the 
same organizat ion.  I f  appropr iate,  the Government Relat ions Department approves by s igning 
the “Bayer Cert i f icat ion for  Corporate Membership” form and “ Internal  Payment Demand” and 
forwards both documents to the Law, Patents and Compl iance Department.

I f  the Government Relat ions Department does not approve the request,  i t  in forms the Requestor 
that  the proposed request has been denied.

Law, Patents and Compliance Review

The Law, Patents and Compliance Department reviews all documentation and makes an independent 
judgment as to whether the contr ibut ion is  consistent wi th Bayer’s pol ic ies.  I f  appropr iate, 
the Law, Patents and Compl iance Department approves by s igning the “Bayer Cert i f icat ion for 
Corporate Membership” form and “ Internal  Payment Demand” and forwards both documents to 
the Account ing Department.
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Record Retention

The Accounting Department must maintain the payment request package for a period of 10 years.

Audits

All Corporate Membership payments are subject to auditing by Bayer Internal Audit and the Law, 
Patents and Compl iance Department to ensure compl iance with these pol ic ies.  The government 
(e.g. ,  IRS) may a lso request to audi t  or  rev iew corporate memberships.
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Form: Bayer Certification for Corporate Membership Fees

Name of  Organizat ion:______________________________________________________________

Amount of  Membership Fee: $________________

Indicate by check mark whether the fo l lowing apply:

         The organizat ion’s pr imary miss ion is  to increase understanding of  sc ient i f ic ,  c l in ica l ,    
  heal thcare or community issues that  contr ibute to the improvement of  pat ient  care or 
  pat ient  advocacy.

         Membership in th is organizat ion is  for  Bayer and not an indiv idual  employee.

         The membership fee is  not being paid to a customer or  other ent i ty  that  can purchase, 
  prescr ibe,  or  recommend Bayer products.

         The  organizat ion offers the same membership or  membership leve l  to other 
  corporat ions for  the same fee.

         The organizat ion,  not Bayer,  contro ls the d isbursement of  the membership fees.

         The membership fees are not char i table contr ibut ions or medical  educat ion grants.

         The membership fee is  not cont ingent on the pr ice or purchase of  Bayer products.

         The membership fee is  not cont ingent on lobbying act iv i t ies on behal f  of  Bayer.

         To the best of  my knowledge, the informat ion conta ined in th is cert i f icat ion form is t rue.

Requestor Cert i f icat ion

Pr inted name: _________________________ Date:  _____________ Signature:  ________________

Supervisor Cert i f icat ion and Approval

Pr inted name: _________________________ Date:  _____________ Signature:  ________________

Government Relat ions Cert i f icat ion and Approval

Pr inted name: _________________________ Date:  _____________ Signature:  ________________

Law, Patents and Compliance Cert i f icat ion and Approval

Pr inted name: _________________________ Date:  _____________ Signature:  ________________

RECORD RETENTION INSTRUCTIONS

The Accounting Department must maintain the payment request package for a period of 10 years.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Bayer prov ides char i table contr ibut ions to support  leg i t imate medical  research, indigent 
care programs, pat ient  educat ion,  publ ic educat ion,  community organizat ions with in a Bayer 
business community,  and char i table events that  d i rect ly  benef i t  pat ients.   Prov is ion of  char i table 
contr ibut ions can impl icate var ious laws, such as the Ant i -Kickback Statute and the False Cla ims 
Act.  This pol icy is  designed to enable Bayer and i ts  employees to prov ide leg i t imate char i table 
contr ibut ions in a manner that  does not create an appearance of  impropr iety.

Scope

A charitable contribution is anything, other than free product, provided to an IRS tax- exempt 
char i table organizat ion,  for  which Bayer does not expect to receive anyth ing of  va lue in return. 
Char i table contr ibut ions inc lude, but are not l imi ted to,  cash or cash equiva lents (e.g. ,  checks, 
g i f t  cards/cert i f icates,  reward points,  your credi t  card,  etc. )  and i tems contr ibuted for  raff les or 
other fundra is ing/sponsorship efforts (e.g. ,  Bayer branded ice packs,  squeeze bal ls ,  etc. )

I t  is  important to determine whether a request for  funding support  should be processed as a 
char i table contr ibut ion,  corporate sponsorship or  medical  educat ion grant.  The terminology 
used by the ent i ty  request ing the funding (e.g. ,  “char i table contr ibut ion,”  “grant” )  is  not the 
determin ing factor because organizat ions may submit  funding requests us ing inconsistent or 
incorrect  terminology.  The key factors are the type of  ent i ty  request ing the funding (e.g. ,  non-
prof i t ,  pat ient  organizat ion)  and focus of  the event or  act iv i ty  (e.g. ,  educat ion or fundra is ing) .

	 •	A charitable donation  is  funding prov ided to a non-prof i t  organizat ion to support 
  the organizat ion’s act iv i t ies where Bayer does not expect to receive anyth ing of  va lue 
  in return.

	 •	A sponsorship  is  funding prov ided to support  the act iv i t ies of  a profess ional ,  medical 
  or  pat ient  associat ion or organizat ion where Bayer receives something of  va lue,  such as 
  banners or  s ignage at  a conference, an opportuni ty to advert ise in the organizat ion’s 
  publ icat ion or the pr imary purpose of  the event/act iv i ty  is  fundra is ing/char i ty.   The 
  sponsorship opportuni ty is  offered to other s imi lar ly  s i tuated industry members and not 
  just  Bayer.

	 •	A medical education grant  is  funding prov ided to support  an event where the 
  pr imary focus is  educat ing the part ic ipants/attendees.

The Company spending pol icy is  designed to a l low Bayer to take advantage of  appropr iate 
IRS tax deduct ions.

23. Charitable Contributions (other than Free Bayer Products)
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Key Characteristics: Charitable Contributions vs. Corporate Sponsorships 
vs. Education Grant

Characteristics Charitable 
Contributions

Corporate    
Sponsorships

Education 
Grants

Promotional in nature No Yes No

Payee must be a 501(c)
(3) or other tax exempt organization

Yes No No

Bayer receives something of value in 
return

No Yes No

Payment can be made to an 
individual HCP or private practice 
group

No No No

Tickets or invitations received as a
result can be offered to physicians or 
other customers

No No No

Sales and Marketing Involvement No Yes No

Char i table contr ibut ions may not be prov ided to Bayer customers unless the customer is  a 
non-prof i t  ent i ty  and the request is  for  pat ient  support  re lated programs such as camps for 
ch i ldren with hemophi l ia .  The Bayer customer request ing funding for  such programs 
must submit  the request for  a char i table contr ibut ion v ia the websi te: 
http://grants-contr ibutions.bayerweb.com/en/home/ .  Th is type of  t ransact ion would 
be considered an Interact ion with HCPs and HCOs and must comply wi th a l l  requi rements 
of  Pol icy and Procedure,  Focus Arrangements ( Interact ions with HCPs and HCOs)
.
Bayer wi l l  not  make char i table donat ions to indiv iduals,  pol i t ica l  part ies or  causes,  or  re l ig ious 
groups for  re l ig ious purposes.  In addi t ion,  i t  is  Bayer pol icy not to prov ide char i table donat ions 
to Bayer customers or potent ia l  customers of  any Bayer pharmaceut ica l  product or  phys ic ian 
pract ice groups, or  to non-prof i t  ent i t ies contro l led by or aff i l ia ted with Bayer customers or 
potent ia l  customers of  any Bayer pharmaceut ica l  product or  phys ic ian pract ice groups, except 
in the l imi ted c i rcumstances referenced above. Requests for  non US char i table organizat ions 
must be d i rected to the local  country Compl iance Off icer.

This pol icy does not cover the prov is ion of  f ree Bayer product for  char i table causes.  A l l 
contr ibut ions of  f ree product must comply wi th Pol icy and Procedure,  “Prov id ing Free Product
for  Char i table Purposes,”  in th is booklet .

Exclusion of Sales and Marketing Personnel

Under no circumstances may Sales or Marketing personnel engage in discussions, 
negotiations or unsolicited requests with an organization for the support of medical 
research, indigent care, patient education, public education, community organizations 
within a Bayer business community affiliated with, or potentially affiliated with, any Bayer 
pharmaceutical products and other charitable events that directly benefit patients which 
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are all considered charitable contributions under Bayer’s U.S. Pharmaceuticals Compliance 
Policies and Procedures. The Contribution Review Committee is responsible for the review 
and approval of all Charitable Contributions. In addition, Sales and Marketing may not 
be included in any communication regarding status of a request. If Sales or Marketing is 
approached by an organization regarding a charitable contribution, they are to direct the 
organization to the website: http://grants-contr ibutions.bayerweb.com/en/home/  and/or 
customer service telephone number (1-888-84-Bayer or 1-888-842-2937).

Requirements

Charitable contributions are permitted only if they meet all of the following requirements:

 *  The contr ibut ion is  intended sole ly  for  char i table purposes.  Bayer receives noth ing 
  of  va lue in return other than an acknowledgement of  Bayer’s sponsorship by the char i table 
  organizat ion.

	 •	The	rec ip ient 	 is 	a	qual i f ied	501(c) (3 ) 	or 	otherwise	 IRS	tax-exempt	char i table  organizat ion 
  that  is  not a Bayer customer (except in the l imi ted c i rcumstances referenced above)  or 
  phys ic ian pract ice group, or  an organizat ion contro l led by or aff i l ia ted with a Bayer 
  customer or  phys ic ian pract ice group. A tax exempt let ter  is  requi red for  submiss ion 
  of  a char i table contr ibut ion.

A char i table contr ibut ion is  NOT  permit ted i f  i t  is  any of  the fo l lowing:

	 •	Intended	as	a	pr ice	 term	or	offered	 in	p lace	of 	a	pr ice	concession.

	 •	Cont ingent	on	the	purchase	of 	or 	 recommendat ion	to	purchase	any	Bayer	
  pharmaceut ica l  product.

	 •	Intended	to	encourage	the	rec ip ient 	 to	order, 	prescr ibe, 	or 	 recommend  Bayer 
  pharmaceut ica l  products or  to reward the rec ip ient  for  doing so.

	 •	Made	at 	 the	request	of 	a	heal thcare	profess ional 	 in	h is/her	 indiv idual  capaci ty (e.g. ,  a 
  request by a physic ian to support  h is/her favor i te char i ty ) .

	 •	Intended	as	payment	 for 	serv ices	or	goods.

	 •	Prov ides	a	benef i t 	 to	Bayer.

Any quest ions f rom a customer regarding a char i table contr ibut ion request must be addressed to 
the Bayer Donat ions Manager.

Invitations for Exhibit Space at the Charity Event

It is not appropriate to receive exhibit space or advertising space in return for a charitable 
contr ibut ion.  I t  is  Bayer’s pract ice to request a separate invoice for  exhib i t  fees.  However, 
in certa in l imi ted c i rcumstances,  i t  may not be possib le to separate the exhib i t  fee in the 
documentat ion submit ted by the request ing organizat ion.  In these s i tuat ions,  the Bayer Char i table 
Contr ibut ion Review Committee wi l l  determine whether the contr ibut ion wi l l  be approved and/or 
whether Bayer may display at  the event.

Limited Attendance at Events

Bayer, as a supporter of charitable organizations, may be offered tickets to event(s) that were not 
expected at  the t ime of  prov id ing the char i table contr ibut ion.  I f  t ickets are offered involv ing 
char i table events sponsored by certa in pat ient  support  groups (e.g. ,  Hemophi l ia  Federat ion of 
Amer ica,  Nat ional  Mul t ip le Scleros is Society,  Nat ional  Hemophi l ia  Foundat ion) ,  des ignated Bayer   
employees,  as approved by the Donat ions Manager (wi th input f rom the V ice Pres ident and Head, 
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U.S. Off ice of  Compl iance, as requested) ,  may be permit ted to at tend such events in order for 
Bayer to demonstrate support  for  the pat ient  group. No more than three Bayer representat ives 
f rom pharmaceut ica l  sa les and market ing funct ions may attend. This three-person restr ict ion 
does not apply to Bayer at tendees who are not part  of  the commercia l  organizat ion (such as Law, 
Patents and Compl iance, Government Relat ions & Pol icy,  Regulatory,  or  Medical  Affa i rs ) .  The 
representat ive(s )  of  Bayer who do attend approved events must not engage in any promot ional 
act iv i ty  at  the event or  use the event as a promot ional  opportuni ty.  Only the designated Bayer 
employees may use the event t ickets prov ided by the event sponsor for  admiss ion.  Inv i t ing 
customers,  heal thcare profess ionals,  or  any other non-Bayer personnel  to these char i ty  events 
is  not permit ted.

Contributions for Health Fairs/Medical Screenings

Under certain circumstances, Bayer may provide charitable contributions to support health fairs 
and medical  screenings.  These events must be offered by char i table organizat ions other than 
customers f ree of  charge to the genera l  community and promote d isease awareness or be 
intended to detect medical  issues.  Examples inc lude f ree prostate exams, b lood pressure 
screening, and mammograms.

Bayer may contr ibute funds to support  a heal th fa i r  or  medical  screening conducted by a 
char i table organizat ion i f  the fo l lowing requirements are met:

	 •	The	request	 for 	 funds	must	be	received	 f rom	an	 independent	 th i rd	party	 that  qual i f ies 
  as a 501(c) (3 )  or  otherwise IRS tax-exempt char i table organizat ion. Bayer cannot prov ide 
  funds to a customer or  to any char i ty  that  is  contro l led by,  re lated to,  or  operated by a 
  customer or  phys ic ian pract ice group.

	 •	More	than	one	medical 	group	or	more	than	one	heal thcare	profess ional ,  each f rom 
  d i fferent medical  groups, must be tak ing part  in the heal th fa i r  or  medical  screening.

	 •	The	heal th	 fa i r 	or 	medical 	screening	must	be	 f ree	and	open	to	 the	community  at  large 
  (e.g. ,  may not be l imi ted to pat ients of  a part icu lar  hospi ta l ,  heal th organizat ion,  or 
  phys ic ian pract ice group).

	 •	Any	Bayer	employee	who	attends	the	event  as a representat ive of  the Company must not 
  engage in any promot ional  act iv i ty  at  the event or  use the event as a promot ional 
  opportuni ty.

	 •	Bayer	may	prov ide	d isease	state	brochures  to the organizat ion for  d ist r ibut ion at  the event 
  upon approval  of  the organizat ion.  However,  Bayer may not prov ide product-speci f ic 
  in format ion of  any type.
 
	 •	Bayer	may	prov ide	educat ional , 	d isease	or	pat ient 	 t reatment	 re lated	 i tems	to	support	
  the event in compl iance with Pol icy and Procedure,  “Educat ional  I tems and Meals 
  Prov ided to Pat ients.”

Procedures

Requestor 

All Charitable Contribution requests must be submitted electronically by the requestor through 
the Bayer websi te:  http://grants-contr ibutions.bayerweb.com/en/home/ .  The requestor (or 
inst i tut ion-designated staff  member)  shal l  e lectronica l ly  input a l l  requi red char i table contr ibut ion 
information and attach a copy of the requestor’s organization 501(c)(3) letter, indicating its status as a tax-
exempt charitable organization. Additional backup documentation (e.g., agenda, budget) may also be required. 
The requestor is responsible for providing all Charitable Contribution related documentation.
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Under NO  c i rcumstances wi l l  the Law, Patents and Compl iance Department accept a 
char i table contr ibut ion request af ter  the event has occurred.

Donations Manager

The Charitable Contribution request will first be reviewed by the Donations Manager. If the request is 
deemed to be complete and with in budget and strategic p lan,  i t  wi l l  be p laced on a schedule to 
be rev iewed and approved by the Char i table Contr ibut ion Review Committee.

I f  the Donat ions Manager,  af ter  at tempts to obta in appropr iate documentat ion,  f inds the request 
incomplete he/she wi l l  in form the requestor of  the denia l  of  request.

Charitable Contribution Review Committee

Sales and Marketing personnel do not participate in the Contribution Review Committee; however, 
they may prov ide a strategic p lan re lat ing to the subject  matter  of  contr ibut ions to be considered.

The Review Committee rev iews Char i table Contr ibut ion Requests f rom a regulatory and legal 
perspect ive consistent wi th the fo l lowing object ives:

	 •	Each	Committee	member	cert i f ies	 that 	 there	are	no	 legal 	or 	compl iance  issues that  would 
  prohib i t  Bayer’s approval  of  the contr ibut ion request (e.g. ,  no conf l ict  wi th government or 
  industry guidel ines or Compl iance Pol ic ies and Procedures) .

	 •	Approval 	of 	 request	 is 	based	on	the	support 	of 	 indigent	care, 	publ ic  educat ion,  or 
  other char i table act iv i t ies that  benef i t  pat ients.

	 •	The	request	 for 	support 	 is 	wi th in	 the	budget.

	 •	The	request	 for 	support 	 is 	a l igned	with	Bayer’s	strategy, 	community, 	and  therapeut ic 
  focus.

	 •	The	request	wi l l 	be	used	sole ly 	 for 	char i table	purposes	and	Bayer	expects  to receive 
  noth ing of  va lue in return.

Upon rev iew of  the Char i table Contr ibut ion requests,  the Review Committee may request that 
addi t ional  quest ions be answered pr ior  to considerat ion of  the Char i table Contr ibut ion request. 
For each such Char i table Contr ibut ion request,  the Review Committee wi l l  approve or decl ine 
in conformance with these Pol ic ies and Procedures.  I f  the Law, Patents and Compl iance 
representat ive is  not present,  Law, Patents and Compl iance must rev iew the char i table 
contr ibut ion before i t  is  approved.

Law, Patents and Compliance Review 

For all charitable contribution requests that are with interactions with HCPs and HCOs, the Law, 
Patents and Compl iance attorney part ic ipat ing on the Char i table Contr ibut ion Review Committee 
must ver i fy  that  the let ter  of  agreement conta ins a cert i f icat ion by the part ies that  the part ies 
shal l  not  v io late the Ant i -Kickback Statute wi th respect to the per formance or act iv i t ies re lated to 
the contr ibut ion.

The attorney a lso evaluates whether the proposed arrangement sat is f ies the requirements of 
the Ant i -Kickback Statute and assesses compl iance with re levant Safe Harbor (s ) .  The rev iewing 
attorney must document that  th is rev iew and assessment was conducted, h is/her name, and the 
date i t  was conducted.

The attorney a lso conf i rms whether the contr ibut ion amount represents fa i r  market va lue in that 
the proposed amount is  fa i r,  reasonable and represents support  for  necessary expendi tures based 
on the nature and the extent of  the event for  which the contr ibut ion requestor seeks support . 
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Any deviat ion f rom the fa i r  market va lue methodology and the rat ionale for  such deviat ion must 
be approved by the V ice Pres ident and Head, U.S. Off ice of  Compl iance, documented and 
mainta ined in the Law, Patents and Compl iance Department.

The amount of  the char i table contr ibut ion may not depend upon or be based on the va lue or 
vo lume of  referra ls f rom the char i table contr ibut ion rec ip ient .

Donations Manager Post Approval Documentation

A letter documenting the Review Committee’s decision will be provided to the requestor (or 
inst i tut ion-designated staff  member) .

The Donat ions Manager is  responsib le for  updat ing the e lectronic system with the decis ion.

Record Retention

The Donations Manager will retain the payment request package for a period of 10 years.

Audits

All charitable contributions are subject to auditing by Bayer Internal Audit and the Law, Patents and 
Compl iance Department to ensure compl iance with these pol ic ies.  The government (e.g. ,  IRS) 
may a lso request to audi t  or  rev iew char i table contr ibut ions.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

This Pol icy descr ibes the appropr iate use of  grants to fund medical  educat ion act iv i t ies that 
foster  increased understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues that  contr ibute to the 
improvement of  pat ient  care.  Bayer’s pol icy conforms to the OIG Compl iance Program Guidance 
for  Pharmaceut ica l  Manufacturers,  the AdvaMed Code of  Eth ics,  the PhRMA Code on Interact ions 
with heal thcare Profess ionals,  ACCME standards for  commercia l  support  and other accredi tat ion 
agencies and relevant industry guidance. Bayer prohibits offer ing a medical educat ion grant to 
encourage the recipient to prescr ibe, purchase, order, use or recommends Bayer pharmaceutical 
product(s).  In addit ion, i f  medical educat ion grants were to be provided as pr ice terms or in l ieu of 
a pr ice concession, they could affect the accuracy of the pr ices reported to the government, which 
could potent ia l ly cause Bayer to v iolate the Medicaid Rebate Statute or the False Claims Act.

Definition of Medical Education Grant

Bayer may provide funding for  activities  associated with educational conferences, continuing 
educat ion  (CE),cont inu ing  medical  educat ion (CME) programs, or  profess ional  meet ings,  i f 
they are sponsored by an a organizat ion other  than  Bayer  and  they  wi l l   contr ibute to the 
improvement of  pat ient  care.  A l l  CE/CME programs must be sponsored by an accredi ted medical 
organizat ion.  A l l  medical  educat ion grants to the mi l i tary must be prov ided through the Henry M. 
Jackson Foundat ion for  the Advancement of  Mi l i tary Medic ine (Jackson Foundat ion)  or  s imi lar 
th i rd-party organizat ions set  up to receive grants on behal f  of  the Department of  Defense.

Medical  educat ion grants may only be made to an organizat ion,  such as a hospi ta l ,  medical 
profess ional  society,  conference sponsor or  cont inu ing medical  educat ion organizat ion.  Medical 
educat ion grants may not be prov ided to indiv iduals or  pr ivate physic ian pract ice groups. The 
organizat ion may use the grant funds for  overa l l  program expenses or speci f ica l ly  for  speaker (s ) , 
meal (s ) ,  recept ion,  etc.  Grant funds cannot be used to offset  expenses not d i rect ly  re lated to 
the educat ional  program (e.g. ,  rout ine off ice expenses)  nor can they be used for  expenses of 
at tendees. A grant must never be made i f  one purpose of  the grant is  to prov ide a f inancia l 
inducement for  d ispensing or order ing Bayer’s pharmaceut ica l  products,  to encourage off- label 
use,  or  reward referra ls for  Bayer pharmaceut ica l  products.

Bayer may not d i rect ly  offer  f inancia l  ass istance to permit  medical  students,  res idents,  fe l lows, 
and other heal thcare profess ionals in t ra in ing to at tend major educat ional ,  sc ient i f ic ,  or  pol icy-
making meet ings of  nat ional ,  regional ,  or  specia l ty  medical  associat ions.  The CE/CME prov ider 
or  t ra in ing inst i tut ion may inc lude such expenses in i ts  request for  f inancia l  support  and only the 
CE/CME prov ider or  the t ra in ing inst i tut ion se lects the indiv iduals to at tend the program.

I t  is  important to determine whether a request for  support  is  a char i table contr ibut ion,  corporate 
sponsorship,  or  medical  educat ion grant.  The terminology used by the ent i ty  request ing 
the funding (e.g. ,  “char i table contr ibut ion,”  “grant” )  is  not the determin ing factor because 
organizat ions may submit  funding requests us ing inconsistent or  incorrect  terminology.

The key factors are the type of  ent i ty  request ing the funding (e.g. ,  non-prof i t ,  pat ient 
organizat ion,  hospi ta l )  and focus of  the event or  act iv i ty  (e.g. ,  educat ion,  fundra is ing) . 
For example:

24. Medical Education Grants (including Continuing Medical Education)
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	 •	A	charitable contribution  is  funding prov ided to a non-prof i t  organizat ion to 
  support  the organization’s activities where Bayer does not expect to receive anything of value 
  in return.

	 •	A	sponsorship  is  funding prov ided to support  the act iv i t ies of  a profess ional ,  medical 
  or  pat ient  associat ion or organizat ion where Bayer receives something of  va lue,  such as 
  banners or  s ignage at  a conference, an opportuni ty to advert ise in the associat ion’s 
  publ icat ion or the pr imary purpose of  the event/act iv i ty  is  fundra is ing/char i ty.  The 
  sponsorship opportuni ty is  offered to other s imi lar ly  s i tuated industry members and not 
  just  Bayer.

	 •	A	medical education grant  is  funding prov ided to support  an event where the 
  pr imary focus is  educat ing the part ic ipants/attendees.

Key Characteristics: Charitable Contributions vs. Corporate Sponsorships 
vs. Education Grant

Characteristics Charitable
Contributions

Corporate
Sponsorships

 Education
Grants

Promotional in nature No Yes No

Payee must be a 501(c)
(3) or other tax exempt 
organization

Yes No No

Bayer receives something of 
value in return

No Yes No

Payment can be made to an in-
dividual HCP or private practice 
group

No No No

Tickets or invitations received as a 
result can be offered to physicians 
or other customers

No No No

Sales and Marketing 
Involvement

No Yes No

Exclusion of Sales and Marketing Personnel
Under no circumstances may Sales or Marketing personnel engage in discussions, negotiations 
or unsolicited requests with a grantee, including a CME provider, for the support, design 
or development of a medical education program supported by Bayer or in any way seek to 
influence the content of the program. The Grant Review Committee is responsible for the 
review and approval of all  medical education grants ( including CME) within Bayer. In addition, 
Sales and Marketing may not be included in any communication regarding status of a request. 
If Sales or Marketing is approached by a customer regarding a medical education grant, 
they are to direct the customer to the website: http://grants-contributions.bayerweb.com/en/home/
and/or the customer service telephone number (1-888-84-Bayer or 1-888-842-2937).
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Accredited CE/CME Programs Supported by Bayer

Continuing Medical Education (CME) programs are peer-to-peer educational activities sponsored by 
independent,  th i rd- party organizat ions accredi ted by the Accredi tat ion Counci l  for  Cont inu ing 
Medical  Educat ion (ACCME).  Cont inu ing Educat ion (CE) programs may be accredi ted through 
other th i rd party accredi tat ion organizat ions such as the Amer ican Commiss ion on Pharmacy 
Educat ion (ACPE pharmacy cont inu ing educat ion accredi tat ion)  or  the Amer ican Nurse 
Credent ia l ing Center’s Commiss ion on Accredi tat ions.  The purpose of  CE/CME is to enhance the 
heal thcare profess ional ’s abi l i ty  to care for  pat ients,  and such programs must be independent, 
object ive,  balanced, and ref lect  sc ient i f ic  r igor in content development.

Examples of programs that can be accredited for CE/CME include:

	 •	Grand	Rounds

	 •	Medical 	society	meet ings

	 •	Medical 	school 	symposia

	 •	Speaker	programs	sponsored	by	an	institution	or	other	appropriate	third- party intermediary

	 •	Audio	conferences

	 •	Webcasts	and	CD-ROMs	conta in ing	CE/CME	programs

To remain independent,  the sponsor ing organizat ion must reta in sole responsib i l i ty  for,  and 
contro l  over,  the se lect ion of  content,  facul ty,  at tendees, educat ional  methods and mater ia ls  for 
the CME program or sc ient i f ic  meet ing.  Accredi tat ion for  CME credi t  adds an addi t ional  leve l  of 
ev idence that  the program is independent of  commercia l  in f luence. Bayer supported educat ional 
events must conform to the ACCME and/or other appl icable accredi tat ion ent i ty ’s guidel ines 
(such as the ACPE).

Under an approved and s igned contract  (or  let ter  agreement) ,  Bayer may prov ide a medical 
educat ion grant to support  CME programs sponsored by accredi ted medical  prov iders (e.g. , 
ACCME).  The contract  must requi re that  the CME prov ider d isc lose the fo l lowing informat ion to 
a l l  program part ic ipants:

	 •	Bayer’s	 funding	of 	 the	program	and	any  s ign i f icant re lat ionships between the vendor 
  and Bayer;

	 •	F inancia l 	or 	other	 re lat ionships	between	 indiv idual 	presenters	or 	moderators  and Bayer

	 •	Any	 l imi tat ions	on	 informat ion	that 	 is 	presented	at 	 the	programs,	such	as  data that   
  represents ongoing research, inter im analys is,  pre l iminary data or  unsupported   
  opin ion;

	 •	When	a	Bayer	pharmaceut ica l 	product	or 	a	compet i tor ’s	product  is  to be the subject  of 
  substant ia l  d iscussion,  the data must be object ive ly  se lected and presented. Both 
  favorable and unfavorable in format ion about the product must be fa i r ly  represented 
  and any d iscussion of  the prevai l ing body of  sc ient i f ic  in format ion on the product and 
  of  reasonable,  a l ternat ive t reatment opt ions must be balanced; and

	 •	Any	unapproved	uses	of 	Bayer	pharmaceut ica l 	product (s ) .  The fo l lowing cr i ter ia a lso  
  apply to CE/CME programs:

	 •	Funds	 f rom	Bayer	wi l l 	be	prov ided	 in	 the	 form  of  a medical  educat ion grant made payable 
  to the accredi ted prov ider or  jo int  sponsor to support  the programming.

	 •	Bayer	 representat ives	may	not	d ist r ibute	 inv i tat ions	on	the i r 	own	to	a	Bayer	supported	CME	
  event to heal thcare profess ionals.  I f  the CME prov ider requests Bayer’s he lp in wr i t ing (e.g. ,  by 
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  let ter )  to d ist r ibute supplementa l  inv i tat ions e i ther by d ig i ta l  or  personal  del ivery,  Bayer may 
  d ist r ibute these inv i tat ions on the CME prov ider’s behal f .  Product deta i l ing of  any k ind is 
  not permit ted dur ing the d ist r ibut ion of  these inv i tat ions.  For a d ig i ta l  vers ion of  the inv i tat ion 
  you must use Veeva iRep emai l  and nei ther you nor anyone e lse on your team can send a 
  promot ional  emai l  on the same day.  Furthermore,  once the emai l  has been sent,  you are 
  not permit ted to access Veeva iRep to determine whether or  not the emai l  has been opened.  
  Such inv i tat ions may only be d ist r ibuted to heal thcare profess ionals who can reasonably   
  prescr ibe or otherwise use the product for  an approved use.  
 
	 •	The	 focus	of 	any	CME	program	supported	by	Bayer	must	be	the	sc ient i f ic 	and	medical	
  program.Meals prov ided in conjunct ion with the program must a lways be modest, 
  reasonable,  and secondary to the educat ional  act iv i ty.  They must not be used to in f luence 
  at tendance. Bayer may not prov ide meals d i rect ly  at  a CME event.  The CME prov ider at  i ts 
  own discret ion may apply the f inancia l  support  prov ided by Bayer to prov ide meals to a l l   
  program part ic ipants.

	 •	Speakers	at 	a	Bayer	supported	CME	program  must d isc lose any current or  prev ious 
  re lat ionship wi th Bayer,  (e.g. ,  consul tant ,  pa id invest igator,  member of  a Bayer speaker’s 
  bureau, etc. ) .

	 •	Commercia l 	exhib i ts	may	not	 inter fere	wi th	 the	CME	act iv i t ies. 	No  promot ional  mater ia ls 
  may be d isplayed or d ist r ibuted in the same room as the CME program before,  dur ing 
  or  af ter  the program. No promot ional  act iv i t ies may occur in the CME room and no 
  promot ional  mater ia ls  may be displayed, or  sa les act iv i t ies conducted, wi th in the “obl igate 
  path” that  at tendees must use to enter  or  ex i t  the room where the CME act iv i ty  is  tak ing 
  p lace.  A l though not speci f ica l ly  def ined by regulat ion,  Bayer U.S. Pharmaceut ica ls 
  interprets “obl igate path” to inc lude paths f rom the main entry of  a hote l  to the meet ing 
  room or the way to a rest  room.

Bayer wi l l  not  d i rect ly  prov ide compensat ion or re imbursement for  registrat ion,  t rave l ,  lodging 
or personal  expenses to at tendees of  any CME event.  However,  pursuant to the PhRMA and 
AdvaMed Codes, Bayer may prov ide support  to the CME prov ider which,  in i ts  own discret ion, 
can use the funds to reduce the overa l l  CME registrat ion fee for  a l l  part ic ipants.

Bayer Involvement in Medical Education Grants

The following applies to any educational program – including, but not limited to CE and CME 
act iv i t ies – which inc ludes or is  reasonably expected to inc lude informat ion  on unapproved uses 
of  Bayer pharmaceut ica l  products,  regardless of  whether or  not the event is  sponsored in whole 
or  in part  by Bayer.

1.  Bayer Attendance

	 •	Medical 	Science	L ia isons	may	attend	such	programs.

	 •	Sales	and	Market ing	personnel 	may	not	at tend	such	programs	unless	the  request has 
  been approved, in advance of  the program, by the i r  manager to ensure the topics of 
  sess ions are appropr iate for  the employee’s posi t ion.  Approval  is  based on ident i f ied need 
  for  the medical  educat ion. 

	 •	Bayer	 representat ive’s	at tendance	 is 	 for  educat ional  purposes only,  no d iscussion of  any 
  Bayer products dur ing the educat ional  event or  immediate ly before or  af ter  can 
  be d iscussed. These educat ional  events are NOT opportuni t ies for  market ing or customer 
  development.  Bayer representat ives at tending such programs may not ask or “p lant” 
  quest ions in the audience that  are l ike ly  to lead to off- label  d iscussion.
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2. Bayer Independence

Bayer U.S. Pharmaceut ica ls employees may NOT be involved in the fo l lowing act iv i t ies 
associated with any program supported, even partially, by medical education grants from Bayer:

	 •	Select ing	or	 recommending	the	audience;	or

	 •	Selecting	or	recommending	the	content,	faculty,	educational	methods, materials or venue.

3.  Promot ing Bayer or  Bayer’s pharmaceut ica l  products

	 •	Bayer	employees	who	are	g iven	permiss ion  to at tend an educat ional  program may not   
  engage in formal  or  in formal  promot ional  act iv i t ies ins ide or outs ide the meet ing room(s) .

	 •	Bayer	employees	who	are	not	at tending	the  program may conduct appropr iate 
  promot ional  act iv i t ies outs ide program meet ing rooms, such as at  an adjacent exhib i t , 
  prov ided that  exhib i t  and display opportuni t ies at  the event have a lso been prov ided 
  by the event sponsor to pharmaceut ica l  companies other than Bayer.
	 •	I f 	 the	program	 inc ludes	events	which	re late	 to	an	approved	use	of 	a	Bayer  pharmaceut ica l 
  product and the Event sponsor has prov ided the opportuni ty to mult ip le pharmaceut ica l 
  companies to d isplay at  the event,  Bayer employees may display or  exhib i t  at  the 
  program. For more informat ion,  see Pol icy and Procedure,  “Displays and Exhib i ts at 
  Hospi ta ls and Other Customers” and Pol icy and Procedure,  “Displays and Exhib i ts for 
  Non-Customers.”
 
Acceptable Medical Education Grants

In summary, a grant is permitted only if:

	 •	The	grant	 is 	prov ided	to	 foster	 increased	understanding	of 	sc ient i f ic 	c l in ica l ,  or  heal thcare  
  issues that  contr ibute to the improvement of  pat ient  care;  and

	 •	 I t 	wi l l 	be	used	sole ly 	 for 	 leg i t imate	expenses	re lated	to	educat ion	or	 t ra in ing  of  heal thcare 
  profess ionals or  pat ients in connect ion with the improvement of  pat ient  care;  and

	 •	 I t  is  awarded to an organizat ion and not an indiv idual  or  pr ivate pract ice group; and

	 •	The organizat ion,  not Bayer,  contro ls the d isbursement of  the funds; and

	 •	The	responsib i l i ty 	 for 	and	contro l 	over	 the	se lect ion	of 	content, 	 facul ty,  educat ional 
  methods, mater ia ls ,  and venues belongs to the organizers of  the conference in 
  accordance with the i r  guidel ines;  and

	 •	The grant is  prov ided in response to a request that :

  -  Descr ibes the purpose/ intended use of  the grant or  references other documents   
     at tached, such as a brochure,  pamphlet ,  f lyer,  agenda, or  memo that descr ibes the 
    purpose/ intended use of  the grant.

  -  Conf i rms that  the grant wi l l  be used for  educat ional  purposes.

  -  Confirms that the grant wil l  not be used for general overhead or for expenses of attendees.

  -  Acknowledges that  Bayer may audi t  or  rev iew the use of  the grant.
 
  -  Prov ides a deta i led budget descr ib ing p lanned usage of  requested grant.

  -  Conf i rms that  Bayer funding and re lat ionship wi th program prov ider,  presenters,  or 
    moderator wi l l  be d isc losed to at tendees.
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Unacceptable Medical Education Grants

A grant is not permitted if it is any one of the following:

	 •	 Intended as a pr ice term, or  offered in l ieu of  a pr ice concession;  or

	 •	 Intended to encourage off- label  use;  or

 •	Cont ingent on the purchase of  or  recommendat ion to purchase Bayer products;  or

	 •	 Intended	to	encourage	the	rec ip ient 	 to	order, 	prescr ibe, 	or 	 recommend  Bayer products or 
  reward or compensate the rec ip ient  for  so doing; or

	 •	Made	at 	 the	request	of 	a	heal thcare	profess ional 	 in	h is/her	 indiv idual  capaci ty (e.g. ,  a   
  request to fund h is/her “pet pro ject” ) .  A heal thcare profess ional  may request a grant in  
  h is/her off ic ia l  capaci ty,  such as the head of  a hospi ta l  department;  or

	 •	Made in return for  anyth ing of  va lue prov ided to Bayer by the rec ip ient ,  wi th the except ion of   
  d isc losure in program mater ia ls  that  the program is funded by Bayer;  or
 
	 •	Prov ided	 for 	 the	purchase	of 	equipment, 	educat ional 	books, 	or 	other	 i tems  of  va lue;  or

	 •	Prov ided	to	 fund	sa lar ies	of 	hospi ta l 	nurses, 	 res idents, 	or 	other	heal thcare  profess ionals,   
  or  any other rout ine administrat ive costs of  a heal thcare profess ional  (wi th the except ion 
  of  certa in fe l lowship programs);  or

	 •	Provided to pay for  act iv i t ies that  should be covered by fee-for-serv ice contracts as 
  descr ibed in Pol icy and Procedure,  “Fee-For Serv ice Arrangements;”  or

	 •	Condit ioned on the receipt  of  exhib i t  or  d isplay opportuni t ies;  or

	 •	Not submit ted through the Bayer websi te.

Invitations for Display Space at the Educational Event
For d isplays involv ing payment to customers,  the d isplay and medical  educat ion grant must 
be processed as separate t ransact ions in order to ensure that  appropr iate Focus Arrangements 
Procedures are fo l lowed.

For d isplays not involv ing customers (such as those at  medical  society meet ings) ,  there may be 
l imi ted s i tuat ions where an organizat ion submits a request for  a medical  educat ion grant that 
a lso offers Bayer the opportuni ty to d isplay at  the event.  These act iv i t ies must be processed as 
separate t ransact ions by the request ing ent i ty.  However,  there may be l imi ted occasions where i t 
may not be possib le to separate the product d isplay fee in the documentat ion submit ted by the 
request ing organizat ion.  In these s i tuat ions,  the Bayer Grant Review Committee wi l l  make the 
appropr iate determinat ion regarding whether the grant wi l l  be approved and/or whether Bayer 
may display at  the event.

Procedures

All medical education grant (including CE/CME) requests must be submitted to the Bayer website: 
http://grants-contr ibutions.bayerweb.com/en/home / .  The in i t ia l  request must:

	 •	Descr ibe the purpose/ intended use of  the grant or  reference other documents 
  at tached, such as a brochure,  pamphlet ,  f lyer,  budget,  agenda, study protocol ,  or 
  memo that descr ibes the purpose/ intended use of  the grant.  I t  is  not acceptable 
  to l is t  only a gener ic descr ipt ion (e.g. ,  “medical  educat ion grant,” )  as the purpose of 
  the expense; and

	 •	Conf i rm that the grant wi l l  be used for  educat ional  purposes or to support  a medical 
  educat ion program;and

	 •	Conf i rm	that	 the	grant	wi l l 	not 	be	used	 for 	genera l 	overhead	or	 for 	expenses  of  at tendees.
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Requestor

All medical education grant requests will be received electronically from the requestor through 
the Bayer websi te:  http://grants-contr ibutions.bayerweb.com/en/home/ .  The requestor (or 
inst i tut ion-designated staff  member)  must e lectronica l ly  input a l l  requi red medical  educat ion grant 
in format ion.  Addi t ional  backup documentat ion is  a lso required (e.g. ,  agenda, budget,  learn ing 
object ives) .  The requestor is  responsib le for  prov id ing a l l  medica l  educat ion grants re lated 
documentat ion.  Upon approval  f rom the Grant Review Committee of  the grant request a s igned 
let ter  of  agreement is  requi red for  d ist r ibut ion of  funds.

Under NO  c i rcumstances wi l l  a  medical  educat ion grant request be accepted or rev iewed af ter  the 
event has occurred.

Grant Manager Initial Review

The Grant Manager will review all grant requests submitted to the Bayer website and makes an 
initial determinat ion whether the proposed grant request is  a potent ia l  interact ion with HCPs 
and HCOs. A grant request should be considered an interact ion with HCPS and HCOs i f  the 
potent ia l  rec ip ient  of  the grant is  a customer or  other source of  sa les or  referra ls of  Government 
Reimbursed Products.

Quest ions regarding whether a grant request may const i tute an Interact ion with HCPs and HCOs 
(Focus Arrangement)  must be d i rected to the Law, Patents and Compl iance Department,  which 
makes the f ina l  determinat ion whether the grant is  an Interact ion with HCPs and HCOs (Focus 
Arrangement) .

I f  the grant request is  deemed to be complete,  wi th in budget and brand plan,  i t  wi l l  be p laced on 
the agenda for  rev iew by the Grant Review Committee at  the next scheduled meet ing.

I f  the Manager,  af ter  at tempt ing to obta in appropr iate documentat ion,  f inds the request 
incomplete,  he/she wi l l  in form the requestor that  the request is  denied due to insuff ic ient 
documentat ion.

Grant Review Committee

The Grant Review Committee is comprised of members from Medical Affairs, Medical Education, 
F ie ld Medical  Affa i rs,  and Law, Patents and Compl iance. Sales and Market ing personnel  do not 
part ic ipate in the Grant Review Committee;  however,  they may prov ide a brand plan re lat ing to 
the subject  matter  of  grants to be considered.

The Grant Review Committee genera l ly  meets monthly to rev iew medical  educat ion grant 
Requests f rom a sc ient i f ic ,  educat ional ,  regulatory and legal  perspect ive.  At  the Grant Review 
Committee meet ing,  members rev iew grant requests consistent wi th the fo l lowing:

	 •	Each Committee member cert i f ies that ,  to the best of  h is/her knowledge, there are no 
  legal  or  compl iance issues that  would prohib i t  Bayer’s approval  of  the grant request (e.g. , 
  no conf l ict  wi th government or  industry guidel ines or Compl iance Pol ic ies and 
  Procedures) .

	 •	The grant wi l l  support  medical  research, pat ient  educat ion,  or  other act iv i t ies that 
  foster  increased understanding of  sc ient i f ic ,  c l in ica l  or  heal thcare issues that 
  contr ibute to the improvement of  pat ient  care.
 
	 •	The request is  wi th in the budget for  each business area.

	 •	The	request	 is 	a l igned	with	Bayer	U.S.	Pharmaceut ica l ’s	business  st rategy.
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	 •	The funds wi l l  be used sole ly  for  leg i t imate expenses re lated to educat ion or 
  t ra in ing of  heal thcare profess ionals or  pat ients to improve pat ient  care.

I f  the Grant Review Committee needs addi t ional  in format ion in order to determine whether 
to approve the grant request,  i t  wi l l  approve,  re ject ,  or  table the request in ant ic ipat ion 
of  receipt  of  fur ther c lar i f icat ion or in format ion in conformance with these Pol ic ies and 
Procedures.  Approval  of  the request requi res consensus among the vot ing members 
present at  the Grant Review Committee meet ing.

Law, Patents and Compliance Review of Focus Arrangements (Interactions with 
HCPs and HCOs)

For all grant requests that are Interactions with HCPS and HCOs, the Law, Patents and 
Compl iance attorney part ic ipat ing on the Grant Review Committee must ver i fy  that  the 
agreement conta ins a cert i f icat ion by the part ies that  the part ies shal l  not  v io late the 
Ant i -Kickback Statute wi th respect to the per formance or act iv i t ies re lated to the grant. 
The attorney a lso evaluates whether the proposed arrangement sat is f ies the requirements 
of  the Ant i -Kickback Statute and assesses compl iance with re levant Safe Harbor (s ) . 
The rev iewing attorney must document that  th is rev iew and assessment was conducted, 
h is/her name, and the date i t  was conducted.

The Law, Patents and Compl iance Department a lso conf i rms whether the grant amount 
represents fa i r  market va lue in that  the proposed amount is  fa i r,  reasonable and 
represents support  for  necessary expendi tures based on the nature and the extent of 
the event for  which the grant requestor seeks support .  Any dev iat ion f rom the fa i r 
market va lue methodology and the rat ionale for  such deviat ion must be approved by 
the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee)  and documented 
and mainta ined in the Law, Patents and Compl iance Department.

The amount of  the grant may not depend upon or be based on the va lue or vo lume of 
referra ls f rom the grant rec ip ient .

I f  the rev iewing attorney is  not present at  the Grant Review Committee meet ing,  the 
attorney may conduct the required rev iew at  a later  date.  However,  th is rev iew must be 
completed before the grant is  approved and before payment is  made.

Grant Manager Post-Meeting Documentation

The Meeting Summary will be prepared for each Grant Review Committee meeting. 
The Meet ing Summary wi l l  inc lude whether or  not the grant request was: 1)  approved 
( indicat ing amount ) ;  2 )  re jected; or  3)  tabled for  receipt  of  fur ther c lar i f icat ion or 
in format ion or for  fur ther d iscussion.

A let ter  document ing the Grant Review Committee’s decis ion wi l l  be prov ided to the grant 
requestor (or  inst i tut ion- designated staff  member)  by the Grant Manager fo l lowing the 
meet ing.  The Grant Manager is  responsib le for  updat ing the e lectronic system with the 
decis ion.

Grant Approval of Interactions with HCPs and HCOs

For approved grant requests that are interactions with HCPs and HCOs, the Grant Manager 
must send the grant rec ip ient  the approved Letter  of  Agreement,  wi th a copy of  Bayer’s 
Code of  Conduct and the Ant i-Kickback Statute Pol ic ies and Procedures attached. These 
documents may be sent e lectronica l ly  or  by hard copy, and can be inc luded as an exhib i t 
to the Letter  of  Agreement or  sent as separate documents.  The Letter  of  Agreement must 

State Law – Data Collection
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inc lude a cert i f icat ion by the part ies that  the part ies shal l  not  v io late the Ant i -Kickback Statute 
wi th respect to the per formance or act iv i t ies re lated to the grant.  The Grant Manager must 
document that  the documents were sent.

Proof of Service

The Grant Manager, or other Bayer employee, must be able to confirm the services or deliverables 
of  the grant.  Acceptable proof  of  per formance inc ludes a completed budget reconci led with 
the proposed budget,  program evaluat ions,  or  a cert i f icat ion f rom the grant rec ip ient  that  the 
program occurred or the grant funds were otherwise used for  the i r  intended purpose. The Letter 
of  Agreement must permit  Bayer to observe the serv ices rendered or otherwise obta in proof  of 
serv ice.

Grant Approval of Arrangements

If the approved grant request is not a Focus Arrangement as determined by the Law, Patents and 
Compl iance Department,  the Grant Manager wi l l  send a Letter  of  Agreement to the requestor 
(or  inst i tut ion-designated staff  member) .  The Requestor is  responsib le for  sending a s igned 
agreement back to the Grant Manager.

Record Retention
The Medical  Affa i rs Department wi l l  reta in the payment request package for  a per iod of 
10 years.  Proof  of  serv ice documents are reta ined in the medical  educat ion grant system 
database for  a per iod of  10 years.

Audit
Al l  medical  educat ion grants are subject  to audi t ing by Bayer Internal  Audi t  and the 
Law, Patents and Compl iance Department to ensure compl iance with these pol ic ies.  The 
government (e.g. ,  IRS) may a lso request to audi t / rev iew medical  educat ion grant payments.
The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any 
t ransfer  of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l 
must be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely 
data to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.
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Bayer may prov ide a l imi ted number of  product samples of  Bayer pharmaceut ica l  products to 
customers at  no charge. Samples are l imi ted to in i t ia l  customer product evaluat ion,  educat ion, 
t ra in ing and/or for  d ist r ibut ion d i rect ly  to pat ients.  The quant i t ies of  product samples prov ided must 
not exceed an amount that  is  reasonably necessary for  the intended use of  the samples.  Prov id ing 
product samples in v io lat ion of  th is pol icy is  st r ict ly  prohib i ted.

The prov is ion of  product samples to customers must be documented in the Sample Accountabi l i ty 
system. Such documentat ion must conta in,  at  a min imum, the number of  samples prov ided to 
each heal thcare profess ional ,  lot  numbers,  the date the samples were prov ided and the heal thcare 
profess ional ’s s ignature conf i rming the samples were received. Bayer conducts annual  phys ica l 
inventor ies of  drug samples in contro l  of  each representat ive and mainta ins records of  such 
inventor ies.  Therefore,  i t  is  important that  the prov is ion of  samples be recorded accurate ly. 
Guidel ines (SOP PWA 00720) for  d ispensing product samples may be obta ined f rom the Sample 
Accountabi l i ty  Department.

Under no c i rcumstances is  a sample to be g iven to a heal thcare profess ional  for  personal  use or for 
use by the i r  immediate fami l ies or  off ice staff  – so-cal led “profess ional  courtesy uni ts.”  Offer ing f ree 
samples to heal thcare profess ionals for  the i r  personal  use potent ia l ly  impl icates the Ant i -Kickback 
Statute i f  one purpose of  the offer  is  to induce the profess ional  to order or  prescr ibe Bayer 
pharmaceut ica l  products.

Recip ients of  product samples must be advised in wr i t ing that  no product sample may be charged 
to any pat ient ,  and that  the ent i ty  may not submit  a c la im for  re imbursement to Medicare,  Medicaid, 
or  other publ ic or  pr ivate insurer  for  that  sample.  This statement is  inc luded on every sample 
request form s igned by the pract i t ioner.

Product samples are not the same as char i table product donat ions.  Samples are prov ided for 
pat ient  or  prov ider evaluat ion purposes only.  Products that  are prov ided as part  of  a pat ient 
ass istance program or otherwise donated for  a char i table purpose are considered a product 
donat ion,  and the request must be processed as a request for  a char i table product donat ion.  For 
more informat ion on product donat ions,  refer  to Pol icy and Procedure,  “Prov id ing Free Product for 
Char i table Purposes.”

Federal Reporting Requirements

The Prescription Drug Sample Transparency Provision of the Patient Protection and Affordable Care 
Act of  2010 (PPACA) require every pharmaceut ica l  manufacturer  and author ized distr ibutor of  record 
of  an appl icable drug to submit  to the Department of  Heal th and Human Serv ices (HHS) for  the 
preceding calendar year:

	 •	The	 ident i ty 	and	quant i ty 	of 	drug	samples	requested;	and

	 •	The ident i ty  and quant i ty  of  drug samples d ist r ibuted. 

In format ion submit ted to HHS must be aggregated by:

	 •	Name, address,  profess ional  des ignat ion,  and s ignature of  the pract i t ioner making the 
  request for  samples (or  of  any indiv idual  who makes or s igns for  the request on behal f 
  of  the pract i t ioner )

	 •	Any	other	 in format ion	deemed	appropr iate	by	HHS

25. Providing Samples at No Charge and Device Evaluations
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Evaluation of Devices

Bayer’s Radiology business may make a device product available without charge for evaluation for a 
standard 30-day per iod to a heal thcare profess ional  or  fac i l i ty  to permit  an evaluat ion of  i ts  use 
and funct ional i ty  in order to determine whether to use or buy the product.  Evaluat ions may not 
exceed 60 days without approval  by Law, Patents and Compl iance, or  unless a speci f ic  eva luat ion 
program has been approved by Law, Patents and Compl iance.

Device products may be made avai lable for  eva luat ion to heal thcare profess ionals or  fac i l i t ies 
who do not current ly  use the speci f ic  product being evaluated, or  who use a pr ior  vers ion of  the 
speci f ic  product being evaluated. I f  a department wi th in a fac i l i ty  a l ready uses a certa in product 
and a d i fferent department expresses interest  in evaluat ing that  same product,  the interested 
department may evaluate that  product,  so long as a l l  other evaluat ion requirements are met.
I f  the product is  not purchased by the end of  the evaluat ion per iod, i t  must be removed or 
deact ivated immediate ly upon the conclus ion of  the evaluat ion.  I t  is  the responsib i l i ty  of  the 
Bayer representat ive to t rack the locat ion and status of  eva luat ion equipment at  a l l  t imes and 
removes or deact ivates any equipment upon immediate conclus ion of  the evaluat ion.

Equipment  – Equipment,  such as in jectors,  may be prov ided for  eva luat ion without 
t ransferr ing t i t le  only for  a standard 30-day per iod or for  a l imi ted number of  uses that  is 
reasonable to permit  an adequate evaluat ion of  the equipment.  The terms of  the evaluat ion 
( inc luding durat ion)  must be in wr i t ing and inc lude c lear not ice to the heal thcare profess ional 
and/or fac i l i ty  that  i t  may not seek re imbursement f rom or charge Medicare,  Medicaid,  any other 
heal th program, any insurer  or  pat ient  for  equipment and/or suppl ies prov ided at  no charge by 
Bayer and that  the person or fac i l i ty  us ing the evaluat ion equipment may have an obl igat ion to 
not i fy  government or  pr ivate payors that  the evaluat ion equipment was prov ided f ree of  charge. 
The terms of  the evaluat ion must be ref lected in a wr i t ten not i f icat ion prov ided to the profess ional 
before or  at  the t ime the evaluat ion equipment is  prov ided. The Bayer representat ive ass igned to 
the account must make arrangements for  the prompt removal  of  the equipment at  the conclus ion 
of  the l imi ted evaluat ion per iod unless the heal thcare profess ional  has agreed to purchase/ lease 
the equipment.

Single Use/Consumables/Disposables  – The number of  s ingle use d isposable 
products prov ided at  no charge should be l imi ted to a smal l  number reasonably necessary for  the 
adequate evaluat ion of  the d isposables and re lated equipment by the heal thcare profess ional . 
The procedures descr ibed above for  a wr i t ten not i f icat ion must be fo l lowed.

Vermont Disclosure of Samples of Prescribed Products

Pharmaceutical manufacturers are required to report annually certain information relating to 
samples of  prescr ibed products,  inc luding prescr ipt ion drugs,  nonprescr ipt ion medical  dev ices, 
nonprescr ipt ion durable medical  equipment,  and OTC products prov ided to Vermont heal thcare 
prov iders for  the preceding calendar year,  prov ided that  any publ ic report ing of  such informat ion 
shal l  not  inc lude informat ion that  a l lows for  the ident i f icat ion of  indiv idual  rec ip ients of  samples 
or connects indiv idual  rec ip ients wi th the monetary va lue of  the samples prov ided.

Samples of  prescr ipt ion drugs that  are reported to HHS under Prescr ipt ion Drug Sample 
Transparency Prov is ion of  the PPACA do not need to be reported to the Vermont Attorney Genera l 
i f  the Attorney Genera l  determines that  HHS wi l l  co l lect  and prov ide Vermont wi th rec ip ient-
speci f ic  d ist r ibut ion of  samples.  In the event that  the Vermont Attorney Genera l  does not 
determine that  HHS wi l l  prov ide rec ip ient-  speci f ic  in format ion to Vermont,  manufacturers must 
report  the d ist r ibut ion of  samples covered by the PPACA.
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Regardless of  the Attorney Genera l ’s determinat ion,  samples of  prescr ibed products that  fa l l 
outs ide the report ing requirements of  the PPACA, such as samples to heal th care prov iders who 
are not phys ic ians,  samples of  medical  dev ices and OTC products,  and coupons and vouchers 
that  a l low a pat ient  to receive product f ree or at  a d iscounted pr ice,  must be reported for 
d ist r ibut ions.

Manufacturers are required to ident i fy  the re levant product,  rec ip ient ,  number of  uni ts,  and 
dosage of  each sample d ist r ibuted. Unl ike other expendi tures,  the Vermont law does not requi re 
manufacturers to report  the va lue of  samples.
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Legis lat ive,  regulatory,  and enforcement author i t ies are aggress ive ly pursuing greater 
d isc losure and t ransparency of  f inancia l  re lat ionships between HCPs, HCOs and 
pharmaceut ica l ,  b iotech, medical  dev ice,  and diagnost ic companies.  The Pat ient  Protect ion 
Affordable Care Act (PPACA) sets forth the fo l lowing t ransparency requirements appl icable to 
Bayer:

	 •	Pharmaceutical	and	device	manufacturers	must	track	payments	and	other	transfers	of	value	
  to “physic ians” and “teaching hospi ta ls” ’  and report  th is in format ion to the federa l 
  government.  This requi rement is  of ten referred to as the “Physic ian Payment Sunshine 
  Act”  or  s imply the “Sunshine Act.”  Disc losures are due annual ly  on the 90th day of  each 
  year cover ing payments made in the pr ior  ca lendar year,  and wi l l  be made avai lable to the 
  publ ic through a searchable database.

	 •	Pharmaceut ica l 	manufacturers	a lso	must	 t rack	prescr ipt ion	drug	samples	d ist r ibuted	to	
  pract i t ioners.  This requi rement is  referred to as the “Prescr ipt ion Drug Sample 
  Transparency” prov is ion in th is pol icy.  Under the Prescr ipt ion Drug Sample Transparency 
  prov is ion,  a d isc losure report  is  due to the federa l  government no later  than Apr i l  1 and 
  covers prescr ipt ion drug samples d ist r ibuted dur ing the preceding calendar year.

For U.S. government reporting requirements, an HCP is defined as: a person, who prescribes, 
purchases,  suppl ies,  recommends, admin isters or  prov ides informat ion about drugs or dev ices. 
In th is context  th is term has a broad appl icat ion and inc ludes,  but is  not l imi ted to,  l icensed 
physic ians,  nurses,  midwives,  technologists,  pharmacists,  etc.

I t  is  the responsib i l i ty  of  each Bayer employee to accurate ly and complete ly capture any t ransfers of 
va lue f rom HCP and HCO interact ions to the Company in a t imely manner.  These steps are extremely 
important so that  the Company can meet i ts  obl igat ions to submit  accurate,  complete and t imely 
reports to the Federa l  government.  P lease consul t  your business’s State Law Pol ic ies and Procedures 
govern ing payments to physic ians and other heal thcare profess ionals and ent i t ies,  among other 
topics,  to determine what payment in format ion must a lso be d isc losed in certa in states.

Sunshine Act

The Sunshine Act broadly requires disclosure of payments and other transfers of value to “covered 
rec ip ients” or  to an ent i ty  or  indiv idual  at  the request of  or  designated on behal f  of  a “covered 
rec ip ient”  unless one of  a l imi ted number of  narrow except ions appl ies.  Addi t ional ly,  ownership 
and investment interests in the manufacturer  he ld by physic ians or the i r  immediate fami ly 
members must be d isc losed unless the ownership or  investment interest  is  in a publ ica l ly  t raded 
secur i ty  and mutual  fund. The Aggregate d isc losure to the federa l  Government is  made annual ly 
on March 31. The informat ion d isc losed is  made publ ic ly  ava i lab le on a searchable websi te on 
June 30 of  each year.

Covered rec ip ients are def ined under the Sunshine Act to mean certa in U.S. teaching hospi ta ls 
and U.S. l icensed physic ians,  unless the physic ian is  a Bayer employee. The fo l lowing informat ion 
must be d isc losed in connect ion with a reportable payment to a covered rec ip ient :

	 •	Name	of 	 the	physic ian	or	 teaching	hospi ta l ;

	 •	Pr imary	business	address	of 	 the	physic ian	or	 teaching	hospi ta l ;

	 •	Specia l ty 	and	Nat ional 	Prov ider	 Ident i f ier 	 (NPI ) , 	 in 	 the	case	of 	a	phys ic ian;

	 •	State profess ional  l icense number(s )  ( for  at  least  one state where the physic ian 
  mainta ins a l icense) ,  and the State in which the l icense is  he ld;

26. Patient Protection And Affordable Care Act (PPACA)       
      Transparency Requirement
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	 •	Amount	of 	 the	payment	or 	other	 t ransfer 	of 	va lue;

	 •	Date	 that 	payment	or 	other	 t ransfer 	of 	va lue	was	prov ided;

	 •	Form of  payment or  t ransfer  of  va lue (e.g.  cash or cash equiva lent ,  in k ind i tems or 
  serv ices,  stock,  stock opt ion,  or  any other ownership interest ,  d iv idend, prof i t  or  other 
  return on investment ) ;

	 •	Nature	of 	Payment	or 	 t ransfer 	of 	va lue, 	 inc luding	but	not	 l imi ted	to:

  -  Consul t ing fee

  -  Compensat ion for  serv ices other than consul t ing,  inc luding serv ing as facul ty or  as 
    a speaker at  an event other than a cont inu ing educat ion program. Examples of  such 
    other t ransfers of  va lue inc lude payments for :

  -  Fees for  serv ices

  -  Educat ional  i tems

  -  Food and beverages

  -  Travel  and lodging

  -  Educat ional  grants

  -  Research and c l in ica l  t r ia ls

  -  Royal t ies or  l icenses

  -  Honorar ia
 & Procedures
  -  Current or  prospect ive ownership or  an investment interest

  -  Compensat ion for  serv ices as facul ty or  as a speaker for  an unaccredi ted and  
         non-cert i f ied cont inu ing educat ion program

  -  Compensat ion for  serv ices as facul ty or  as a speaker for  an accredi ted and cert i f ied 
    cont inu ing educat ion program

  -  Space renta l  or  fac i l i ty  fees

	 •	Product to which payment or  other t ransfer  of  va lue re lates ( inc luding whether i t  is  re lated 
  to market ing,  educat ion,  or  research speci f ic  to a product or  d isease) ;

	 •	For drugs and bio logics,  appl icable manufacturers must report  the name under which the 
  drug is  or  was marketed and the re levant Nat ional  Drug Code(s)  (NDC).

There are a l imi ted number of  t ransact ions that  are excluded f rom the def in i t ion of  a covered 
“payment or  other t ransfer  of  va lue”.
 
These are indiv idual  t ransfers of  va lue genera l ly  under approximate ly $10.00 that  cumulat ive ly 
does not exceed approximate ly $100.00 dur ing a ca lendar year.  Bayer t racks a l l  payments 
( t ransfers of  va lue)  and these cumulat ive amounts wi l l  determine i f  the spend on th is indiv idual 
or  inst i tut ion is  reportable.  CMS changes the a l lowable l imi t  for  indiv idual  t ransfers of  va lue 
annual ly  based on inf lat ion.  To f ind the latest  de min imus charges,  v is i t  the CMS websi te:
https://www.cms.gov/OpenPayments/Program-Participants/Applicable-Manufacturers-and-
GPOs/Data-Collection.html. 
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Addit ional  i tems tracked inc lude:

	 •	Product	samples	 for 	pat ient 	use	that 	are	not	 intended	to	be	sold;

	 •	Educat ional  mater ia ls  (e.g. ,  c l in ica l  repr ints )  that  d i rect ly  benef i t  pat ients or  are intended
  for  pat ient  use;  and

	 •	Short- term loans for  a covered device,  unless the t r ia l  per iod exceeds 90 days.

Prescription Drug Sample Transparency Provision

The Prescription Drug Sample Transparency provision requires Bayer to disclose the quantity of 
drug samples by product name requested by and distr ibuted to pract i t ioners.  The informat ion is 
aggregated by name, address,  profess ional  des ignat ion,  and s ignature of  the pract i t ioner making 
the request for  samples (or  of  any indiv idual  who makes or s igns for  the request on behal f  of  the 
pract i t ioner ) .  Disc losures are made annual ly  to FDA on or before Apr i l  1st .

P lease refer  to Pol icy and Procedure “Prov id ing Samples at  No Charge and Device Evaluat ions” 
for  more informat ion on sample d ist r ibut ion.  A lso,  guidel ines for  d ispensing product samples may 
be obta ined f rom the Sales Operat ions Department.
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27. STATE LAWS – OVERVIEW

Li
m

its
/P

ro
hi

bi
tio

ns

State Law Overviews Bayer Actions
California Annually declare adherence to compliance program including the annual spend 

limit of $1,500 per HCP for meals, gifts, educational items and other items of value
Track and manage all relevant activities in-
volving spend and adhere to spend limits

Minnesota Limits gifts and business meals to a total of $50 per calendar year per HCP Track all relevant activities involving 
spend and adhere to spend limits

Vermont Prohibits gifts, including but not limited to meals and charitable dona-
tions to HCPs

No meals, gifts or charitable 
donations to Vermont HCPs

Co
m

pl
ia

nc
e 

Pr
og

ra
m

Connecticut Adopt compliance program; adopt training program; conduct training and 
regular audits to monitor compliance

Adopt compliance program

Nevada, 

Massachusetts

Adopt Marketing Code of Conduct; adopt training program; conduct annual 
audits to monitor compliance; adopt investigation policies & 
procedures; includes prescriber data management;

Report annually documentation and 
certification of annual audits.

An
nu

al
 / 

Q
ua

rt
er

ly
 D

isc
lo

su
re

Connecticut Report annually payments or other transfers of value provided to advanced 
practice registered nurses “not practicing in collaboration with a physician”

Track and report all relevant spend 
through internal Bayer Spend Source 
Systems (e.g., Concur, SAP) and disclose 
periodically, as required by the applicable 
statute

D.C. Report payments, fee-for-service, expenses, meals and gifts   (greater than 
>$25), provided to DC licensed healthcare professionals and healthcare entities

Report marketing costs over $25 directed toward D.C. residents including the   
general public, prescribers, healthcare professionals and patient
Report the aggregate cost of employees who engage in these advertising and 
promotional activities within D.C

Massachusetts Annually report fees, payments, subsidies or other economic benefit (greater 
than >$50) to Massachusetts covered HCPs & HCOs, except those covered by 
federal reporting requirements.

Report any non-compliance activity. 

Quarterly report non- CME meals outside of the office or hospital setting is 
pending as of 1/1/2017

Minnesota Report cumulative payments >$100 made to MN licensed Nurse Practitioners, Physi-
cian’s Assistants, Veterinarians and Dental Therapists, for practitioners who serve on the 
faculty at a professional or educational conference or meeting, and for professional or 
consulting services in connection with a genuine research project.

Vermont Report “allowable expenditures,” including fee-for-service payments, ex-
penses, certain samples, fellowship salary support, discounts and rebates to 
the extent not preempted by PPACA

Et
hi

cs
 R

ef
or

m

Louisiana 
Exec 
Branch 
Lobbying

Prohibits most gifts and other items of value, including fee-for-service 
payments to state employees including Medicaid P&T Committee members; 
individuals who make expenditures greater than $500 (e.g., gifts, meals or en-
tertainment) or present before Louisiana executive branch officials to register 
as lobbyists and to report certain lobbying expenditures

Prohibit meals, gifts or payments of any 
kind to state employees; no Bayer sales rep 
may register as a lobbyist in Louisiana

D.C. SafeRx Prohibits meals and gifts to Medication Advisory Committee (MAC); licensure of 
pharmaceutical detailers including medical science liaisons

Prohibit meals to MAC members; 
ensure all applicable employees are 
licensed

Tennessee Ethics 
Act

Prohibits meals and gifts to all state employees, including political action commit-
tee (PAC) members.

Prohibits meals, gifts, and anything of value 
to an official in the legislative or executive 
branch, to any candidate for state office, 
or any immediate family members of such 
officials or candidates

Pr
ic

e 
Di

sc
lo

su
re

s

Vermont AWP Requires disclosure of AWP of drug product as well as AWP of similar drug in 
same therapeutic class to HCPs during promotion/ marketing activities

Provide Short Form to Vermont HCPs 
when discussing Bayer products (applica-
ble to products in pill form only) Provide 
Long Form via website with an update 
each quarter.

California Manufacturers of blood factors must submit the average sales price (ASP) for each blood 
factor product on a quarterly basis.  

Comply with reporting requirements.

New Mexico, 
Texas

Manufacturers must report AMP and Best Price (BP).  TX=AMP & price paid by 
wholesalers
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State Laws — Data Collection
How Data is Collected

In order to capture the relevant data for federal, state and global reporting purposes, Bayer employees in 
Pharmaceut ica ls and Animal  Heal th must internal ly  report  a l l  payments made to HCPs and HCOs.  

Data is  col lected in the Focus Arrangements Database (FADb) based on t ransact ions recorded in SAP, 
Concur,  Veeva, FA Upload, GIFTs and other Bayer systems. Data is  a lso uploaded into the FADb f rom 
CROs, Thi rd Party Vendors and Bayer Meet ing Planners.

I t  is  the responsib i l i ty  of  each Bayer Pharmaceut ica l  employee to accurate ly and complete ly capture 
any t ransfers of  va lue f rom HCP and HCO interact ions to the Company in a t imely manner. These steps 
are extremely important so that the Company can meet i ts obl igat ions to submit accurate, complete and 
t imely reports to the Federal and State governments. 

This sect ion provides and overview of State Law Pol ic ies and Procedures governing payments to 
physicians and other healthcare professionals and ent i t ies, among other topics.   

Compl iance Operat ions monitors and rev iews a l l  FADb data in order to determine the payment 
in format ion to be d isc losed to each state.

Bayer Sponsored Meetings Planned through Third Party Vendors or the Bayer Meeting Planners 

The Bayer representatives responsible for planning a company-sponsored meeting must work with the th i rd 
party vendor to ensure that  the vendor reports the required data to the Bayer representat ive.  I f  data 
cannot be col lected and reported, the Bayer representat ive is  responsib le for  excluding f rom the 
inv i tee l is t  a l l  reportable heal thcare profess ionals l icensed in D.C. or  any State wi th s imi lar  report ing 
requirements or  spending l imi ts.  Bayer representat ives contract ing with a th i rd party vendor for 
meet ing p lanning serv ices must a lso ensure that  the vendor contract  c lear ly  states e i ther that : 
1)  wi th in one month (30 days)  f rom the date of  the payment,  meal ,  t rave l  or  g i f t  to a heal thcare 
profess ional ,  the vendor wi l l  prov ide the required data to the Bayer representat ive;  or  2)  the vendor 
wi l l  exc lude heal thcare profess ionals l icensed in D.C. or  any State wi th s imi lar  report ing requirements 
or  payment l imi ts.

PPACA Preemption

In light of the federal Physician Payments Sunshine Act’s preemption of state law, payments reported 
pursuant to the federa l  Phys ic ian Payments Sunshine Act (such as those to physic ians and teaching 
hospi ta ls )  are excluded f rom the state report ing requirements.  However,  payments to heal thcare 
pract i t ioners and heal thcare organizat ions not covered by the federa l  Phys ic ian Payments Sunshine Act 
may be reportable under state law.
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California – Compliance Program and Spending Limits; Price Disclosure 
for Blood Factors
Compliance Program and Spending Limits

The State of California requires pharmaceutical companies to adopt a comprehensive compliance 
The State of  Cal i forn ia requi res pharmaceut ica l  companies to adopt a comprehensive compl iance 
program (CCP) in accordance with the “Compl iance Program Guidance for Pharmaceutical 
Manufacturers,” which was developed by the United States Department of Health and Human 
Services Off ice of Inspector General (OIG). Pharmaceutical companies must include in their 
SOPs written pol ic ies for compl iance with the Pharmaceutical Research and Manufacturers of 
America (PhRMA) “Code on Interact ions with Healthcare Professionals” and the Advanced Medical 
Technology Associat ion (“AdvaMed Code of Ethics”).  They must post the CCP on their website and 
provide a tol l- f ree telephone number by which copies of the CCP may be obtained.

A manufacturer ’s compl iance program must inc lude annual  dol lar  l imi ts on business meals,  g i f ts , 
and other i tems of  va lue prov ided to medical  or  heal thcare profess ionals l icensed to pract ice in 
the State of  Cal i forn ia in accordance with the PhRMA and AdvaMed Codes and OIG Compl iance 
Guidance.

Cal i forn ia law def ines “medical  or  heal thcare profess ional”  as:

	 •	A	person	 l icensed	by	state	 law	to	prescr ibe	drugs	or	medical 	dev ices	 for 	human	pat ients;

	 •	A	medical 	student; 	or

	 •	A	member	of 	a	drug	 formulary	committee.

Bayer has established an annual dollar limit of $1,500.

Exempt f rom th is annual  dol lar  l imi t  are:

	 •	Drug	and	device	samples	prov ided	 f ree	of 	charge	to	physic ians	and	heal thcare	
  profess ionals for  f ree d ist r ibut ion to pat ients;

	 •	F inancia l 	support 	 for 	CME	programs;
 
	 •	F inancia l 	support 	 for 	heal th	educat ion	scholarships; 	and

	 •	Fai r 	market	va lue	payments	 for 	 leg i t imate	profess ional 	serv ices	prov ided	by	a	heal thcare	or	
  medical  profess ional .  These inc lude, but are not l imi ted to,  consul t ing fees,  adv isory board 
  fees,  and speaker fees.

Annual Declaration

Bayer must annually declare, in writing, compliance with compliance with its CCP and the state law.

Publish Compliance Program and Declaration

Bayer must make its CCP and written acknowledgement of compliance available to the public on 
i ts  Web s i te:  http://www.bayer.us/en/products/bayer-pharmaceuticals/  and prov ide a to l l -
f ree te lephone number (1-877-256-3562) where a copy of  the CCP and wr i t ten declarat ion of 
compl iance may be  obta ined.

State Laws:
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B. California Price Disclosure
 
Blood Factors Only

Pharmaceutical manufacturers are required, under California law, to calculate and report to the 
Cal i forn ia Department of  Heal th Serv ices ( the “Department” )  on a quarter ly  basis,  the ASP of  the i r 
b lood factor products.

The Cal i forn ia def in i t ion of  ASP is the same as the Medicare def in i t ion of  ASP.

The ASP informat ion for  b lood factors must be reported on a quarter ly  basis when the data 
is  submit ted to the Centers for  Medicare and Medicaid Serv ices (CMS),  or  soon thereafter  as 
determined by Medi-Cal .
 



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

96

2017 Policies & Procedures

Connecticut

A. COMPLIANCE PROGRAM

Connecticut requires pharmaceutical and medical device manufacturers to adopt and implement a 
compl iance program that is  consistent wi th and conta ins,  at  a min imum, a l l  of  the requirements 
prescr ibed in the PhRMA and AdvaMed Codes as such codes were in effect  on January 1,  2010. 
Addi t ional ly,  pharmaceut ica l  manufacturers must adopt a comprehensive compl iance program in 
accordance with the “Compl iance Program Guidance for  Pharmaceut ica l  Manufacturers,”  which 
was developed by OIG. Pharmaceut ica l  manufacturers are required to adopt a compl iance 
program.

Manufacturers are also required to conduct training and regular audits of the compl iance program.

As of  January 1,  2017, no regulat ions have been implemented by the Connect icut  Department of 
Consumer Protect ion,  the agency tasked with enforc ing the Connect icut  compl iance program law.

B. REPORTING REQUIREMENTS FOR PAYMENTS TO ADVANCED PRACTICE 
REGISTERED NURSES

Connecticut also requires manufacturers of a “covered drug, device, biological, or medical supply,” 
as such term is def ined by the federa l  Phys ic ian Payments Sunshine Act,  42 U.S.C. § 1320a-
7h ( the “Sunshine Act” ) ,  to report ,  on an annual  bas is,  “payments or  other t ransfers of  va lue” 
prov ided to advanced pract ice registered nurses pract ic ing “not in col laborat ion with a phys ic ian” 
in the state,  for  the preceding calendar year.  A “payment or  other t ransfer  of  va lue” is  def ined to 
inc lude a “ (A)  t ransfer  of  anyth ing of  va lue,  except a t ransfer  of  anyth ing of  va lue that  is  made 
indi rect ly  to an advanced pract ice registered nurse through a th i rd party in connect ion with an 
act iv i ty  or  serv ice in the case where the appl icable manufacturer  is  unaware of  the ident i ty  of 
the advanced pract ice registered nurse,  or  (B)  a t ransfer  of  anyth ing of  va lue that  meets the 
requirements for  exclus ion under [ the Sunshine Act, ]  42 USC 1320a–7h(e) (10) ,  as amended f rom 
t ime to t ime.”

Reports must be prov ided in a form and manner prescr ibed by the Connect icut  Commiss ioner 
of  Consumer Protect ion and, wi th respect to advanced pract ice registered nurses,  conta ins 
in format ion that  is  requi red under the Sunshine Act for  payments or  t ransfers of  va lue to 
physic ians and teaching hospi ta ls.

In determin ing whether a report  must be submit ted,  appl icable manufacturers must refer  to the 
l is t  of  advanced pract ice registered nurses who are author ized to pract ice not in col laborat ion 
with a phys ic ian publ ished by the Commiss ioner of  Publ ic Heal th on the Department of  Publ ic 
Heal th’s Internet web s i te:  http://www.ct.gov/dph/cwp/view.asp?a=3121&q=587910 . 

The f i rst  reports are due July 1,  2017. The Connect icut  Department of  Consumer Protect ion 
has stated that  the Drug Contro l  Div is ion with in the Department wi l l  accept a l l  reports in 
the format that  is  found on the Centers for  Medicare and Medicaid websi te 
(https://www.cms.gov/OpenPayments/About/Resources.html)  t i t led “PY 2013-2015 CSV 
Sample File: General Payments [CSV].” This fi le should be emailed to DCP.DrugManufacturers@ct.gov.   
 
Manufacturers that  fa i l  to report  in accordance with the t ransparency requirement wi l l  be 
assessed a civi l  penalty of $1,000 to $4,000 for each payment or other transfer of value not reported.

State Laws:

State Laws:
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District of Columbia – Promotional Cost Reporting, Licensure of Company 
Representatives and Gift and Remuneration Prohibition

A. PROMOTIONAL COST REPORTING

Title III of the District of Columbia AccessRx Act of 2004 (the “Act”) requires manufacturers of 
prescr ipt ion drugs d ispensed in the Distr ict  of  Columbia (“D.C.” )  that  employ or use sa les 
consul tants in D.C. to report ,  on an annual  bas is (by July 1st  of  each year ) ,  the costs of 
market ing d i rected towards D.C. res idents and persons and ent i t ies l icensed to prov ide 
heal thcare in D.C.

Reporting Requirements

Marketing to D.C. Residents

Each annual report must disclose the value, nature, purpose and recipient of advertising, marketing 
and di rect  promot ion of  prescr ipt ion drugs to D.C. res idents.   For each reportable advert is ing 
expense, the report  must speci fy,  among other th ings,  (1 )  the target audience, e.g. ,  the genera l 
publ ic or  prescr ibers;  (2 )  the type of  medium used, e.g. ,  radio,  te lev is ion,  v ideo, internet, 
magazine,  newspaper,  medical  journal ,  d i rect  mai l ,  emai l ,  te lephone, conference or other event, 
pat ient  mater ia ls ,  or  other pr inted mater ia l ;  and (3)  the type of  act iv i ty,  e.g. ,  advert is ing ( inc luding 
d i rect-to-consumer and other advert isement product ion and placement) ,  market ing,  d i rect 
promot ion,  market research ( inc luding surveys) ,  pat ient  educat ion ( inc luding mater ia ls  such as 
d isease management in format ion) ,  or  mater ia ls/consul t ing to promote new uses of  drugs.

Marketing to D.C. Healthcare Professionals and Entities

The report must also disclose the value, nature of payment, form of payment, purpose and recipient, 
among other information, of the fol lowing expenditures (referred to as “gi f ts” by D.C.) on indiv iduals 
and ent i t ies l icensed to provide healthcare in D.C. ( including persons employed by them in D.C., 
carr iers, health plans, benef i ts managers, pharmacies, nursing faci l i t ies and cl in ics):
 
	 •	Educat ional 	or 	 in format ional 	programs,	 inc luding	 ( i ) 	support 	 for 	medical 	educat ion, 	 ( i i )	
  pat ient  educat ion and disease management mater ia ls ,  ( i i i )  consul t ing fees and re lated 
  expenses,  ( iv )  fees,  honorar ia,  and other payments for  part ic ipat ion in speakers’  bureaus 
  and t ime speaking at  or  at tending meet ings,  lectures,  or  conferences,  (v )  payments 
  for  wr i t ing art ic les or  publ icat ions,  (v i )  char i table grants,  and (v i i )  payments re lated 
  to market research surveys and other act iv i t ies in support  of  developing advert is ing and/or 
  market ing strategies;

	 •	Food,	entertainment	and	gifts	valued	at	more	than	$25,	and	anything	provided	at	 less than 
  fa i r  market va lue;

	 •	Trips	and	travel;	and

	 •	Product	samples,	except	those	intended	for	free	distribution	to	patients.

Gif ts to “physic ians” and “teaching hospi ta ls”  g iven af ter  Ju ly 31, 2013 are not requi red to 
be reported to the D.C. A “physic ian” is  def ined as a doctor of  medic ine or osteopathy,  a 
doctor of  denta l  surgery or  medic ine,  a doctor of  podiatr ic medic ine,  a doctor of  optometry,  or  a 
chi ropractor.  “Teaching hospi ta ls”  are those hospi ta ls ident i f ied by the Centers for  Medicare and 
Medicaid Serv ices at  https://www.cms.gov/OpenPayments/About/Resources.html .  

State Laws:
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Cost of Employees

The annual report must also disclose the aggregate cost of employees who engage in these 
advert is ing and promot ional  act iv i t ies wi th in D.C.

Exemptions for D.C. Reporting
The fo l lowing expenses are exempt f rom these disc losure requirements:

	 •	Expenses	of 	$25	or	 less;

	 •	Reasonable	payments	re lated	to	bona	 f ide	c l in ica l 	 t r ia ls ;

	 •	Scholarships	and	re imbursement	of 	expenses	 for 	at tendance	at 	a	s igni f icant	educat ional ,	
  sc ient i f ic  or  pol icy-making conference or seminar i f  the rec ip ient  is  se lected by the associat ion 
  sponsor ing the conference or seminar; 

	 •	Expenses	associated	with	advert is ing	and	promot ional 	act iv i t ies	purchased	for 	a	 regional 	or	
  nat ional  market that  inc ludes advert is ing in D.C. i f  the port ion of  the costs perta in ing to or 
  d i rected at  D.C. or  cannot be reasonably a l located, d ist inguished, determined or otherwise 
  separated out;  and 

	 •	Payments	made	to	heal th	care	pract i t ioners	 for 	part ic ipat ion	 in	market	 research	 i f : 	 ( i ) 	 the	
  market research is  conducted by an independent survey research organizat ion;  ( i i )  Bayer does 
  not know the ident i ty  of  the pract i t ioners who part ic ipate in the research; and ( i i i )  the 
  payments are determined and made di rect ly  by the survey research organizat ion.  

An “ independent survey research organizat ion” is  def ined as a survey research organizat ion, 
market ing research organizat ion,  or  s imi lar  ent i ty  that  is  not owned or aff i l ia ted,  d i rect ly  or  indi rect ly, 
wi th a pharmaceut ica l  company, manufacturer,  or  labeler,  and which does not share employees or 
independent contractors wi th a pharmaceut ica l  company, manufacturer,  or  labeler.

Deadline for Submitting Information

Reports are due on July 1 covering the previous calendar year.

Reports must be submit ted in the e lectronic format speci f ied by the Department of  Heal th.  The 
regulat ions state that each annual report must also include ( i )  the name and contact information of the 
indiv idual responsible for the company’s compl iance with the D.C. law and the accuracy of the annual 
report,  and ( i i )  the name and posit ion of the indiv idual submitt ing the report.  Bayer must also separately 
submit a “wet s ignature cert i f icat ion” as specif ied by the regulat ions. The regulat ions further require 
manufacturers to submit a $5,000 fee payable to “D.C. Treasurer,” along with the hard copy f i l ing.

B. Prohibition on Gifts and Remuneration to Medication Advisory Committee Members

The District of Columbia SafeRx Amendment Act of 2008 prohibits pharmaceutical companies 
and their representat ives from offer ing any gi f ts or remunerat ion of any kind to a member of a 
“medicat ion advisory committee” responsible for the formular ies of Distr ict-administered health 
programs. Simi lar ly, such medicat ion advisory committee members are prohibited from accepting 
such gi f ts or remunerat ion from pharmaceutical companies. The sole exception to this prohibit ion is 
that pharmaceutical companies may offer,  and l icensed physician advisory committee members may 
accept, pat ient samples. The term “medicat ion advisory committee” is def ined as “any committee 
or panel that is responsible for making recommendations or decis ions regarding a formulary to be 
used by [the Distr ict ] .” The terms “gi f t” and “remunerat ion” are not def ined in the Act.
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The statutory prohibit ion on offer ing any gi f ts or remunerat ion to medicat ion advisory committee 
members has been incorporated into a code of ethics establ ished by the Distr ict’s Department of 
Health. Pharmaceutical employees and representat ives who are required to obtain a l icense pr ior 
to engaging in interact ions with Distr ict  heal thcare profess ionals (as descr ibed in fur ther deta i l 
be low) must comply with the code of ethics restr ict ions.

Violators of this prohibit ion are subject to a $1,000 f ine per v iolat ion.

C. Licensure of Pharmaceutical Manufacturer Representatives

The District of Columbia SafeRx Amendment Act of 2008 requires pharmaceutical employees and 
representatives engaged in certain interactions with healthcare professionals in the jurisdiction,  
as  defined in the Act, to obtain a l icense prior to engaging in those interactions. Interactions 
are defined as “the practice by a representative of a pharmaceutical manufacturer or labeler of 
communicating in person with a l icensed health professional, or an employee or representative of a 
l icensed health professional, located in the Distr ict of Columbia, for the purposes of sel l ing, providing 
information about, or promoting a pharmaceutical product.” This definit ion potential ly reaches 
activit ies undertaken by a broad array of Bayer employees, including those tradit ional ly undertaken 
by medical education personnel and physician consultants. This definit ion does not apply to Bayer 
employees who only sel l , market, or promote veterinary drugs. However, individuals engaged in the 
practice of pharmaceutical detai l ing for a single period of less than thirty (30) consecutive days per 
calendar year are not subject to the l icensure requirements. This exception al lows individuals, such 
as speakers at a conference, who come to D.C. once a year, or other persons that come once a year 
for a short duration of t ime of less than thirty (30) consecutive days to avoid l icensure. This provision 
does not al low someone who comes to D.C. for a few days a month to avoid l icensure, i f the person 
wil l  return to D.C. again within the same calendar year.  

Individuals who engage in activit ies covered by the Act without a l icense may be subject to a 
monetary penalty imposed by the Distr ict of up to $10,000, in addit ion to other penalt ies and 
sanctions. This includes individuals engaging in activit ies covered by the Act on a temporary or 
emergency basis. The Act does not impose penalt ies directly on pharmaceutical manufacturers 
whose personnel  have v io lated the Act.

Applying for a New License

New license application instructions and forms are posted on the District of Columbia website at: 
http://doh.dc.gov/service/saferx-pharmaceutical-detai lers  and are summar ized below.

Al l  appl icants must submit  the informat ion speci f ied in the appl icat ion instruct ions and forms, 
inc luding the fo l lowing:

	 •	Completed	and	s igned	appl icat ion	 form,	 inc luding	your	socia l 	secur i ty 	number, 	and	re levant	
  support ing documents;

	 •	A	check	or	money	order	 in	 the	amount	of 	$175.00	made	payable	 to	“D.C.	Treasurer.” 	Cash	or	
  credi t  card payment wi l l  not  be accepted;

	 •	Two	(2) 	 ident ica l 	 recent	passport 	 type	photographs	 (2x2	 inches	 in	s ize) . 	The	photos	must	be	
  or ig ina l  photos and cannot be computer-generated copies or paper copies;

	 •	One	 (1) 	photocopy	of 	a	government	 issued	photo	 ID, 	such	as	your	va l id	dr iver ’s	 l icense;

	 •	Off ic ia l 	cert i f icate	of 	graduat ion	 f rom	a	recognized	 inst i tut ion	of 	h igher	educat ion, 	 in	a	sealed	
  envelope f rom the educat ional  inst i tut ion to the Board,  or  a completed appl icat ion for  a waiver  
  of  educat ional  requi rements,  i f  appl icable;



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

100

2017 Policies & Procedures

	 •	Completed,	s igned	and	notar ized	“Aff idav i t 	 to	Abide	by	Code	of 	Eth ics”	Form	which	promises	
  adherence to the code of  eth ics,  developed by the Board that  governs interact ions with 
  heal thcare profess ionals;  and
 
	 •	A	sealed	envelope	with	 the	resul ts	of 	an	FBI	and	State	cr iminal 	background	check.	 In	
  addi t ion,  heal th profess ionals can a lso receive l ive scan Cr iminal  Background Check serv ices 
  wi th L-1 Enrol lment Serv ices.  V is i t  the L-1 websi te or  ca l l  1-877-783-4187. 

I f  appl icable,  appl icants a lso need to inc lude:

 1.  Sworn aff idav i t  stat ing that  he or she does not have a socia l  secur i ty  number,  i f  that  is  the  
   case;  and/or

 2.  Name change documents (e.g. ,  marr iage cert i f icate,  d ivorce decree or court  order ) .

I f  apply ing for  a waiver of  educat ional  requi rements,  an appl icant must submit  the informat ion 
speci f ied in the waiver,  inc luding the:

 1.  Notar ized statement on “Waiver of  Educat ional  Requirement” Form;

 2. List of past and current employers for the last three (3) years; and

 3. Two (2) attestations from current supervisors or from one supervisor and one professional 
     co l league.

The DC Board of  Pharmacy has s ixty (60)  days af ter  receipt  of  a complete appl icat ion package 
to approve or deny the appl icat ion.  I f  an appl icat ion is  incomplete or  otherwise def ic ient ,  th is wi l l 
s ign i f icant ly  delay the process and can resul t  in the return of  your appl icat ion mater ia ls  to you. Upon 
f ina l  approval ,  you wi l l  be issued a l icense to engage in interact ions with heal thcare profess ionals 
in the Distr ict  of  Columbia.  I f  your l icense is  denied, you wi l l  receive a “Not ice of  Intent to Deny 
L icensure” document in the mai l  which wi l l  s tate the basis for  the proposed denia l  and advise you of 
your r ight  to request a hear ing and the procedures for  doing so.

License Renewal Activities

All pharmaceutical detailer licenses will expire at 12:00 Midnight, the last day of February of each 
even numbered year.  Each in i t ia l  l icense is  va l id for  the balance of  the then-current renewal 
cyc le.  L icensees wi l l  receive a renewal  not ice f rom the Board approved three months before the 
expirat ion of  a l icense. I t  is  the employee’s responsib i l i ty  to complete a l l  renewal  requi rements. 
A l icensee must submit  a renewal  appl icat ion by the l icense expirat ion date or  be subject  to late 
fees and addi t ional  renewal  requi rements.

An appl icant for  renewal  of  l icensure must:

	 •	Complete	a	min imum	of	 f i f teen	 (15) 	credi t 	hours	of 	approved	cont inu ing	educat ion	dur ing	the	
  per iod preceding the date the l icense expires;

	 •	Attest 	 to	complet ion	of 	 the	required	cont inu ing	educat ion	credi ts	on	the	renewal 	appl icat ion	
  form; and

	 •	Be	avai lable	 for 	audi t 	 inqui r ies, 	which	wi l l 	be	conducted	at 	 random.

At the conclus ion of  each renewal  per iod,  the Board wi l l  conduct a random audi t .  Those l icensees 
se lected in the random audi t  wi l l  be required to submit  proof  of  hav ing completed the required f i f teen 
hours of  cont inu ing educat ion.
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Proof of  complet ion of  requi red cont inu ing educat ion credi ts inc ludes the fo l lowing informat ion with 
respect to each program:
 
	 •	Name	and	address	of 	 the	sponsor	of 	 the	program;

	 •	Name	of 	 the	program,	 i ts 	 locat ion, 	a	descr ipt ion	of 	 the	subject 	matter 	covered,	and	the	
  names of  the instructors;

	 •	Dates	on	which	the	appl icant	at tended	the	program;

	 •	Hours	of 	credi t 	c la imed;	and

	 •	Ver i f icat ion	by	the	sponsor	of 	complet ion, 	by	s ignature	or 	stamp.

You are responsib le for  obta in ing cert i f icates of  complet ion immediate ly af ter  complet ing qual i fy ing 
t ra in ing programs. You need to reta in these cert i f icates so that  you are able to submit  them to the 
Distr ict  as proof  of  complet ing your requi red cont inu ing educat ion credi ts

Continuing Education Courses

Training courses must be approved by the Board of Pharmacy before they can be applied to the 15 
credi t  hours of  cont inu ing educat ion requirement.  The appl icant must ver i fy  whether a program is 
approved by the Board pr ior  to at tending the program. L icensees may contact the Board at  877-
672-2174 to conf i rm that a program wi l l  be acceptable before at tending the course.

To qual i fy  for  approval  by the Board,  a cont inu ing educat ion program must be an educat ional 
program cover ing speci f ic  subjects as l is ted in 17 DCMR 8307.2.

These educat ional  programs may be g iven at  a conference, a lecture,  seminar,  course of 
instruct ion,  workshop, or  on the Internet,  and be prepared, offered or admin istered by one of  the 
fo l lowing:

	 •	A	nationally	or	locally	accredited	program	provider;

	 •	A	governmenta l 	un i t ;

	 •	A	heal thcare	 fac i l i ty ;

	 •	A	pharmaceut ica l 	company;	or

	 •	An	 inst i tut ion of  h igher learn ing.

Bayer wi l l  submit  an appl icat ion for  approval  f rom the Board for  many of  i ts  mandatory t ra in ing 
courses such as Heal thCare Compl iance, Eth ics,  and Sales Tra in ing Courses.  Once these courses are 
approved, instruct ions on how to obta in your s igned cert i f icate of  complet ion wi l l  be publ ished on the 
Sales int ranet s i te.

Record Requests from the DC Board of Pharmacy

The DC SafeRx Act allows the Board of Pharmacy to collect information from licensed individuals 
re lat ing to the i r  communicat ions with heal thcare profess ionals,  or  wi th employees or 
representat ives of  l icensed heal th profess ionals located in the Distr ict .  The Board expects a reply 
wi th in ten (10)  business days of  the i r  request.

I f  you receive such a request,  you must immediate ly contact the V ice Pres ident and Head, U.S. 
Off ice of  Compl iance or the Law, Patents and Compl iance Department.  They wi l l  work wi th you to 
coordinate your response.
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The documentat ion that  needs to be mainta ined must inc lude: who the deta i ler  v is i ted,  the date 
and t ime of  the v is i t ,  the products d iscussed, whether samples were prov ided, and the type 
of  mater ia ls  prov ided to the heal thcare profess ional .  Sales consul tants need to mainta in th is 
in format ion in the Bayer Veeva system. Those not on the Veeva system wi l l  need to develop a 
comparable documentat ion and retent ion process to capture the required informat ion.  A form is 
prov ided at  the end of  th is Pol icy and Procedure for  your use.

You must reta in,  for  a per iod of  f ive (5)  years,  documents and informat ion re lat ing to your 
communicat ions with heal thcare profess ionals and those that  work for  them.

Upon Leaving Bayer

A licensed individual must notify the Board within ten (10) calendar days of leaving the employ of a 
pharmaceut ica l  company. This not i f icat ion must be wr i t ten and must inc lude the name, address, 
emai l ,  and te lephone number of  the person with in the company (your immediate superv isor )  who 
may be contacted for  retr iev ing the records required to be mainta ined under th is chapter.  The 
not i f icat ion must be sent to the fo l lowing address,  wi th a copy prov ided to your superv isor:

Distr ict  of  Columbia Department of  Heal th 
Heal th Profess ional  L icensing Administrat ion
ATTN: Processing Department – Address/Name Change 
899 North Capi to l  Street ,  NE, F i rst  F loor
Washington DC 20002

Superv isors of  l icensed employees who are leav ing Bayer must be v ig i lant  about obta in ing the 
employee’s records re lat ing to communicat ions with heal thcare profess ionals in the Distr ict  and 
reminding the employee of  th is 10 day wr i t ten not i f icat ion requirement.

Change in Information

The Board of Pharmacy requires licensees to report all changes of business or residence address to 
the Board in wr i t ing at  the fo l lowing address:

District of Columbia Department of Health 
Heal th Profess ional  L icensing Administrat ion
ATTN: Processing Department – Address/Name Change 
899 North Capi to l  Street ,  NE, F i rst  F loor
Washington DC 20002

Licensees who fa i l  to update the i r  addresses may not receive renewal  not ices in a t imely manner.
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Record of Communication

Within the District of Columbia

The DC SafeRx Act allows the Board of Pharmacy to collect information from licensed individuals 
regarding communicat ions with heal thcare profess ionals,  or  wi th employees or representat ives 
of  l icensed heal th profess ionals located in the Distr ict .  I f  you are not on the Bayer Veeva system, 
you must use th is form to document these interact ions and reta in i t  for  5 years to meet the 
requirements of  th is DC law.

Date of  v is i t :  __________________________________ 

T ime of  v is i t :  __________________________________   

Name of  fac i l i ty  or  ent i ty :  ___________________________________________________________________ 

Name(s)  of  indiv idual (s )  v is i ted:______________________________________________________________ 

Product d iscussed:________________________________________________Sample prov ided: YES or NO

Product d iscussed:________________________________________________Sample prov ided: YES or NO

Product d iscussed:________________________________________________Sample prov ided: YES or NO

Mater ia ls  prov ided to the heal thcare profess ional :______________________________________________   

This documentat ion must be reta ined for  a per iod of  f ive (5)  years.

I f  you receive a request for  in format ion f rom the DC Board of  Pharmacy, you must contact the V ice 
Pres ident and Head, U.S. Off ice of  Compl iance or the Law, Patents and Compl iance Department 
immediate ly.  They wi l l  work wi th you to coordinate your response. You have only ten (10)  business 
days to reply to the Board.

Upon leav ing Bayer,  you must prov ide your documentat ion f i les to your immediate superv isor for 
ongoing record retent ion.  A lso,  l icensed indiv iduals must a lso prov ide a wr i t ten not i f icat ion to the 
DC Board of  Pharmacy with in ten (10)  ca lendar days of  leav ing Bayer wi th a copy to your superv isor. 
Not i f icat ions must be sent to the fo l lowing address:

District of Columbia Department of Health 
Heal th Profess ional  L icensing Administrat ion
ATTN: Processing Department – Address/Name 
Change 899 North Capi to l  Street ,  NE, F i rst  F loor
Washington DC 20002
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Illinois, City of Chicago 

Licensure of Company Representatives

Effective July 1, 2017, Title 4, Chapter 4-6, Article XXXI of the Municipal Code of the City of  Chicago 
( the “Code”)  requi res a l l  pharmaceut ica l  representat ives who market or  promote pharmaceut ica ls 
to heal th care profess ionals whi le both are in the Ci ty of  Chicago for  f i f teen (15)  or  more days 
per ca lendar year to obta in a l icense, on an annual  bas is,  f rom the Commiss ioner of  Business 
Affa i rs and Consumer Protect ion.  The term “pharmaceut ica l  representat ive” excludes medical 
sc ience l ia isons and s imi lar  indiv iduals (e.g. ,  those who have a doctora l  degree in sc ience or 
medic ine and engage in non-promot ional  sc ient i f ic  exchange with heal th care profess ionals ) ,  as 
wel l  as pharmaceut ica l  representat ive managers or  superv isors who do not interact d i rect ly  wi th 
heal th care profess ionals whi le in the Ci ty of  Chicago. In addi t ion,  the requirements do not apply 
to indiv iduals who prov ide informat ion about a pharmaceut ica l  product sole ly  for  the purpose of 
c l in ica l  t r ia ls ,  invest igat ional  drugs,  or  a Risk Evaluat ion and Mit igat ion Strategy pursuant to the 
federa l  Food, Drug, and Cosmet ic Act.

To become in i t ia l ly  l icensed, a pharmaceut ica l  representat ive must complete an onl ine appl icat ion 
at  www.cityofchicago.org/bacp  and a profess ional  educat ion course that  wi l l  be avai lable 
as part  of  the l icensing process.  The course wi l l  cover the pharmaceut ica l  representat ive 
l icense, eth ica l  standards and disc losure requirements,  and other topics that  are determined 
to be appropr iate to the l icense. Pharmaceut ica l  representat ives wi l l  receive a Cert i f icate of 
Complet ion,  which must be submit ted onl ine to complete the l icense appl icat ion. 

L icensed pharmaceut ica l  representat ives must complete f ive hours of  cont inu ing profess ional 
educat ion each year.  The cont inu ing educat ion must focus pr imar i ly  on one of  the subject  areas 
designated by the Chicago Department of  Publ ic Heal th (“CDPH”)  and be prov ided by a CDPH-
approved inst i tut ion.  CDPH wi l l  post of  l is t  of  approved course prov iders on i ts  websi te, 
www.cityofchicago.org/health .  Upon complet ion of  a course,  a pharmaceut ica l  representat ive 
should receive a s igned cert i f icate of  course complet ion.  Pharmaceut ica l  representat ives must 
mainta in these cert i f icates and informat ion regarding the i r  completed courses for  at  least  f ive 
years.

When apply ing for  a l icense renewal ,  a pharmaceut ica l  representat ive wi l l  a ff i rm that he or 
she has completed the cont inu ing educat ion requirement dur ing the prev ious year.   Each year, 
CDPH wi l l  audi t  a subset of  renewal  appl icat ions to conf i rm compl iance with the cont inu ing 
educat ion requirement.  Upon request,  sa les representat ives must prov ide informat ion on courses 
completed, inc luding:

	 •	T i t le 	and	date	of 	each	course

	 •	Number of  credi t  hours completed

	 •	Name	of 	 the	educat ion	prov ider (s )

	 •	Signed	cert i f icate(s )  of  complet ion

Disclosure of Certain Interactions with Health Care Professionals

CDPH maintains a list of pharmaceutical products for which pharmaceutical representatives may 
be required to d isc lose informat ion re lated to market ing and promot ional  act iv i t ies.  As of  August 
2017, the l is t  is  l imi ted to Schedule I I  medicat ions,  as that  term is def ined by the Contro l led 
Substances Act,  found at  T i t le  21 of  the Uni ted States Code. As of  August 2017, Bayer does not 
se l l ,  market,  or  promote such medicat ions.  Accordingly,  Bayer representat ives who were l icensed 
before August 2017 are not requi red to t rack the i r  interact ions with heal th care profess ionals or 
make any such disc losures.

State Laws:
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Representat ives who are l icensed or renew thei r  l icenses af ter  August 2017 should check the 
l is t ,  which is  ava i lab le at  www.cityofchicago.org/health ,  to conf i rm i t  has not changed. I f  a 
pharmaceut ica l  representat ive markets or  promotes pharmaceut ica ls,  pharmacologica l  c lasses, 
or  categor ies of  pharmaceut ica ls that  are l is ted at  www.cityofchicago.org/health  dur ing the 
month the representat ive obta ins or  renews a l icense, then he or she should begin t racking 
interact ions with heal th care profess ionals us ing the spreadsheet that  is  ava i lab le at 
www.cityofchicago.org/health .  P lease contact Law, Patents and Compl iance i f  you have any 
quest ions,  inc luding whether you need to t rack your interact ions with heal th care profess ionals.

For pharmaceut ica l  representat ives who do market or  promote products that  are inc luded on 
CDPH’s l is t  at  the t ime of  l icensure or renewal ,  upon request by the Commiss ioner of  Publ ic 
Heal th,  the representat ive shal l  prov ide the fo l lowing informat ion,  in the format descr ibed at 
www.cityofchicago.org/health ,  for  the t ime interva l  no greater  than the per iod between l icense 
renewals:
	 •	A	 l is t 	of 	heal th	care	profess ionals	wi th in	 the	Ci ty	of 	Chicago	contacted;

	 •	The	number	of 	 t imes	the	heal th	care	profess ionals	were	contacted;

	 •	The	 locat ion	and	durat ion	of 	contact;

	 •	The	pharmaceut ica ls	promoted;

	 •	Whether	product	samples, 	mater ia ls , 	or 	g i f ts 	of 	any	va lue	were	prov ided	to	 the	heal th	care	
  profess ion and the va lue of  the products,  mater ia ls ,  or  g i f ts ;  and

	 •	Whether	and	how	the	heal th	care	profess ional 	was	compensated	 for 	contact	wi th	 the	
  pharmaceut ica l  representat ive.

Pharmaceut ica l  representat ives are not requi red to d isc lose informat ion re lated to act iv i t ies (1) 
dur ing which e i ther the heal th care profess ional  or  the representat ive are not in the Ci ty or  (2 ) 
that  take p lace at  large conferences,  symposia,  convent ions,  or  l ike gather ings that  are expected 
to be attended by a regional ,  nat ional ,  or  internat ional  audience and where representat ives f rom 
at least  three unre lated pharmaceut ica l  companies (e.g. ,  not subsid iar ies or  aff i l ia tes of  the same 
company or parent company)  are market ing products.  The second exempt ion does not apply 
to act iv i t ies that  take p lace concurrent ly  wi th the conference, symposium, convent ion,  or  other 
event but are not off ic ia l ly  part  of  the event.

Ethical Standards

The Code and its associated rules set out ethical standards to which pharmaceutical representat ive 
must adhere.  Under the eth ica l  standards,  a pharmaceut ica l  representat ive must (1 )  comply wi th 
the appl icable pol ic ies and procedures of  the heal th care fac i l i t ies and heal th care profess ional 
off ices he or she v is i ts  and (2)  prov ide heal th care profess ionals wi th in format ion that  is  t ruthfu l , 
accurate,  and non-mis leading, consistent wi th federa l  Food and Drug Administrat ion laws and 
regulat ions.  

In addi t ion,  pharmaceut ica l  representat ives shal l  not :

	 •	Engage	in	any	illegal,	fraudulent,	misleading,	or	other	deceptive	marketing	of	a	
  pharmaceut ica l  product,  inc luding the knowing concealment,  suppress ion,  omiss ion, 
  mis leading representat ion,  or  misstatement of  any mater ia l  fact ;

	 •	Use	a	title	or	designation	that	could	reasonably	lead	a	licensed	health	professional,	or	an	
  employee or representat ive of  a l icensed heal th profess ional ,  to bel ieve that  the 
  pharmaceut ica l  deta i ler  is  l icensed to pract ice medic ine,  nurs ing,  dent ist ry,  optometry, 
  pharmacy, or  other s imi lar  heal th occupat ion,  in the Ci ty of  Chicago, unless the 
  pharmaceut ica l  deta i ler  current ly  holds an act ive l icenses to pract ice that  heal th 
  occupat ion;
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	 •	Attend	pat ient 	examinat ions	without	 the	express, 	wr i t ten	consent	of 	 the	pat ient ;
 
	 •	Enter 	an	area	meant	pr imar i ly 	 for 	heal th	care	prov iders	and	pat ients, 	other	 than	a	
  des ignated wai t ing area,  unless inv i ted by a heal th care prov ider work ing on s i te.
 
	 •	Harass, 	 int imidate, 	or 	coerce	a	heal th	care	profess ional , 	or 	an	employee	or	 representat ive	
  of  a heal th care profess ional ,  through any form of  communicat ion; 
 

	 •	Cont inue	making	sa les	ca l ls 	 to	a	heal th	care	profess ional , 	or 	an	employee	or	
  representat ive of  a heal th care profess ional ,  i f  the heal th care profess ional  requests i t  in 
  wr i t ing or verbal ly  to the pharmaceut ica l  representat ive or  the representat ive’s employer; 
  or

	 •	Make	any	mis leading	statements	 to	gain	access	to	a	heal th	care	profess ional .

Proof of Licensure, Complaints & Violations

Upon request by a health care professional, a pharmaceutical representative must show his 
or  her l icense or an exact copy thereof  (e.g. ,  a photocopy or image saved on an e lectronic 
dev ice) .  Heal th care profess ionals and pat ients may f i le  compla ints about a pharmaceut ica l 
representat ive’s fa i lure to comply wi th the requirements of  the Code or i ts  associated ru les.  
Pharmaceut ica l  representat ives wi l l  have an opportuni ty to respond to such compla ints and 
prov ide re levant in format ion.  

Pharmaceut ica l  representat ives who v io late the Code or i ts  associated ru les are subject  to 
suspension or revocat ion of  the l icense and/or a f ine of  no less than $1,000 and no more than 
$3,000 per day of  v io lat ion.  No l icense wi l l  be re instated unt i l  a l l  code v io lat ions re lated to the 
suspension or revocat ion have been remedied and a l l  assessed penal t ies and fees have been 
paid.  No person whose pharmaceut ica l  l icense is  revoked for  any cause wi l l  be granted a l icense 
under of  two years f rom the date of  revocat ion. 
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Louisiana – Restrictions on Interactions with State Executive Branch Officials (Including 
Healthcare Professionals)

Louisiana law prohibits public employees from accepting most gifts and other items of value. It a lso 
requires indiv iduals who make expendi tures of  $500 or more (e.g. ,  for  g i f ts  or  enterta inment ) 
on Louis iana execut ive branch off ic ia ls  to register  as lobbyists and to report  certa in lobbying 
expendi tures.

Identification of Louisiana Executive Branch Officials

A list of executive branch departments and agencies can be found on the State of Louisiana websi te 
at :  http:// louisiana.gov/Government/Agency_Index/ .  The l is t  is  not a l l - inc lus ive,  and i t  is  your 
responsib i l i ty  to exerc ise due di l igence to determine i f  your interact ion is  wi th a member of  a 
governmenta l  body. I f  in  doubt,  ask the heal thcare profess ional  whether he/she is  an execut ive 
branch off ic ia l  before prov id ing any meal ,  speaker fee,  or  other fee-for-  serv ice payment.

Prohibition on Gifts to Public Employees

Under Louisiana’s gift law, the only items of value that state employees are permitted to accept 
are “promot ional  i tems” of  a nominal  va lue and “ food and dr ink” va lued at  $60 or less that 
is  consumed in the presence of  the g i f t  g iver.  Accordingly,  state employees may not accept 
medical ly-  re lated g i f ts ,  speaker fees,  textbooks,  etc.  Bayer’s “Educat ional  I tems for  Heal thcare 
Profess ionals” pol icy prohib i ts the prov is ion of  promot ional  i tems, regardless of  va lue,  to any 
heal thcare profess ional .  Thus,  you may not prov ide any promot ional  i tems or other g i f ts  to state 
employees in Louis iana,  a l though food and dr ink va lued at  $60 or less is  permit ted,  prov ided 
that  such food or dr ink is  consumed in your presence and otherwise prov ided in compl iance with 
Bayer pol icy l imi ts.  You must assume that heal thcare profess ionals work ing at  state fac i l i t ies, 
such as state hospi ta ls,  un ivers i t ies,  c l in ics and pr isons are state employees.  Under Louis iana 
law, they remain state employees even when they are not phys ica l ly  located at  a state fac i l i ty 
(e.g. ,  on the i r  days off  or  when work ing at  a c iv i l ian fac i l i ty ) .  I t  is  your responsib i l i ty  to determine 
whether a Louis iana heal thcare profess ional  is  a state employee before offer ing or prov id ing a 
meal  or  enter ing into a fee-for-serv ice arrangement in compl iance with Bayer pol ic ies.

Pharmaceutical Samples

Louisiana law specifies that pharmaceutical samples that comply with  the  Federal Food, Drug, 
and Cosmet ic Act and the Prescr ipt ion Drug Market ing Act and that  are prov ided to a  phys ic ian,  
heal thcare  profess ional ,  or  appropr iate publ ic employee for  the administrat ion or d ispensat ion to 
a pat ient  at  no cost to the pat ient  are not considered to be i tems of  va lue.  Thus,  Bayer may g ive 
state-aff i l ia ted heal thcare profess ionals f ree pharmaceut ica l  samples for  d ist r ibut ion to pat ients 
f ree of  charge, so long as the prov is ion of  such samples compl ies wi th appl icable federa l  law and 
Bayer pol icy.

Lobbying Registration and Disclosure

The Louisiana Lobbying Disclosure Act requires those who entertain or present before executive 
branch off ic ia ls  wi th the intent to in f luence execut ive branch act ion to register  as lobbyists. 
The term “execut ive branch act ion” inc ludes efforts to in f luence the conduct of  the Medicaid 
Pharmaceut ica l  and Therapeut ics (P&T) Committee.  Thus,  any Bayer employee who enterta ins 
(e.g. ,  prov ides a business meal )  or  appears before Medicaid P&T Committee members or state 
heal thcare pract i t ioners who interact wi th the P&T Committee may be required to register  wi th the 
Louis iana Board of  Eth ics as an execut ive branch lobbyist . 

STATE LAWS:
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Because of  the str ingent report ing requirements as wel l  as addi t ional  legal  rami f icat ions,  no Bayer 
sa les force employee should be registered as a lobbyist  in Louis iana.  (Note that  Government 
Relat ions employees must register  as lobbyists as a requirement of  the i r  job. )

Under no c i rcumstances should a Bayer employee enterta in or  appear before an execut ive branch 
off ic ia l  wi thout f i rst  contact ing the Government Relat ions & Pol icy Department wel l  in  advance of 
the contemplated act iv i ty.

Fee for Service Events

Louisiana’s Code of Governmental Ethics prohibits a public servant from receiving compensation 
for  serv ices rendered by the publ ic servant i f  such serv ices are compensated for  by an ent i ty 
f rom which the publ ic servant may not receive a g i f t  under Louis iana law. Accordingly,  you 
must consul t  the Law, Patents and Compl iance Department before Bayer enters into a f inancia l 
arrangement wi th,  re imburses t rave l  expenses for,  and/or engages any Louis iana heal thcare 
profess ional  as a consul tant ,  adv isor or  speaker.

Louisiana law does, however, provide a l imited exception for faculty or staff members of a public 
higher education institution to provide certain consult ing services in their f ield of expertise, provided 
the consult ing arrangement is properly approved according to the process specif ied by Louisiana 
law. These Louisiana laws signif icantly impact the consult ing arrangements that pharmaceutical 
companies may enter into with healthcare professionals who are executive branch off ic ia ls .
The Louis iana Board of  Eth ics has d iscussed the appl icat ion of  the g i f t  law to pharmaceut ica l 
fee-for-serv ice arrangements in a number of  Advisory Opin ions.  Some of  the key Advisory 
Opin ions regarding fee-for-serv ice arrangements wi th Medicaid P&T Committee members and 
employees of  Louis iana publ ic univers i t ies are d iscussed below.

District Hospital Employees

Ethics Advisory Opinion No. 2013-1560 (January 23, 2014) analyzed a fee-for-service consulting 
arrangement between a par ish d ist r ict  hospi ta l  employee (a d i rector of  therapy serv ices)  and a 
manufacturer  of  medical  equipment f rom which the hospi ta l  purchased products for  resale at  a 
reta i l  establ ishment owned and operated by the hospi ta l .  The Board concluded that Louis iana law 
prohib i ted the hospi ta l  employee f rom prov id ing consul t ing serv ices to the manufacturer  to help 
in the design of  new products whi le the indiv idual  remained in the hospi ta l ’s  employ.   The Board 
expla ined that  such conduct would be prohib i ted because the law “prohib i ts a publ ic servant f rom 
receiv ing compensat ion for  serv ices rendered to any person who has a business,  contractual  or 
f inancia l  re lat ionship wi th the publ ic servant’s agency.”

Medicaid Pharmaceutical & Therapeutics Committee Members

Ethics Advisory Opinion No. 2008-424 (May 13, 2008) analyzed fee-for-service arrangements between 
pharmaceut ica l  companies and members of  the Louis iana Medicaid P&T Committee.  The Board 
concluded that Louis iana law prohib i ted the P&T member f rom prov id ing the fo l lowing serv ices to 
pharmaceut ica l  companies:

	 •	Serv ice	on	sc ient i f ic 	adv isory	boards	and	speakers’ 	bureaus	to	prov ide	an	opin ion	about	needs	
  in  the P&T member’s medical  f ie ld and the best d i rect ion and use of  ava i lab le resources for 
  p lanning future research and market ing;

	 •	Serv ice	on	the	faculty	of	a	nat ional	counci l 	which	 is	supported	by	a	grant	 from	a	
  pharmaceutical company, and for which the P&T member receives an honorar ium and expenses;

	 •	Serv ice	as	a	consul tant 	and	co-pr inc ipal 	 invest igator	on	a	c l in ica l 	 t r ia l 	 for 	which	the	P&T	
  member receives an hour ly  honorar ium/consul tat ion fee;  and

	 •	Recip ient 	of 	a	grant	 f rom	a	pharmaceut ica l 	company	to	support 	 research	endeavors.
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Louisiana Public University Employees

Ethics Advisory Opinion Nos. 2006-247 (April 18, 2006) and 2006-654 (Sept. 14, 2006) analyzed 
fee-for-serv ice arrangements between pharmaceut ica l  companies and employees of  Louis iana 
publ ic univers i t ies.  The Board concluded as fo l lows:

 •	Al though	Louis iana	 law	does	prov ide	a	 l imi ted	except ion	 for 	 facul ty	or 	staff 	members	of 	a	
  publ ic h igher educat ion inst i tut ion to prov ide certa in consul t ing serv ices in the i r  f ie ld of 
  expert ise (prov ided the consul t ing arrangement is  proper ly  approved according  to  the  
  process speci f ied by Louis iana law),  speaking engagements are not considered consul t ing 
  serv ices.  Therefore,  execut ive branch off ic ia ls  who are employees of  publ ic univers i t ies in 
  Louis iana may not accept compensat ion or re lated t rave l  re imbursement for  serv ing as a 
  speaker at  a seminar or  other speaking engagement;

	 •	Furthermore, 	 the	except ion	that 	permits	execut ive	branch	off ic ia ls 	 to	prov ide	consul t ing	
  serv ices under certa in condi t ions (d iscussed immediate ly below) does not apply to speaking 
  engagements;

	 •	Under	certa in	condi t ions, 	execut ive	branch	off ic ia ls 	employed	by	Louis iana	publ ic	univers i t ies	
  may serve as a paid consul tant  to a company to serve on an advisory board to ass ist  in 
  product development or  adv ice on other issues part icu lar  to the pract ice of  medic ine,  inc luding 
  developing cont inu ing medical  educat ion mater ia ls .  However,  the fo l lowing condi t ions must be 
  met f i rst ;

	 •	The	services	must	be	related	to	the	executive	branch	official’s	academic	discipline	or	area	of	expertise;

	 •	Proper	approval 	must	be	granted	 in	wr i t ing	by	the	chief 	admin ist rat ive	off icer 	of 	 the	State	
  agency in compl iance with Sect ion 1123(9)  (b)  of  the Code of  Governmenta l  Eth ics;  and

	 •	In	c i rcumstances	where	Bayer	Pharmaceut ica ls	has	entered	a	wr i t ten	contract 	wi th	a	State	
  agency to conduct a study or c l in ica l  research t r ia l ,  execut ive branch off ic ia ls  may be 
  re imbursed for  t rave l  expenses re lated to a study or c l in ica l  research t r ia l  on ly i f  the contract 
  between Bayer Pharmaceut ica ls and the State agency obl igates Bayer Pharmaceut ica ls to pay 
  for  a l l  reasonable t rave l  expenses incurred by part ic ipat ing physic ians in connect ion with t r ia l 
  re lated meet ings.

In summary,  the Louis iana g i f t  law places s igni f icant restr ict ions on the fee-for-serv ice arrangements 
a pharmaceut ica l  manufacturer  may enter  into wi th Louis iana execut ive branch off ic ia ls .  The Louis iana 
statutory prov is ions are very complex and are of ten amended by the leg is lature or  subject  to new 
interpretat ions by the Louis iana Board of  Eth ics.  Again,  you must consul t  the Law, Patents and 
Compl iance Department before Bayer Pharmaceut ica ls enters into a f inancia l  arrangement wi th, 
re imburses t rave l  expenses for,  and/or engages any Louis iana heal thcare profess ional  as a consul tant , 
adv isor or  speaker.
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Massachusetts – Marketing Code of Conduct and Cost Reporting

Massachusetts law requires pharmaceutical and medical device manufacturing companies that 
part ic ipate in a Massachusetts heal thcare program and employ a person to se l l  or  market in 
Massachusetts to (1)  adopt a market ing code of  conduct as developed by the Massachusetts 
Department of  Publ ic Heal th ( the “Department” )  and (2)  annual ly  report  payments and other 
economic benef i ts  of  $50 or more. 

In addi t ion,  Massachusetts code and regulat ions,  as amended in 2012, requi re manufacturers to 
f i le  quarter ly  reports deta i l ing a l l  non-CME educat ional  presentat ions at  which modest meals and 
ref reshments are prov ided to heal th care pract i t ioners outs ide of  the off ice or  hospi ta l  sett ing. 
However,  as of  Jan 1,  2017, guidance re lated to the required format for  such quarter ly  report ing 
has not been issued by the Department.

Key Definitions

A “covered recipient,” is defined as a person authorized to prescribe, dispense, or purchase 
prescr ipt ion drugs or medical  dev ices in Massachusetts,  inc luding a hospi ta l ,  nurs ing home, 
pharmacist ,  heal th benef i t  p lan administrator,  or  a heal th care pract i t ioner.  A person who 
otherwise meets th is def in i t ion but is  a bona f ide employee of  a pharmaceut ica l  or  medical  dev ice 
manufactur ing company shal l  not  be a covered rec ip ient  for  the purposes of  payments by that 
company. Addi t ional ly,  consumers who purchase prescr ipt ion drugs or medical  dev ices are not 
covered rec ip ients.

The law def ines “heal thcare pract i t ioner”  as a person l icensed to prov ide heal thcare,  who 
prescr ibes prescr ipt ion drugs or medical  dev ices for  any person, or  a partnership or  corporat ion 
compr ised of  such persons, or  an off icer,  employee, agent or  contractor of  such person act ing 
in the course and scope of  h is employment,  agency or contract  re lated to or  in support  of  the 
prov is ion of  heal thcare to indiv iduals.  Independent contractors who do not have prescr ib ing 
author i ty  or  who are not employed by or agents of  phys ic ians or other prescr ibers do not fa l l 
wi th in the Massachusetts’  def in i t ion of  “heal thcare pract i t ioner.”

By def in i t ion of  the law, a “physic ian” is  a person l icensed to pract ice medic ine by the board of 
registrat ion in medic ine who prescr ibes prescr ipt ion drugs or medical  dev ices or an employee or 
agent of  such a l icensed pract i t ioner.

On November 21, 2012, the Department passed a f ina l  ru le that  def ines “modest meals and 
ref reshments” as food and/or dr inks prov ided by or paid for  by a pharmaceut ica l  or  medical 
dev ice manufactur ing company or agent to a heal th care pract i t ioner that ,  as judged by local 
standards,  are s imi lar  to what a heal th care pract i t ioner might purchase when din ing at  h is or  her 
own expense.

STATE LAWS:
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Marketing Code of Conduct
Under the law, pharmaceutical and medical device manufacturers that participate in a Massachusetts 
heal thcare program and employ a person to se l l  or  market prescr ipt ion drugs or medical 
dev ices in Massachusetts are required to adopt and comply wi th a market ing code of  conduct 
as promulgated by the Department.  The Department’s market ing code of  conduct is  requi red 
to be no less restr ict ive than the most recent vers ions of  the PhRMA and AdvaMed Codes on 
interact ions with heal thcare profess ionals.  The Department wi l l  update the market ing code of 
conduct no less than every two years.

A pharmaceut ica l  or  medical  dev ice manufactur ing company that  employs a person to se l l  or 
market in the state is  requi red to:

	 •	Adopt	and	comply	wi th	 the	Department’s	most	 recent	market ing	code	of 	conduct;

	 •	Prov ide	regular 	 t ra in ing	to	appropr iate	employees	 inc luding, 	wi thout	 l imi tat ion, 	a l l 	sa les	and	
  market ing staff ,  on the market ing code of  conduct;

	 •	Conduct	annual 	audi ts	and	cert i fy 	complet ion	of 	 the	audi t 	and	compl iance	with	 the	market ing	
  code of  conduct;

	 •	Develop	pol ic ies	and	procedures	 for 	 invest igat ing	 instances	of 	non-	compl iance	with	 the	
  market ing code of  conduct and take correct ive act ion in response to non-compl iance and 
  the report ing of  instances of  non- compl iance to the appropr iate state author i t ies;
  
	 •	Report 	a l l 	 inc idents	of 	non-compl iance	to	 the	Department	and	to	 the	Massachusetts	Off ice	of	
  the Attorney Genera l  in a format speci f ied by the Department;  Ident i fy  a compl iance off icer 
  responsib le for  operat ing and monitor ing the market ing code of  conduct;

	 •	Register 	wi th	 the	Department	annual ly 	and	pay	the	annual 	 registrat ion	 fee; 	and

	 •	Submit 	an	annual 	 report 	 to	 the	Department	descr ib ing	the	above	requirements	and	conta in ing	
  the compl iance off icer ’s cert i f icat ion.

Under the law, the Department’s market ing code express ly permits:

	 •	The	distr ibut ion	of 	peer	 rev iewed	academic, 	sc ient i f ic 	or 	c l in ica l 	 in format ion;

	 •	The	purchase	of 	advert is ing	 in	peer	 rev iewed,	sc ient i f ic 	or 	c l in ica l 	 journals;

	 •	The	prov is ion	of 	prescr ipt ion	drug	or	medical 	dev ice	samples	to	heal thcare	pract i t ioners	 for	
  the use of  pat ients;

	 •	Compensat ion	 for 	profess ional 	or 	consul t ing	serv ices	 in	connect ion	with	a	genuine	research	
  pro ject  or  a c l in ica l  t r ia l ;

	 •	Payment	of 	 reasonable	expenses	necessary	 for 	 technica l 	 t ra in ing	on	the	use	of 	medical 	dev ice;

	 •	The	prov is ion	of 	or 	payment	 for 	modest	meals	and	ref reshments	 to	heal th	care	pract i t ioners	 in	
  the heal th care pract i t ioner’s off ice or  hospi ta l  sett ing in connect ion with in format ional 
  or  educat ional  meet ings or presentat ions;  and the prov is ion of  or  payment for  modest   
  meals and ref reshments to heal thcare pract i t ioners outs ide of  the heal th care 
  pract i t ioner’s off ice or  hospi ta l  sett ing for  the purpose of  educat ing and informing heal th 
  care pract i t ioners about the benef i ts ,  r isks,  and appropr iate uses of  prescr ipt ion drugs or 
  medical  dev ices,  d isease states or other sc ient i f ic  in format ion,  prov ided that  such 
  presentat ions occur in a venue and manner conducive to in format ional  communicat ion.   
  The informat ion prov ided may not inc lude the promot ion of  off- label  uses.

STATE LAWS: Massachusetts
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The Department’s market ing code express ly prohib i ts the prov is ion of  or  payment for  meals for 
heal thcare profess ionals that :

	 •	Are	part 	of 	an	enterta inment	or 	 recreat ional 	event;

	 •	Are	offered	without	an	 informat ional 	presentat ion	made	by	the	sa les	consul tant 	or 	wi thout	 the	
  sa les consul tant  being present;

	 •	Are	prov ided	to	a	HCP’s	spouse	or	other	guest.
 
	 •	The	prov is ion	of 	enterta inment	or 	 recreat ional 	 i tems	of 	any	va lue;

	 •	Sponsorship	or	payment	for	CME	that	does	not	meet	ACCME	standards,	or	that	provides	
  payment d i rect ly  to a HCP;
 
	 •	Payment	of 	 t rave l 	 re lated	expenses	 for 	at tendees	of 	CME,	 th i rd-party	sc ient i f ic 	or 	educat ional	
  conference, or  profess ional  meet ings,  e i ther d i rect ly  to the attendees or indi rect ly  to the 
  event’s sponsor;

	 •	Compensat ion	 for 	 the	t ime	spent	 to	at tendees	of 	CME,	 th i rd-party	sc ient i f ic 	or 	educat ional	
  conference, or  profess ional  meet ings;

	 •	Payment	 for 	meals	d i rect ly 	at 	any	CME	event, 	 th i rd-party	sc ient i f ic 	or 	educat ional	
  conference, or  profess ional  meet ings;

	 •	Payments	 in	cash	or	cash	equiva lents	 to	HCPs,	except	as	compensat ion	 for 	bona	 f ide	
  serv ices;  or

	 •	Anyth ing	 in	exchange	 for 	prescr ib ing	prescr ipt ion	drugs	or	us ing	dev ices	or	 for 	a	
  commitment to cont inue prescr ib ing prescr ipt ion drugs or us ing medical  dev ices.

Addit ional  speci f ic  l imi tat ions are set  for th in the Massachusetts code of  conduct regulat ions.

Other Code of Conduct Requirements

The law also requires companies to adopt and submit to the Department a description of a 
t ra in ing program to prov ide regular  t ra in ing to appropr iate employees,  inc luding a l l  sa les and 
market ing staff ,  on the market ing code of  conduct.  The t ra in ing program must ensure that   a l l  
representat ives  who  are  employed  by  or   act ing  on  behal f   of  the company and who v is i t 
Massachusetts heal th care pract i t ioners have suff ic ient  knowledge of :  ( i )  the market ing code of 
conduct;  ( i i )  genera l  sc ience; and ( i i i )  product- speci f ic  in format ion to prov ide accurate,   up-
to-date  in format ion  that   is   consistent wi th state law and FDA requirements.  Addi t ional ly, 
companies must regular ly  assess persons who are employed by or act ing on behal f  of  the 
companies to ensure that  they are in compl iance with the Massachusetts code of  conduct and 
other company pol ic ies.

Companies must a lso adopt and submit  to the Department Pol ic ies and Procedures for 
invest igat ing non-compl iance with the Massachusetts market ing code of  conduct law, tak ing 
correct ive act ion in response to non-compl iance, and report ing instances of  non- compl iance 
to the appropr iate state author i t ies.  The Department regulat ions expl ic i t ly  requi re companies to 
report  a l l  instances of  noncompl iance to the Department and to the Massachusetts Off ice of  the 
Attorney Genera l  in a form speci f ied by the Department.  As of  Jan 1,  2017, the Department has 
not yet  issued a form for  such reports.

Addi t ional ly,  companies are required to submit  to the Department the name, t i t le ,  address, 
te lephone number and e lectronic mai l  address of  the compl iance off icer  they have ident i f ied 
as responsib le for  cert i fy ing compl iance with the Massachusetts code of  conduct law and 
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implement ing,  moni tor ing,  and enforc ing the company’s market ing code of  conduct.
Furthermore,  in a l l  speaker and commercia l  consul tant  contracts,  companies must requi re any 
heal th care pract i t ioner who is a member of  a committee that  sets formular ies or  develops c l in ica l 
guidel ines and a lso serves as a speaker or  commercia l  consul tant  for  the company to d isc lose 
to the committee the nature and ex istence of  h is or  her re lat ionship wi th the company. This 
d isc losure requirement must extend for  at  least  two years beyond the terminat ion of  any speaker 
or  consul tant  arrangement.

Companies must a lso annual ly  conduct an audi t  by July 1 of  each year to monitor  compl iance 
with the Massachusetts code of  conduct law.

F ina l ly,  companies must submit  annual ly  complete and submit  a Code of  Conduct Compl iance 
Form. The form is avai lab le on the Massachusetts Off ice of  Heal th and Human Serv ices websi te: 
http://www.mass.gov/eohhs/gov/departments/dph/programs/hcq/healthcare-qual i ty/
pharm-code-of-conduct/ information-for-manufacturers.html

Annual Reporting of Payments of $50 or more

The law also requires companies, by July 1 of each year, to disclose to the Department the value, 
nature,  purpose and part icu lar  rec ip ient  of  any fee,  payment,  subsidy,  or  other economic 
benef i t  wi th a va lue of  $50 or more which is  prov ided to any physic ian,  hospi ta l ,  nurs ing home, 
pharmacist ,  heal th benef i t  p lan administrator,  heal thcare pract i t ioner or  other person author ized 
to prescr ibe,  d ispense, or  purchase prescr ipt ion drugs or medical  dev ices in the state.

In l ight  of  the federa l  Phys ic ian Payments Sunshine Act’s preempt ion of  state law, however,  the 
Department passed emergency regulat ions in September 2012 stat ing that  report ing of  such 
payments would not be required af ter  report ing for  the calendar year 2012 c losed. In i ts  f ina l 
regulat ions publ ished December 7,  2012, the Department re instated a l imi ted annual  report ing 
requirement,  but only wi th respect to in format ion that  is  not reported pursuant to federa l 
requi rements.  This means that  payments reported pursuant to the federa l  Phys ic ian Payments 
Sunshine Act (such as those to physic ians and teaching hospi ta ls )  are excluded f rom the 
Massachusetts report ing requirement.  However,  payments to nurse pract i t ioners and physic ian 
ass istants,  as wel l  as any other payments not covered by the federa l  Phys ic ian Payments 
Sunshine Act,  must be reported.

For the purposes of  comput ing the $50 threshold,  fees,  payments,  subsid ies and other economic 
benef i ts  re lat ing to separate events or  t ransact ions must be calculated on an indiv idual 
t ransact ional  bas is and cannot be aggregated. Companies are prohib i ted f rom structur ing fees, 
payments,  subsid ies or  other economic benef i ts  to heal th care pract i t ioners to c i rcumvent the 
report ing requirements.

The Department wi l l  make al l  disclosed data publ ic ly avai lable and easi ly searchable on i ts website.

The Department wi l l  report  to the Attorney Genera l  any payment,  enterta inment,  meals,  t rave l , 
honorar ium, subscr ipt ion,  advance, serv ices or anyth ing of  va lue prov ided in v io lat ion of  the 
market ing code of  conduct as adopted by the Department.

Quarterly Reporting of Non-CME Out-Of-Office Meals

Massachusetts law also requires pharmaceutical and medical device manufacturing companies to 
f i le  quarter ly  reports deta i l ing a l l  non-CME educat ional  presentat ions at  which modest meals or 
ref reshments are prov ided to heal th care pract i t ioners outs ide of  the pract i t ioner’s off ice or  hospi ta l 
sett ing.  Such reports must inc lude:

	 •	The	 locat ion	of 	 the	non-CME	presentat ion;
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	 •	A	descr ipt ion	of 	any	pharmaceut ica l 	products, 	medical 	dev ices, 	or 	other	products	d iscussed	at	
  such presentat ion;

	 •	The	tota l 	amount	expended	on	such	presentat ion;

	 •	An	est imate	of 	 the	amount	expended	per	part ic ipant, 	 factor ing	any	meals, 	 ref reshments	or	
  other i tems of  economic va lue prov ided at  such presentat ion;  and

	 •	Such	other	 in format ion	as	determined	necessary	by	the	Commiss ioner	of 	 the	Department	of	
  Publ ic Heal th.

Whi le emergency regulat ions passed in September 2012 stated that  the Department would deem these 
quarter ly  report ing requirements sat is f ied for  any manufacturer  that  compl ied with appl icable 
federa l  report ing requirements,  the Department reversed i ts  decis ion in November 2012 and 
wi l l  requi re quarter ly  report ing.  Manufacturers are not requi red to begin submit t ing quarter ly 
reports  unt i l  gu idance is  posted on the fo l lowing websi te:  http://www.mass.gov/eohhs/gov/
departments/dph/programs/hcq/healthcare-qual i ty/pharm-code-of-conduct/medical-device-
manufacturer-code-of-conduct.html .

As of  Jan 1,  2017, such guidance had not been issued by the Department.

Fee
Each annual  registrat ion must be accompanied by a $2000 fee.
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Minnesota – Promotional Spending Limits and Cost Reporting
The State of Minnesota limits gifts and business meals provided to any practitioner to a total of $50 
per year.  Thus,  there is  a $50 per person per year spending l imi t  for  g i f ts  and business meals 
and a report ing requirement for  a l l  cumulat ive payments exceeding $100 per year to certa in 
pract i t ioners l icensed in the State of  Minnesota.

Definition of “Practitioner”

For purposes of  the Minnesota law, “pract i t ioner”  means any l icensed:

 -  Doctor of  medic ine (M.D. ) ;

 -  Doctor of  osteopath ic medic ine (D.O. ) ;

 -  Dent ist  (D.D.S. ) ;

 -  Doctor of  optometry (O.D. ) ;

 -  Podiatr ist  (D.P.M.) ;
  
 -  Veter inar ian;

 -  Physic ian ass istant author ized to prescr ibe,  d ispense, and administer  drugs;  or

 -  Advance pract ice nurse author ized to prescr ibe,  d ispense, and administer  prescr ipt ion drugs.

The term “pract i t ioner”  a lso inc ludes l icensed pract i t ioners who are not act ive ly pract ic ing (e.g. , 
a non-pract ic ing physic ian who serves as CEO of  a managed care ent i ty ) .  I t  does not inc lude 
pharmacists,  non- l icensed business managers wi th in managed care organizat ions,  pat ients, 
wholesalers and distr ibutors.

A. Promotional Spending Limits

The total value of gifts or business meals that all Bayer employees and agents can provide to any 
Minnesota- l icensed pract i t ioner in a ca lendar year cannot exceed $50. Minnesota pract i t ioners 
may be inc luded in bona f ide market research conducted by independent market research 
organizat ions,  where those organizat ions se lect  and make payment to Minnesota pract i t ioners, 
because such leg i t imate research act iv i t ies qual i fy  as an except ion to the g i f t  ban. The $50 
annual  l imi t  appl ies to pract i t ioners l icensed in the State of  Minnesota,  regardless of  where the 
meal  occurs or  g i f t  is  presented. Thus,  you cannot inv i te a Minnesota- l icensed physic ian to a 
d inner and speaker program in another state to avoid the $50 l imi t .

Exceptions to the Annual Spending Limit

The following expenditures do not count toward the $50 annual spending limit:

	 •	Free	samples	of 	a	drug	prov ided	to	a	prescr iber	 for 	 f ree	d ist r ibut ion	to	pat ients;

	 •	Payments	 to	 the	sponsor	of 	a	medical 	conference,	profess ional 	meet ing, 	or 	other	educat ional	
  program, prov ided the payment is  not made di rect ly  to a pract i t ioner and the payment is  used 
  so le ly  for  bona f ide educat ional  purposes;

	 •	Payment	of 	a	 reasonable	speaker	 fee	and	reasonable	expenses	to	a	pract i t ioner	who	serves	on	
  the facul ty at  a profess ional  or  educat ional  conference or meet ing;

	 •	Compensat ion	 for 	a	pract i t ioner’s	profess ional 	or 	consul t ing	serv ices	 in	connect ion	with	a	
  genuine research pro ject ;

STATE LAWS:
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	 •	Product	or 	company	publ icat ions	and	educat ional 	mater ia ls ; 	and

	 •	Salar ies	or 	other	benef i ts 	paid	 to	employees.

This l imi t  appl ies to the business groups of  Bayer combined, not to indiv idual  Bayer employees.

Applying the Limits

Note: Meals and other approved expenses provided in connection with speaker training meetings 
and advisory boards/consul tants meet ings do not count toward the annual  $50 l imi t .  However, 
payments to certa in pract i t ioners for  these serv ices must be reported to the State as descr ibed 
below.

Textbooks, subscr ipt ions to onl ine serv ices that  prov ide genera l  medical  and drug informat ion, 
and other genera l  references are considered “g i f ts”  and are inc luded in the $50 l imi t .   Thus, 
textbooks and other s imi lar  i tems va lued at  over $50 may be prov ided only to a hospi ta l 
department or  other educat ional  ent i ty  and not to indiv idual  pract i t ioners (see Pol icy and 
Procedure,  “Educat ional  I tems for  Heal thcare Profess ionals” ) .

The $50 spending l imi t  does not apply to Bayer funds prov ided to a non-Bayer sponsor of  an 
industry meet ing or conference. Bayer may a lso prov ide funds in excess of  $50 to the sponsor 
of  an educat ional  program, prov ided that  the sponsor is  not a profess ional  corporat ion owned by 
pract i t ioners.  Bayer hospi ta l i ty  su i tes at  industry meet ings must be funded through the meet ing 
sponsor and be open to a l l  meet ing attendees.

Bayer product samples, product publications and other product educational materials are also 
excluded f rom the $50 spending l imi t .

B. Cost Reporting

Prior to 2012, Minnesota law required Manufacturers to annually report the following payments to 
Minnesota pract i t ioners i f  such payments tota led $100 or more in a g iven year:

	 •	a	payment	 to	 the	sponsor	of 	a	medical 	conference,	profess ional 	meet ing, 	or 	other	educat ional	
  program, prov ided the payment is  not made di rect ly  to a pract i t ioner and is  used sole ly  for 
  bona f ide educat ional  purposes;

	 •	reasonable	honorar ia	and	payment	of 	 the	reasonable	expenses	of 	a	pract i t ioner	who	serves	on	
  the facul ty at  a profess ional  or  educat ional  conference or meet ing;

	 •	compensat ion	 for 	 the	substant ia l 	profess ional 	or 	consul t ing	serv ices	of 	a	pract i t ioner	 in	
  connect ion with a genuine research pro ject .

In l ight  of  the Physic ian Payment Sunshine Act’s preempt ion of  state law, the Minnesota leg is lature 
subsequent ly  amended the law in 2013 to l imi t  the report ing requirement,  but only wi th respect to 
payments made to Minnesota- l icensed pract i t ioners that  fa l l  outs ide of  the scope of  the federa l 
Phys ic ian Payments Sunshine Act (e.g. ,  nurse pract i t ioners,  phys ic ian ass istants,  veter inar ians, 
and denta l  therapists ) .  The rev ised law a lso e l iminated the requirement to report  payments made to 
sponsors of  a medical  conference, profess ional  meet ing,  or  other educat ional  program. Given these 
changes, the Board of  Pharmacy has indicated that  report ing for  2012 and 2013 was not requi red, 
but that ,  beginning in 2014, “ [m]anufacturers should be t racking data .  .  .  concern ing payments 
made to nurse pract i t ioners,  phys ic ian ass istants,  denta l  therapists,  and veter inar ians.”  Reports have 
h istor ica l ly  been due in May. 

In order to comply wi th Minnesota’s rev ised report ing requirements,  Bayer must report  cumulat ive 
payments of  $100 or more to any Minnesota pract i t ioner i f  such payments fa l l  outs ide of  the scope of 
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report ing under the federa l  Phys ic ian Payments Sunshine Act.  In order to capture the re levant data 
for  cumulat ive report ing purposes,  Bayer employees must internal ly  report  a l l  payments,  regardless of 
dol lar  amount,  to Minnesota pract i t ioners (as def ined above) .

The internal  report ing requirement appl ies to a l l  payments made to pract i t ioners l icensed in 
Minnesota,  regardless of  where the serv ices were rendered. Payments to be reported inc lude, but are 
not l imi ted to:

 -  Speaker fees;

 -  Consul tant  fees;

 -  Advisory board fees;

 -  Data purchases;

 -  Market research data;  and

 -  Expense re imbursements.

Under the Bayer Code of  Conduct,  payments for  grants,  research pro jects (c l in ica l  t r ia ls ) ,  and to 
sponsors of  medical  educat ion programs must be made to an organizat ion rather than to an indiv idual 
pract i t ioner or  a pract ice group. Payments to ent i t ies unre lated to pract i t ioners genera l ly  do not need 
to be reported under the Minnesota statute.
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Nevada – Marketing Code of Conduct

Nevada law requires each manufacturer which employs a person to sell or market a drug (prescription 
or non-prescr ipt ion)  or  prescr ipt ion dev ice in Nevada to “adopt a wr i t ten code of  conduct which 
establ ishes the pract ices and standards that  govern the market ing and sa le of  i ts  products.”  The 
code of  conduct must be based on appl icable legal  standards and must “ incorporate pr inc ip les 
of  heal thcare.”  The statute speci f ies that  pr inc ip les of  heal thcare inc lude requirements that  the 
company’s sa les and market ing act iv i t ies are “ intended to benef i t  pat ients,  enhance the pract ice 
of  medic ine,  and not inter fere wi th the independent judgment of  heal thcare profess ionals.” 
A market ing code of   conduct  that   incorporates  the  most  recent  vers ion  of   the  Code 
on Interact ions with Heal thcare Profess ionals issued by the Pharmaceut ica l  Research and 
Manufacturers of  Amer ica ( the “PhRMA Code”)  and the Advanced Medical  Technology Associat ion 
(“AdvaMed Code of  Eth ics” )  wi l l  be deemed to sat is fy th is e lement of  the Nevada statute.  In 
addi t ion,  the statute requires that  manufacturers ident i fy  a compl iance off icer  who wi l l  be 
responsib le for  “developing,  operat ing,  and monitor ing” the code of  conduct.

The statute a lso requires manufacturers to adopt a t ra in ing program to “regular ly”  educate a l l 
“appropr iate” employees,  inc luding a l l  sa les and market ing personnel  on the market ing code of 
conduct.  In addi t ion,  the statute mandates annual  audi ts to monitor  the Company’s compl iance 
with i ts  market ing code of  conduct.

Manufacturers are required to adopt pol ic ies and procedures for  invest igat ing non-compl iance 
with the code of  conduct.  The pol ic ies and procedures must establ ish a report ing structure wi th in 
the company that  wi l l  promote effect ive l ines of  communicat ion.  In addi t ion,  the pol ic ies and 
procedures must descr ibe how the company wi l l  invest igate reports of  non-compl iance and what 
correct ive act ions the company wi l l  take in response to non-compl iance. F ina l ly,  the pol ic ies and 
procedures must requi re the company to report  instances of  non-compl iance to law enforcement 
author i t ies “ in appropr iate c i rcumstances.”

Manufacturers must annual ly  f i le  wi th the Nevada Board of  Pharmacy the fo l lowing informat ion:

	 •	A	copy	of 	 the	company’s	market ing	code	of 	conduct;

	 •	A	descr ipt ion	of 	 the	company’s	 t ra in ing	program;

	 •	A	descr ipt ion	of 	 the	 invest igat ion	pol ic ies;

	 •	The	Compl iance	Off icer ’s	name,	 t i t le , 	address, 	 te lephone	number, 	and	e-mai l 	address; 	and

	 •	A	cert i f icat ion	that 	 the	company	has	conducted	 i ts 	annual 	audi t 	and	 is 	 in	compl iance	with	
  the market ing code of  conduct.  Every other year,  the Board must submit  to the Governor 
  and the leg is lature a report  which compi les the informat ion f rom the annual  submiss ions. 
  The Board must a lso publ ish on the Internet in format ion concern ing company compl iance 
  wi th the statute.  The statute prohib i ts the Nevada Board f rom disc los ing any propr ietary 
  or  conf ident ia l  in format ion.

The regulat ions conta in a compl iance form that is  per iodica l ly  updated and is  avai lab le on the 
Board of  Pharmacy web page, http://bop.nv.gov/resources/ALL/WholesalersEPP/ . 

The cert i f icat ion form must be completed annual ly  and submit ted to the Nevada Board of 
Pharmacy by June 1 of  each year.
 

STATE LAWS:
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New Mexico – Price Disclosure

The New Mexico Prescription Drug Pricing Law requires manufacturers of prescription drugs sold in 
New Mexico to report  drug pr ic ing informat ion to the New Mexico Human Serv ices Department 
( the “Department” ) .

Manufacturers must report  the fo l lowing pr ic ing informat ion for  each of  the i r  drugs:

	 •	Average	Manufacturer 	Pr ice	 (“AMP”) : 	The	average	pr ice	paid	 to	 the	manufacturer 	 for	
  the drug in New Mexico,  inc luding rebates,  d iscounts and market incent ives,  af ter 
  deduct ing customary prompt-pay d iscounts;

	 •	The	pr ice	 that 	each	wholesaler 	or 	pharmacy	benef i t 	manager	doing	business	 in	New	
  Mexico pays the manufacturer  to purchase the drug; and

	 •	The	pr ice	paid	 to	 the	manufacturer 	by	any	ent i ty 	 in	an	arrangement	or 	contract 	 that	
  purchases prescr ipt ion drugs in New Mexico without the serv ices of  a wholesaler.

Manufacturers must f i le  the pr ic ing informat ion annual ly  by January 15 of  each year cover ing the 
per iod f rom July 1 through September 30 of  the pr ior  ca lendar year (e.g. ,  the th i rd quarter  i f  the 
pr ior  ca lendar year )  and may submit  the informat ion in the same format as i t  is  submit ted to CMS. 
Al l  pr ic ing informat ion submit ted is  conf ident ia l  and is  not subject  to publ ic inspect ion.

The statute does not descr ibe the report ing procedures,  deadl ines,  or  penal t ies for  non-
compl iance and there are no regulat ions.  However,  the Department has mai led deta i led 
informat ion about report ing and the report ing format to a l l  manufacturers
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Tennessee – Ethics Commission Act

The Tennessee Commissions Act regulates the activities of persons doing business within the state. 
This leg is lat ion does not requi re vendors and the i r  representat ives in Tennessee to register  as 
lobbyists;  they must,  however,  comply wi th prov is ions s imi lar  to those of  a lobbyist .

The law states that  vendors shal l  not  offer  or  at tempt to offer  anyth ing of  va lue to an off ic ia l  in  the 
leg is lat ive or  execut ive branch, to any candidate for  state off ice,  or  any immediate fami ly  members 
of  such off ic ia ls  or  candidates.  This prohib i t ion inc ludes meals,  t rave l  expenses,  or  lodging. Product 
samples and product in format ional  mater ia ls  are not a part  of  the g i f t  ban and can be g iven to anyone 
i f  otherwise permiss ib le under appl icable laws and Bayer pol ic ies and procedures.  Promot ional 
i tems (e.g. ,  pens,  c locks,  pads of  paper,  etc. )  that  might otherwise be permit ted under Tennessee 
law are prohib i ted consistent wi th Bayer’s Compl iance Pol icy and Procedure,  “Educat ional  I tems for 
Heal thcare Profess ionals.”

Application of the Law

A Sales  Consultant cannot  purchase a  meal for  any members of the Tennessee legislative 
or execut ive branch. This inc ludes state representat ives and senators,  TennCare off ic ia ls , 
Department of  Heal th off ic ia ls ,  or  anyone di rect ly  employed by the state of  Tennessee. Also, 
they may not purchase any meals for  phys ic ians appointed to state boards l ike DUR or PAC 
committees.  Sales Consul tant  can prov ide meals to county heal th department off ic ia ls ,  F i rst 
Heal th employees,  and any hospi ta l  employed physic ian unless they are on a board stated 
above to the extent the prov is ion of  the meal  is  consistent wi th Bayer’s Compl iance Pol icy and 
Procedure,  “Business Meals to Heal thcare Profess ionals.”

The Tennessee law appl ies to state employees only.  However,  local  ord inances could prohib i t  g i f ts 
otherwise permit ted by Bayer in a Tennessee county or  c i ty.  Sales consul tants need to check with 
local  governments for  those regulat ions.
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Texas – Price Disclosure
Manufacturers of  prescr ipt ion drugs sold in Texas must report  to the Texas Heal th Care Pol icy Counci l 
( the “Counci l ” ) :

	 •	The	Average	Manufacturer 	Pr ice	 (“AMP”) 	of 	each	drug	sold	 in	Texas; 	and

	 •	The	pr ice	 that 	each	wholesaler 	 in	Texas	pays	the	manufacturer 	 to	purchase	each	drug.

The pr ices must be reported at  least  annual ly,  or  more f requent ly  as determined by the Counci l .   By 
the 25th of  each month,  the Counci l ’s  designee wi l l  submit  to the Bureau of  Food and Drug Safety 
(BFDS) wi th in the Texas Department of  State Heal th Serv ices (“Department” )  a l is t  of  prescr ipt ion 
drugs about which i t  des i res pr ic ing informat ion.  By the 5th day of  the fo l lowing month,  the BFDS 
wi l l  submit  the request e lectronica l ly  to a l l  manufacturers se lected. Each manufacturer  se lected must 
report  to BFDS, us ing a standardized e lectronic format,  the above pr ic ing informat ion no later  than 30 
days af ter  receiv ing the request f rom BFDS.

The disc losed pr ic ing informat ion may be prov ided by the Department to the Medicaid vendor drug 
program, but only for  purposes of  admin ister ing i ts  drug programs, inc luding Medicaid drug programs.  
Otherwise,  the pr ic ing informat ion is  conf ident ia l  and, except as necessary to permit  the attorney 
genera l  to enforce state and federa l  laws, may not be d isc losed by the Heal th and Human Serv ices 
Commiss ion or any other state agency in a form that d isc loses the ident i ty  of ,  or  pr ices charged by,  a 
part icu lar  manufacturer. 

In addit ion, to apply for the addit ion of a drug to the Texas Drug Code Index (“TDCI”) ,  a pharmaceutical 
manufacturer must submit a “Cert i f icat ion of Information for the Addit ion of a Drug Product to the TDCI” 
provided by the Texas Health and Human Services Commission (“Commission”).  Manufacturers must 
also submit changes to the pr ices requested in the Pr ice Cert i f icat ion sect ion of the Cert i f icat ion of 
Information i f  requested by the Commission, within 10 calendar days of receiv ing the request.
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Vermont – Price Disclosure, Marketing Disclosure Law and Other 
Compliance Requirements

A. Per Pill Price Disclosure

The Vermont Pharmaceutical Marketer Price Disclosure Law requires pharmaceutical marketers who 
promote prescr ipt ion drugs d i rect ly  to Vermont doctors or  other Vermont prescr ibers to d isc lose 
to those prescr ibers,  on a form and in a manner prescr ibed by the Vermont at torney genera l ,  the 
Average Wholesale Pr ice (AWP) per p i l l  o f  the marketed drugs as wel l  as the AWP of  other drugs 
in the same therapeut ic c lass.

Scope

This Vermont law applies only to prescription drugs in tablet or pill form that may be used outside of 
a hospi ta l  sett ing,  such as ora l  contracept ives (e.g. ,  YAZ).  The law covers deta i l ing,  promot ional 
act iv i t ies,  or  other market ing of  such drugs d i rect ly  to any physic ian,  hospi ta l ,  nurs ing home, 
pharmacist ,  heal th benef i t  p lan administrator  or  any other person author ized to prescr ibe, 
d ispense or purchase prescr ipt ion drugs in Vermont,  as wel l  as to the i r  staffs.

The disc losure requirements are t r iggered by any of  the fo l lowing promot ional  act iv i t ies,  i f 
d i rected into Vermont at  a Vermont doctor or  others l icensed to prescr ibe drugs in Vermont, 
or  at  members of  the i r  staffs:

	 •	Mai l ings;

	 •	Face-to-face	meet ings, 	 inc luding	promot ional 	 ta lks	and	cont inu ing	medical 	educat ion	programs	
  not supported by an educat ional  grant f rom Bayer;

	 •	Telephone	cal ls ;

	 •	E-mai ls 	and	other	e lectronic	communicat ions;

	 •	Hand	del ivery	or 	sh ipment	of 	promot ional 	mater ia ls , 	 inc luding	samples; 	and

	 •	Communicat ions	by	the	manufacturer 	 in	any	of 	 the	above	 forms	that	are:

  1 )  made di rect ly  to a phys ic ian or other Vermont prescr iber; 

  2 )  about the product;  and 

  3)  prov ided to the prescr iber in response to an unsol ic i ted request.

The fo l lowing act iv i t ies do not t r igger the d isc losure requirement:

	 •	Advert isements	p laced	 in	magazines, 	on	te lev is ion, 	or 	 in	other	media;

	 •	Reminder	communicat ions	that 	ca l l 	at tent ion	to	 the	name	of 	a	drug	but	do	not	 inc lude	
  in format ion about indicat ions or dosage, which the FDA has exempted f rom the requirement to 
  d isc lose drug safety in format ion;

	 •	Independent	cont inu ing	medical 	educat ion	programs	supported	by	an	educat ional 	grant	 f rom	
  the pharmaceut ica l  marketer  or  manufacturer ;

	 •	Drugs	marketed	to	state	or 	pr ivate	payers	of 	pharmaceut ica l 	benef i ts ; 	and

	 •	Drugs	marketed	 for 	use	 in	hospi ta ls	or 	by	pat ients	wi th in	a	heal thcare	 fac i l i ty, 	such	as	 in	
  d iagnost ic fac i l i ty,  a d ia lys is fac i l i ty,  or  an outpat ient  (or  “day procedure” )  sett ing.

STATE LAWS:
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Average Wholesale Price (AWP)

Manufacturers must disclose AWP on a per pill basis as published in a nationally recognized drug 
pr ic ing f i le .  The Vermont Attorney Genera l  current ly  inc ludes the fo l lowing as approved sources 
of  AWP informat ion:  1)  F i rst  Databank; 2)  Medispan; 3)  Gold Standard or 4)  Redbook. The same 
source must be used throughout the d isc losure form. There is  no d isc losure requirement for  a 
marketed drug i f  F i rst  Databank, Medispan, Gold Standard and Redbook a l l  do not publ ish an 
AWP for  the marketed product.  The pr ic ing informat ion reported must be based on the smal lest 
package s ize avai lable for  each drug strength.

Before September 2011, the Off ice of  the Attorney Genera l  l is ted F i rst  Databank as an approved 
source of  AWP informat ion,  but in September 2011, F i rst  Databank ceased publ ish ing AWP 
informat ion.  At  that  t ime, the Vermont Attorney Genera l  stated that  i t  would a l low those 
pharmaceut ica l  marketers who wished to cont inue to use F i rst  Databank data to prov ide the 
fo l lowing pr ices in l ieu of  F i rst  Databank’s AWP:

	 •	Wholesale	Acquisition	Cost	(WAC)	plus	20%.

	 •	If	WAC	is	unavailable,	Direct	Price	(DP)	plus	20%.

	 •	If	both	WAC	and	DP	are	unavailable,	Suggested	Wholesale	Price	(SWP).

Form of Disclosure

There is an electronic Long Form and a paper Short Form Disclosure. These forms are populated 
and mainta ined quarter ly  by the BPA Government Report ing Department.  The completed forms 
for 	d ist r ibut ion	can	be	 found	on	the	Bayer	 Internet	websi te	at 	 the	 fo l lowing	URL:	
http://www.compliance.bayerweb.com/VermontAWP.htm.

In format ion	on	the	Long	and	Short 	Forms	regarding	the	AWP	of 	Bayer	product (s ) 	and	the	AWP	of	
drugs	 in	 the	same	therapeut ic	c lass	 (“ re lated	drugs”) 	must	be	updated	at 	 the	same	t ime,	and	at	
least  every three months.

Short Form Disclosure

Short Form Disclosures must contain the following information:

	 •	The	AWP	per	p i l l 	o f 	 the	 lowest	dosage	of 	 the	marketed	drug;

	 •	The	average	AWP	per	p i l l 	o f 	 the	 lowest	dosage	of 	a l l 	mul t i -source	 (e.g. , 	gener ic ) 	products	 in	
  the same therapeut ic c lass;  and

	 •	The	AWP	per	p i l l 	o f 	 the	 lowest	dosage	of 	other	products	 in	 the	same	therapeut ic	c lass. 	 I f	
  F i rst  Databank, Medispan, Gold Standard or Redbook does not publ ish an AWP for  a 
  re lated drug, the Short  Form Disc losure should not inc lude that  re lated drug, and that 
  drug should not be used in ca lcu lat ing the average gener ic pr ice of  re lated drugs.

Bayer employees and contractors who engage in d i rect  promot ion must d isc lose the required pr ic ing 
informat ion on a separate sheet of  paper that  is  no less than 8 ½ inches by 11 inches in s ize.  They 
must use a separate Short  Form for  each product marketed. The Short  Form also l is ts the Bayer 
websi te	where	the	required	Long	Form	Disc losure	 is 	ava i lab le. 	Current	Short 	Forms	 for 	a l l 	appl icable	
products are avai lable to employees and contractors for  d ist r ibut ion f rom the internet at 
http://www.compliance.bayerweb.com/VermontAWP.html .

Additional Disclosure Requirements based upon Marketing Technique

When undertaking promotional activities covered under the Vermont law, the following additional 
requi rements apply wi th respect to certa in market ing techniques:
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	 •	More	Than	One	Drug:	 I f 	more	than	one	drug	 is 	marketed	dur ing	the	same	meet ing	or	
  through the same mai l  communicat ion,  then separate Short  Forms must be prov ided for 
  each marketed drug.

	 •	Face-to-Face	and	Mai l 	Communicat ions: 	 I f 	 the	communicat ion	 is 	 face-to-face, 	 the	re levant	
  Short  Form(s)  must be prov ided to the Vermont prescr iber at  the t ime of  the meet ing.  I f 
  the communicat ion is  prov ided in the mai l ,  the re levant Short  Form(s)  must be prov ided in 
  the same mai l ing packet that  conta ins the promot ional  mater ia l .

	 •	E lectronic	Communicat ions: 	 I f 	 the	communicat ion	to	 the	Vermont	prescr iber	 is 	e lectronic,	
  then the e lectronic communicat ion must conta in as at tachments the re levant Short  Form(s) 
  or  the text  of  the Short  Form disc losure(s )  must be in a conspicuous and separate sect ion 
  of  the emai l .

	 •	Telephonic	Communicat ions: 	 I f 	 the	communicat ion	to	 the	Vermont	prescr iber	 is	
  te lephonic,  then the pharmaceut ica l  marketer  must in form the prescr iber dur ing the 
  te lephonic communicat ions that  the marketer  wi l l  be sending the prescr iber the re levant 
  Short  Form(s) .  The re levant Short  Form(s)  must be sent to the Vermont prescr iber wi th in 
  24 hours of  the te lephonic communicat ion.

Long Form Disclosure

The Long Form Disclosure must be made available on Bayer’s Internet website at the URLs l is ted 
above and on the Short  Form Disc losures prov ided to Vermont prescr ibers.  The Long Form 
Disc losure must conta in the AWP per p i l l  o f  the marketed drug and of  a l l  re lated drugs,  inc luding 
gener ic and chewable forms. I f  the publ icat ion Bayer has se lected for  the pr ice in format ion (F i rst 
Databank, Medispan, Gold Standard or Redbook)  does not publ ish an AWP for  a re lated drug, 
Bayer must indicate on i ts  Long Form Disc losure that  i ts  data source does not publ ish an AWP 
for  that  re lated drug. Bayer must st i l l  l is t  the AWPs of  a l l  other re lated drugs.

Please see the sample Long Form Disclosure at the end of this procedure.

AHFS Pharmacologic-Therapeutic Classification

The law defines a therapeutic class based on the most recent version of the American Hospital 
Formulary Serv ice (AHFS) Pharmacologic-Therapeut ic Class i f icat ion,  which is  publ ished by 
Amer ican Society of  Heal th System Pharmacists and is  avai lab le at 
http://www.ahfsdruginformation.com/ahfs-pharmacologic-therapeutic-classif icat ion/

B. Marketing Disclosure Law 

Scope

The Vermont Pharmaceutical Marketing Disclosure Law prohibits certain gifts to heal thcare 
prov iders and to members of  the Green Mounta in Care board by manufacturers of 
pharmaceut ica l ,  b io logica l  and medical  dev ices ( referred to as “prescr ibed products” )  and 
requires such manufacturers of  prescr ibed products  to report  annual ly  to the Vermont Attorney 
Genera l  the va lue,  nature,  purpose and rec ip ient  in format ion of  any a l lowable expendi ture or 
permit ted g i f t  to a Vermont heal thcare prov ider or  board member in connect ion with promot ional 
act iv i t ies.  Addi t ional ly,  each manufacturer  must ident i fy  the prescr ibed product marketed and 
report  certa in rec ip ient  in format ion,  inc luding the heal thcare profess ional ’s Vermont l icense 
number or  other designated ident i f icat ion number.

Manufacturers are a lso required to report  certa in in format ion re lated to f ree samples prov ided to 
Vermont heal thcare prov iders for  the preceding calendar year.
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Important ly,  under Vermont law, i f  a company has mult ip le d iv is ions,  some of  which market 
prescr ibed products to Vermont heal th care prov iders and inst i tut ions,  and some of  which do not, 
the ent i re company is  bound by the Vermont g i f t  ban and must report  a l lowable expendi tures and 
permit ted g i f ts .

Addi t ional ly,  i f  the manufacturer  of  prescr ibed products markets those products through 
a subsid iary,  the expendi tures must be reported in the name of  the manufacturer,  and the 
Compl iance Off icer  Form (d iscussed below) must a lso be submit ted in the name of  the 
manufacturer.

Definitions:

A “prescribed product” means:

	 •	Drugs	or	devices	defined	in	section	201	of	the	FDCA	(21	U.S.C.	§	321),	a	compound	drug	or	
  drugs,  a medical  dev ice (as def ined below),  b io logica l  products as def ined by 42 U.S.C. 
  §262 for  human use, or  a combinat ion product as def ined in 21 C.F.R. §3.2(e) .  The term 
  inc ludes prescr ipt ion drugs,  dev ices,  and over-the-counter (OTC) products,  but does not 
  inc lude prescr ipt ion eyewear.

“Medical  dev ice” means:

	 •	An	instrument,	apparatus,	implement,	machine,	contrivance,	implant,	in	vitro	reagent,	or	
  other s imi lar  or  re lated art ic le,  inc luding any component,  part ,  or  accessory,  that  is :   
  ( i )  recognized in the off ic ia l  Nat ional  Formulary or  the Uni ted States Pharmacopeia,  or  any 
  supplement to them; ( i i )  intended for  use in the d iagnosis of  d isease or other condi t ions, 
  or  in the cure,  mit igat ion,  t reatment,  or  prevent ion of  d isease, in humans or other animals; 
  or  ( i i i )  intended to affect  the structure or  any funct ion of  the body of  humans or other 
  an imals,  and which does not achieve i ts  pr imary intended purposes through chemical 
  act ion with in or  on such body and which is  not dependent upon being metabol ized for  the 
  achievement of  i ts  pr imary intended purposes.

A “g i f t ”  means:

	 •	Anything	of	value	provided	for	free	to	a	healthcare	provider	for	free	or	to	a	member	of	the		
  Green Mounta in Care board;

	 •	Any	payment, 	 food,	enterta inment, 	 t rave l , 	subscr ipt ion, 	advance,	or 	serv ice	prov ided	to	a	 	
  heal th care prov ider or  board member;  or

	 •	Anyth ing	e lse	of 	va lue	prov ided	to	a	heal th	care	prov ider	or 	board	member	unless	 i t 	 is	
  re imbursed by the heal thcare prov ider or  board member at  fa i r  market va lue or is  an 
  a l lowable expendi ture as noted below.

A “heal thcare profess ional”  means:

	 •	(i)	a	person	who	is	authorized	by	law	to	prescribe	or	to	recommend	prescribed	products,	
  who regular ly  pract ices in Vermont,  and who e i ther is  l icensed by Vermont to prov ide 
  or  is  otherwise lawfu l ly  prov id ing heal thcare in Vermont;  ( i i )  a  partnership or  corporat ion 
  made up of  persons descr ibed in romanette ( i ) ;  or  ( i i i )  an off icer,  employee, agent,  or 
  contractor of   a person descr ibed in romanette ( i )  who is act ing in the course and scope 
  of  employment prov id ing heal thcare to indiv iduals,  inc luding nurs ing and off ice staff .

A “heal thcare prov ider”  means:

	 •	A	healthcare	professional,	a	hospital	or	nursing	home,	a	pharmacist,	health	benefit	plan		
  admin ist rator  or  any other Vermont author ized dispenser or  purchaser of  prescr ibed 
  products.  The term “heal thcare prov ider”  does not inc lude a hospi ta l  foundat ion that  is 
  organized as a nonprof i t  ent i ty  separate f rom a hospi ta l .
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A “sample” means:

	 •	A	unit	of	a	prescription	drug,	biological	product,	or	medical	device	that	is	not	intended	
  to be sold and is  intended to promote the sa le of  the drug, product,  or  dev ice,  inc luding 
  starter  packs and coupons or vouchers that  a l low an indiv idual  to receive a prescr ibed 
  product for  f ree or at  a d iscounted pr ice.  The term does not inc lude prescr ibed products 
  d ist r ibuted f ree of  charge or at  a d iscounted pr ice pursuant to a manufacturer-sponsored 
  or  manufacturer- funded pat ient  ass istance program.

Gift Prohibitions

Vermont law prohibits a manufacturer of a prescribed product, or a wholesale distributor of medical 
devices, from offering or giving a gift to a healthcare provider. The Vermont Attorney General has 
published guidance for compliance with the gift ban and disclosure laws. Some banned gifts include:

	 •	Monetary	donat ions	to	a	doctor	or 	c l in ic;

	 •	Char i table	donat ions	to	a	hospi ta l ;

	 •	Sponsor ing	of 	a	 fe l lowship, 	even	 i f 	 the	company	does	not	se lect 	 the	rec ip ient ;

	 •	Meals, 	dr inks, 	or 	snacks	 in	 the	doctor’s	off ice	wi th	Vermont	HCPs	 inc luding	the i r 	staff ;

	 •	Market ing	surveys;

	 •	Dinner	at 	a	seminar, 	or 	conference	at 	which	the	meal 	 is 	organized	and	paid	 for 	by	 the	
  manufacturer ;

	 •	Food	prov ided	at 	a	manufacturer ’s	d isplay	 in	Vermont	other	 than	at 	of 	a	conference	or	seminar;

	 •	Dinner	prov ided	 in	another	state	 to	a	Vermont- l icensed	physic ian	whose	pr imary	off ice	 is 	 in	
  Vermont;  or

	 •	Dr iv ing	a	Vermont	phys ic ian	to	an	event	 in	another	state.

Note,  th is is  not an a l l - inc lus ive l is t  of  banned act iv i t ies.  For fur ther in format ion,  inc luding 
guidance regarding common errors that  may resul t  in enforcement act ion,  p lease rev iew 
the Vermont state l ink prov ided in th is pol icy,  or  contact the Law, Patents and  Compl iance  
Department.

Allowable Expenditures

Certain expenditures are allowed, including the following items: ( i tems with aster isks must be reported 
to the extent they are not preempted by the federa l  Phys ic ian Payments Sunshine Act,  42 U.S.C.

 1.  **  Payment to a sponsor of  a “s igni f icant”  educat ional ,  medical ,  sc ient i f ic  or  pol icy- making 
  conference or seminar as long as the events is  cert i f ied CME and content of  the program 
  does not promote speci f ic  products and is  object ive and f ree f rom industry contro l . 
  Payment may not be made di rect ly  to a heal thcare prov ider.  The payment must be used 
  for  a bona f ide educat ional  purpose. Such payment may be used by the sponsor at  i ts 
  d iscret ion to prov ide meals and other food for  a l l  conference part ic ipants.

 2. **Sponsorship of an educational program offered by a medical device manufacturer 
  at  a nat ional  or  regional  profess ional  society meet ing at  which programs accredi ted by the 
  Accredi tat ion Counci l  for  Cont inu ing Medical  Educat ion,  or  a comparable profess ional 
  accredi t ing ent i ty,  are a lso offered, prov ided: ( i )  no payment is  made di rect ly  to a heal th 
  care profess ional  or  pharmacist ;  and ( i i )  the funding is  used sole ly  for  bona f ide 
  educat ional  purposes,  except that  the manufacturer  may prov ide meals and other food for 
  program part ic ipants.  
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 3. **The loan of a medical device for a short-term trial period, not to exceed 120 days, to 
  permit  eva luat ion of  a medical  dev ice by a heal th care prov ider or  pat ient .   Such loans 
  wi l l  not  be reportable prov ided that  the loan resul ts in the purchase, lease,  or  other 
  comparable arrangement of  the medical  dev ice af ter  issuance of  a cert i f icate of  need 
  pursuant to Vermont law. 

 4. **Payment or reimbursement for the reasonable expenses, including travel and lodging-
  re lated expenses,  necessary for  technica l  t ra in ing of  indiv idual  heal th care profess ionals 
  on the use of  a medical  dev ice i f  the commitment to prov ide such expenses and the 
  amounts or  categor ies of  reasonable expenses to be paid are descr ibed in a wr i t ten 
  agreement between the heal th care prov ider and the manufacturer.

 5. ** Certain honoraria and expenses for a healthcare professional who serves on the faculty 
  of  a bona f ide s igni f icant educat ional ,  medical ,  sc ient i f ic ,  or  pol icy-making conference or 
  seminar prov ided that  is   a  speci f ic   contract   in  p lace  that   does not inc lude market ing 
  and the content of  the presentat ion is  determined by the heal thcare  profess ional .

 6. ** Certain expenses associated with a bona fide clinical trial, as further detailed in the   
    Vermont law and appl icable guidance.

 7. ** Certain expenses associated with research projects. Note that payments for clinical 
  t r ia ls  ( inc luding gross compensat ion for  the Vermont locat ion(s )  involved; d i rect  sa lary 
  support  per pr inc ipal  invest igator and other heal thcare profess ionals per year;  and 
  expenses paid on behal f  of  invest igators or  other heal thcare profess ionals paid to rev iew 
  the c l in ica l  t r ia l )  need not be d isc losed unt i l  the ear l ier  of :  (1 )  the date of  FDA approval 
  or  c learance of  the prescr ibed product for  the use for  which the c l in ica l  t r ia l  is  conducted; 
  or  (2 )  four ca lendar years af ter  the date the payment was made. For a c l in ica l  t r ia l  for 
  which d isc losure is  delayed, the manufacturer  shal l  ident i fy  the c l in ica l  t r ia l ,  the start  date, 
  and the web l ink to the c l in ica l  t r ia l  registrat ion on the nat ional  c l in ica l  t r ia ls  registry.
 
 8.  **  Grants for  fe l lowship sa lary support  to an academic inst i tut ion or hospi ta l ,     
  prov ided that  each of  the fo l lowing requirements are met:  ( i )  such grants are appl ied for 
  by an academic inst i tut ion or hospi ta l ;  ( i i )  the inst i tut ion or hospi ta l  se lects the rec ip ient 
  fe l lows; ( i i i )  the manufacturer  imposes no further demands or l imi ts on the inst i tut ion’s, 
  hospi ta l ’s ,  or  fe l low’s use of  the funds; and ( iv )  fe l lowships are not named for  a 
  manufacturer  and no indiv idual  rec ip ient ’s fe l lowship is  at t r ibuted to a part icu lar 
  manufacturer  of  prescr ibed products.

      9.  Royal t ies or  l icensing fees paid to heal thcare prov iders in return for  contractual  r ights 
  to use or purchase patented or otherwise legal ly  recognized discovery for  which the 
  heal thcare prov ider holds an ownership r ight .

      10.**  Certa in other reasonable fees,  payments,  subsid ies or  other economic benef i ts 
  prov ided at  fa i r  market va lue.  Note that  fa i r  market va lue payments for  promot ional 
  speaking must be reported even i f ,  at  the heal thcare profess ional ’s request,  the payment 
  is  made to a char i ty  or  other th i rd party.

      11.**  Samples of  a prescr ibed product or  reasonable quant i t ies of  an OTC drug, non-  
  prescr ipt ion medical  dev ice,  an i tem of  nonprescr ipt ion durable medical  equipment,  an 
  i tem of  medical  food, or  in fant  formula prov ided to a heal th care prov ider for  f ree 
  d ist r ibut ion to pat ients.  However,  effect ive January 2,  2013, the prov is ion of  lot ions,  eye 
  drops and l ike products to heal th care prov iders for  f ree d ist r ibut ion to pat ients is 
  impermiss ib le.

      12.**  The prov is ion to a f ree c l in ic of  f inancia l  donat ions or of  f ree prescr ipt ion drugs,  OTC 
  drugs,  medical  dev ices,  b io logica l  products,  combinat ion products,  medical  food, in fant 
  formula,  or  medical  equipment or  suppl ies.
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      10 .Prescr ibed products d ist r ibuted f ree of  charge or at  a d iscounted pr ice pursuant to a 
  manufacturer-sponsored or manufacturer- funded pat ient  ass istance program.

       11.**  Coupons, vouchers,  and discount cards d ist r ibuted to pat ients through pharmacies 
   or  other heal th care prov iders.  The law does not apply to coupons, vouchers,  or  d iscount  
  cards d ist r ibuted di rect ly  to pat ients or  to pat ients through a non-heal th care prov ider   
  covered rec ip ient .

      12.Rebates and discounts for  prescr ibed products prov ided in the normal  course of  business.

      13.Payment of  a heal thcare profess ional ’s reasonable interv iew expenses in connect ion with 
  a bona f ide employment opportuni ty wi th the manufacturer  or  for  heal th care serv ices on 
  behal f  of  an employee of  the manufacturer.

      14.Coffee,  snacks and ref reshments at  a conference or seminar booth.

      15 .**  The prov is ion or receipt  of  peer-rev iewed academic,  sc ient i f ic ,  or  c l in ica l  ar t ic les 
  that  serve a genuine educat ional  funct ion prov ided to a heal th care prov ider for  the benef i t 
  of  pat ients.

      16 .**  Scholarship or  other support  for  medical  students,  res idents,  and fe l lows to at tend 
  a s igni f icant educat ional ,  sc ient i f ic ,  or  pol icy-making conference or seminar of  a   
  profess ional  associat ion i f  the rec ip ient  is  se lected by the associat ion.

       17.**  Prescr ipt ion pads, i f  the purpose and funct ion  is   predominant ly   educat ional ,  does 
  not favor one manufacturer  over another (by,  e.g. ,  omit t ing or deemphasiz ing the products 
  of  compet i tors) ,  and the prescr iber’s access to the prescr ipt ion pad benef i ts  pat ients.

      18 .**  Food to heal th care prov iders as part  of  fa i r  market va lue compensat ion package for 
  serv ice (e.g. ,  adv isory board,  consul t ing or speaking) .

Disclosure of Permitted and Allowable Expenditures (Excluding Samples of 
Prescribed Products)

Each manufacturer of prescribed products must annually disclose for the preceding calendar 
year the va lue,  nature,  purpose and rec ip ient  in format ion regarding any a l lowable expendi tures 
or permit ted g i f ts  made to heal thcare prov iders,  or  to a member of  the Green Mounta in Care 
board,  or  to an academic inst i tut ion,  or  to a profess ional ,  educat ional  or  pat ient  organizat ion 
represent ing or serv ing heal thcare prov iders or  consumers.  The pharmaceut ica l ,  b io logica l 
or  medical  dev ice being marketed by the expendi ture must a lso be d isc losed. Disc losures of 
samples of  prescr ibed products are d iscussed separate ly below.

The disc losure requires the names and types of  the rec ip ient  to be d isc losed inc luding a l l 
prescr ibers,  inst i tut ions,  hospi ta ls,  nurs ing homes, pharmacists,  and heal th benef i t  p lan 
administrators.  For prescr ibers,  the report  must inc lude the Vermont l icense number of  the 
author ized prescr iber.  When expendi ture is  remit ted to one ent i ty  or  person (“d i rect  rec ip ient” ) , 
but routed to another ent i ty  or  person (“u l t imate rec ip ient” )  and only one of  the rec ip ients 
const i tutes a covered rec ip ient ,  d isc losure should inc lude only the name of  the covered rec ip ient . 
I f  both rec ip ients are covered (e.g. ,  research funding remit ted to a hospi ta l  that  u l t imate ly 
benef i ts  a phys ic ian) ,  d isc lose the d i rect  rec ip ient  only.

Bayer must report  a l l  expendi tures for  act ive ly- l icensed Vermont prescr ibers,  even i f  the expense 
was not incurred in Vermont and even i f  the prescr iber’s pr imary pract ice is  outs ide of  Vermont. 
I t  is  the responsib i l i ty  of  a l l  Bayer employees to t rack expendi tures on heal thcare profess ionals in 
the appropr iate t racking systems (Concur,  Veeva, etc. )  Cont inu ing Medical  Educat ion programs 
must a lso be d isc losed. However,  d isc losure is  l imi ted to the va lue,  nature,  and purpose of 
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the grant and the name of  the grantee;  the name of  the indiv idual  part ic ipants in a Cont inu ing 
Medical  Educat ion program funded by Bayer need not be d isc losed.

As of  January 1,  2012, some of  Vermont’s d isc losure requirements are preempted by federa l  law. 
The g i f t  ban and samples report ing wi l l  not  be affected, but the state is  prohib i ted f rom requir ing 
manufacturers to d isc lose those expendi tures and permit ted g i f ts  which would are reportable to 
the federa l  government under the Physic ian Payments Sunshine Act,  42 U.S.C. § 1320a-7h. The 
federa l  law is narrower than Vermont’s law in severa l  ways,  however.  For example,  only phys ic ians 
and teaching hospi ta ls are covered rec ip ients under the federa l  law. Therefore,  manufacturers 
must take care to make a l l  non-preempted disc losures regarding a l lowable expendi tures and 
permit ted g i f ts .   Further,  because manufacturers are not prohib i ted f rom making preempted 
disc losures to the states,  the Vermont AG has instructed manufacturers to indicate on the 
compl iance off icer  form whether they intend to submit  data that  is  a lso being submit ted to the 
federa l  government pursuant to the Physic ian Payments Sunshine Act.  

Disclosure of Samples and Other Items Provided to a Health Care Provider for 
Free Distribution

Manufacturers of prescribed products shall disclose all samples provided to health care providers 
dur ing the preceding calendar year,  ident i fy ing for  each sample the product,  rec ip ient ,  number 
of  uni ts,  and dosage. I f  a manufacturer  of  prescr ibed products reports other a l lowable 
expendi tures or permit ted g i f ts ,  the manufacturer  must a lso report  certa in in format ion re lat ing 
to nonprescr ipt ion medical  dev ices,  nonprescr ipt ion durable medical  equipment,  medical  food, 
in fant  formula,  and OTC products,  prov ided to Vermont heal thcare prov iders for  f ree d ist r ibut ion 
to pat ients dur ing the preceding calendar year.  In format ion on samples and donat ions to f ree 
c l in ics of  prescr ibed products and of  nonprescr ipt ion medical  dev ices,  nonprescr ipt ion durable 
medical  equipment,  medical  food, in fant  formula,  and OTC products shal l  be presented in 
aggregate form. Donat ions of  prescr ibed products to f ree c l in ics should be inc luded in the 
samples d isc losures form rather than with d isc losures of  a l lowable expendi tures and permit ted 
g i f ts .  Any publ ic report ing of  such informat ion shal l  not  inc lude informat ion that  a l lows for  the 
ident i f icat ion of  indiv idual  rec ip ients of  such i tems or connects indiv idual  rec ip ients wi th the 
monetary va lue of  the i tems prov ided.

Under Vermont Law, “sample” means: “a uni t  of  a prescr ipt ion drug, b io logica l  product,  or 
medical  dev ice that  is  not intended to be sold and is  intended to promote the sa le of  the drug, 
product,  or  dev ice.  The term inc ludes starter  packs and coupons or other vouchers that  enable 
an indiv idual  to receive a prescr ibed product f ree of  charge or at  a d iscounted pr ice.  The term 
does not inc lude prescr ibed products d ist r ibuted f ree of  charge or at  a d iscounted pr ice pursuant 
to a manufacturer-sponsored or manufacturer- funded pat ient  ass istance program.” Samples of 
prescr ipt ion drugs that  are reported to the Department of  Heal th and Human Serv ices (HHS) 
under Sect ion 6004 of  the Pat ient  Protect ion and Affordable Care Act of  2010 (PPACA) do not 
need to be reported to the Vermont Attorney Genera l  i f  the Attorney Genera l  determines that 
HHS wi l l  co l lect  and prov ide Vermont wi th rec ip ient-speci f ic  d ist r ibut ion of  samples.  The Vermont 
Attorney Genera l  has reported that  because i t  has not been not i f ied whether HHS wi l l  prov ide 
rec ip ient-speci f ic  in format ion,  a l l  manufacturers must report  d i rect ly  to the Vermont Attorney 
Genera l  the i r  d ist r ibut ion of  a l l  types of  samples to a l l  Vermont heal th care prov iders.

Regardless of  any future Attorney Genera l  determinat ions,  samples of  prescr ibed products that 
fa l l  outs ide the report ing requirements of  Sect ion 6004 of  PPACA, such as samples to heal th care 
prov iders who are not phys ic ians,  samples of  medical  dev ices and OTC products,  and coupons 
and vouchers that  a l low a pat ient  to receive product f ree or at  a d iscounted pr ice,  must be 
reported for  d ist r ibut ions occurr ing on or af ter  January 1,  2011.
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Effect ive Apr i l  1,  2012, manufacturers are required to ident i fy  the re levant product,  rec ip ient , 
number of  uni ts,  and dosage of  each sample d ist r ibuted. Unl ike other expendi tures,  the Vermont 
law does not requi re manufacturers to report  the va lue of  samples.

Bayer wi l l  cont inue to monitor  the future development of  the sample report ing requirement.

Al l  reportable permit ted or a l lowable expendi tures,  regardless of  the dol lar  amount,  must be 
reported.

Al l  Bayer employees are responsib le for  t racking a l l  a l lowed expendi tures wi th in the internal 
spend source system, (e.g. ,  Concur,  Veeva, etc) .

Compliance Officer Form

Bayer must complete and submit a Compliance Officer Form by January 1 of each year. 
A form ident i fy ing the compl iance off icer  is  at  the Attorney Genera l ’s websi te at : 
http://agoprescribedproducts.atg.state.vt.us/register/ .

The Vermont law permits manufacturers to designate a s ingle person responsib le for  report ing the 
act iv i t ies of  the ent i re company, or  designate a s ingle person responsib le for  report ing each of 
pharmaceut ica l  products,  b io logica l  products,  or  medical  dev ices.

In addi t ion to ident i fy ing the person responsib le for  overa l l  compl iance, the Compl iance Off icer 
Form al lows a company to designate an addi t ional  person responsib le for  col lect ing and report ing 
the data.  Both wi l l  receive updates e lectronica l ly  f rom the Attorney Genera l ’s Off ice.

Confidentiality of Trade Secret Information

Trade secret protection has been removed from the previous version in the law and the marketing 
reports made wi l l  become publ ic in format ion.

Penalties for Failure to Report

Civil Penalties may be imposed in an amount up to $10,000.00 per violation. Each unlawful gift or 
fa i lure to d isc lose const i tutes a separate v io lat ion.

Reporting Deadlines

Reporting occurs on a calendar year basis, with reports due to the Attorney General by April 1.

January 1 of  each year:   Bayer  must  submit   the  name  and  address  of  the person responsib le 
for  the  company’s  compl iance  wi th  the  Vermont  law  us ing the Compl iance Off icer  Form for 
a l l  covered Bayer ent i t ies.  The Attorney Genera l  refers to that  person as the “compl iance off icer.”

Apr i l  of  each year:  Bayer must submit  market ing d isc losure reports for  a l l  covered Bayer ent i t ies. 
Bayer wi l l  report  for  the preceding calendar year.  The state d isc losure wi l l  be conducted by the 
Compl iance Operat ions Team.

Beginning Apr i l  1,  2012 and every Apr i l  1 thereafter :  Bayer must report  samples of  prescr ibed 
products for  the preceding calendar year for  a l l  covered Bayer ent i t ies.

Registration Fee

Manufacturers of pharmaceuticals who report expenditures above $0 are required to pay an annual 
$500.00 registrat ion fee by the f i rst  day of  each report ing per iod (January 1) .
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For fur ther in format ion,  p lease refer  to the Laws and the Vermont Off ice of  the Attorney Genera l 
Guidance, which can be found at  http://ago.vermont.gov/divisions/ for- lawyers-and-
businesses/pharmaceutical-manufacturer-payment-disclosure.php .

Bayer Policies

Bayer policies must be followed. However, in situations where state law is more restrictive (e.g., gift 
ban, prohib i t ions)  than Bayer pol ic ies,  Bayer employees must fo l low the state law requirements.

C. Drug Price Disclosure Requirement

Vermont’s prescription drug law requires pharmaceutical manufacturers to report drug pricing 
informat ion to the state’s medical  ass istance program, the Off ice of  Vermont Heal th Access. 
Manufacturers must d isc lose on a quarter ly  basis ( i )  the pr ice each wholesaler  doing business 
in Vermont pays the manufacturer  for  the drug, and ( i i )  the pr ices required to be prov ided to the 
Medicaid program under federa l  law, inc luding pr ices def ined in the Medicaid Rebate Statute,  42 
U.S.C. § 1396r-8.

Along with the quarter ly  pr ic ing submiss ion,  manufacturers must inc lude a summary of  the 
methodology used in determin ing AMP and best pr ice.  Manufacturers are permit ted to submit  the 
methodology informat ion in the same format as i t  is  submit ted to the Centers for  Medicare and 
Medicaid Serv ices (CMS) pursuant to the Medicaid Drug Rebate Program requirements.

The manufacturer ’s pres ident,  CEO, or the pres ident or  CEO’s “designated employee” must cert i fy  that 
the pr ices reported to Vermont are the same as those reported on a quarter ly  basis to CMS. The law 
def ines “designated employee” as an indiv idual  “who reports d i rect ly  to the CEO or pres ident and who 
has been delegated author i ty  to make the cert i f icat ion.”

Informat ion submit ted pursuant to th is law is conf ident ia l .  However,  data compi led by the Off ice of 
Vermont Heal th Access in aggregate form wi l l  const i tute a publ ic record,  prov ided the data does not 
reveal  t rade informat ion protected by state or  federa l  law.

The Off ice of  Vermont Heal th Access issued guidance in 2008 that requi res quarter ly  d isc losure of  the 
pr ices noted above on a form provided by the Off ice on January 30, May 1, August 1, and November 1.

D. Manufacturer Fee

Vermont imposes an annual fee on pharmaceutical manufacturers. Specifically, pharmaceutical 
manufacturers or  labelers of  prescr ipt ion drugs that  are paid for  by the Department of  Vermont 
Heal th Access for  benef ic iar ies of  federa l  and Vermont state heal thcare programs must pay an 
annual  fee of  0.5 percent of  the Department’s prescr ipt ion drug spending f rom the prev ious year. 
The fee is  payable to the Vermont Agency of  Human Serv ices.
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Most states and many municipalities regulate the activities of persons doing business with state 
off ic ia ls  or  state employees through state lobbying and/or eth ics reform statutes.  Some states 
and munic ipal i t ies require vendors and/ or  the i r  representat ives to register  as lobbyists.  Some 
states prohib i t  the receipt  of  state or  munic ipa l  contracts i f  certa in campaign contr ibut ions have 
been made to state or  local  candidates.  Some states prohib i t  vendors f rom offer ing anyth ing of 
va lue to certa in state execut ive or  leg is lat ive off ic ia ls  or  state employees,  and v i r tua l ly  a l l  states 
prohib i t  the offer ing of  anyth ing of  va lue to any off ic ia l  in  return for  an off ic ia l  act .

The categor ies of  state or  local  off ic ia ls  or  employees which may t r igger state lobbying,  pay to 
p lay,  procurement or  eth ics statutes,  or  s imi lar  laws, inc lude:

	 •	State	employees, 	 inc luding	employees	of 	state	hospi ta ls;

	 •	Clinicians	with	privileges	at	state-owned	hospitals,	even	if	not	employed	by	the	state-	
	 	 owned	hospi ta l ;

	 •	State	hospital	formulary	committee	members;

	 •	State	Medicaid	P&T	Committee	members;

	 •	State	executive	branch	members	and	their	immediate	family	members;

	 •	Members	of	the	state	legislature	and	their	immediate	family	members;	and

	 •	Other	public	officials,	potentially	including	local	officials	and	employees.

The lobbying and ethics laws are often complex and vary from state to state. At Bayer, lobbying 
i s 	a lso	covered	by	Group	Regulat ion	1985	 (“Code	of 	Conduct	 for 	Responsib le	Lobbying”) ; 	 th is	
can be found at :  http://www.bayernet.com/corp/pol icies/pol icies_detai l .cfm?fi le id=221 . 
Therefore, sales consultants must, in advance of detai l ing, providing educational items or meals to, 
or otherwise interacting with any of the above categories of individuals, contact the Government 
Relations	&	Policy	Department	to	determine	whether	the	contemplated	activity	triggers	any	lobbying,	
procurement or ethics laws in the state or locality in which the activity will occur. If the activity potentially 
implicates a state lobbying, procurement or ethics law, the sales consultant must receive written approval 
from	the	Government	Relations	&	Policy	Department	before	proceeding	with	the	activity.

If	the	contemplated	activity	 involves	a	Louisiana	individual	who	fal ls	 into	one	of	the	above-referenced	
categories,	please	review	the	Policy	and	Procedure,	“State	Laws:	LOUISIANA	–	Restrict ions	on	
Interactions	with	State	Executive	Branch	Off icials	( Including	Healthcare	Professionals).”

28. Restrictions on Interactions with Certain State and Local Executive  
 and Legislative Officials and State and Local Employees (Including 
 Healthcare Professionals)
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Bayer recognizes that each customer is solely responsible for the accuracy of any billing and coding 
informat ion used by that  customer in obta in ing re imbursement.

Bayer U.S. Pharmaceut ica ls employees,  contractors,  consul tants and agents may prov ide 
insurance coding, coverage or re imbursement in format ion for  Bayer’s pharmaceut ica l  products 
only i f  i t  sat is f ies the fo l lowing requirements:

	 •	The	coding,	coverage	or	 re imbursement	 in format ion	has	been	prepared	and	approved	by	
  the Corporate Government Accounts Department and re lates to FDA- approved uses of 
  Bayer pharmaceut ica l  products.

	 •	Bayer	prov ides	equal 	access	to	 the	same	re imbursement	 in format ion	to	a l l 	purchasers	or	
  potent ia l  purchasers of  Bayer pharmaceut ica l  products.

Bayer employees may not create the i r  own mater ia ls  or  prov ide informat ion that  is  not conta ined 
in the off ic ia l  mater ia ls  prepared and approved by the Corporate Government Accounts 
Department.  Subject  to the requirements above, only F ie ld Reimbursement Managers may prov ide 
the customer wi th author i tat ive in format ion regarding b i l l ing codes (CPT and HCPCS) to use when 
submit t ing c la ims to th i rd-party payers for  approved uses of  Bayer pharmaceut ica l  products. 
The informat ion may re late to publ ished dol lar  re imbursement amounts ass igned to a code f rom 
the current Medicare Durable Medical  Equipment for  Prosthet ics,  Orthot ics and Suppl ies and/or 
Cl in ica l  Laboratory Fee Schedule.

Wr i t ten mater ia ls  must not d i rect  any customer how to b i l l ,  but  may col late and report  in format ion 
re lat ing to procedura l  and product coding, b i l l ing and re imbursement obta ined f rom author i tat ive 
sources,  such as the websi tes for  Amer ican Medical  Associat ion,  the Centers for  Medicare & 
Medicaid Serv ices (CMS),  regional  and local  publ ic contractors (carr iers,  f isca l  intermediar ies, 
and durable medical  equipment regional  carr iers )  or  pr ivate insurance contractors.  Such wr i t ten 
documents a lso must c lear ly  reference the source for  any such informat ion.  Any mater ia ls 
prov ided to customers must be informat ional  only wi th a goal  of  prov id ing mater ia ls  that  can 
ass ist  the customer in understanding and comply ing with CMS and other insurer ’s b i l l ing,  coding 
and re imbursement pol ic ies and requirements.  Bayer does not in any way add to,  delete,  or 
modi fy th i rd-party in format ion and must inc lude a conspicuous disc la imer that  the informat ion 
was obta ined f rom a th i rd-party,  is   not advice  f rom Bayer,  and that  Bayer cannot guarantee 
re imbursement f rom any th i rd-party.

Bayer employees may not d iscuss the amount of  re imbursement a customer may receive for  a 
Bayer pharmaceut ica l  product or  procedure f rom Medicare,  Medicaid,  or  any other th i rd-party 
payer.  Bayer employees may not prov ide personal  opin ions or interpretat ions of  coding, coverage 
or re imbursement in format ion.  Bayer employees are a lso prohib i ted f rom advis ing customers 
regarding how to use the coding process to maximize f inancia l  benef i t  to the customer and f rom 
suggest ing codes that  a customer should use based upon pat ient-speci f ic  in format ion.

Bayer employees should not d isc lose an Average Wholesaler  Pr ice (AWP) and/or Wholesale 
Acquis i t ion Costs (WAC) to customers or other pr ices such as Average Sales Pr ice (ASP) on 
which government re imbursement is  based. I f  a customer requests that  in format ion,  you must 
suggest the customer consul t  the CMS websi te,  the state Medicaid off ice,  other publ ic ly  ava i lab le 
source (such as F i rst  Databank)  where the informat ion may be obta ined, and/or d i rect  the 
customer to the Managed Markets Department.  Bayer shal l  st r ict ly  l imi t  any communicat ions 
re lat ing to b i l l ing,  coding and re imbursement to communicat ions that  comply wi th th is pol icy.

29. Promotion and Government Reimbursement
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I t  is  Bayer’s pol icy to promote products based sole ly  on the i r  eff icacy,  safety and cost.  You must 
not encourage customers to prescr ibe or purchase Bayer’s pharmaceut ica l  products based on 
reimbursement levels or any “spread” - that is, the difference between the price the customer paid 
for the product and the amount the customer may receive in reimbursement from a third- party 
payer, including Medicare or Medicaid. The federal Anti-Kickback Statute (AKS) prohibits offering 
remuneration to induce someone to purchase your product, and the government could view attempts 
to market product based on the “spread” as an improper inducement in violation of the AKS.

I f  you have any quest ions regarding promot ion of  products that  are re imbursed by Medicare or 
Medicaid,  or  what const i tutes proper promot ional  act iv i ty,  contact your superv isor or  the Law, 
Patents and Compl iance Department.
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Promotion of Bayer’s pharmaceutical products must be directed to healthcare professionals who can 
prescr ibe,  in f luence the prescr ib ing of ,  order,  or  otherwise use the product for  an approved use. 
Bayer sa les representat ives may make sa les ca l ls  or  present product in format ion only in s i tuat ions 
in which the audience is  compr ised, to a reasonable degree,  of  heal thcare profess ionals who 
would have reason to prescr ibe,  admin ister  or  d ispense the Bayer pharmaceut ica ls product in 
quest ion for  an approved use.

The term “Heal thcare Profess ionals (HCP)” is  a very broad term and inc ludes indiv iduals who 
di rect ly  interact wi th pat ients and/or have a ro le in the d iagnosis or  t reatment of  pat ients and 
inc ludes ent i t ies which are involved in the prov is ion of  heal thcare serv ices and/or i tems to 
pat ients and which may purchase, lease,  recommend, use,  arrange for  the purchase or lease 
of ,  or  prescr ibe Bayer’s pharmaceut ica l  products in the U.S. Genera l ly,  th is def in i t ion inc ludes 
physic ians,  nurses,  nurse pract i t ioners,  phys ic ian ass istants,  medical  ass istants who treat 
pat ients,  and other a l l ied heal thcare profess ionals,  such as pharmacists,  radio logy technologists, 
and therapists.  However,  the def in i t ion is  not l imi ted to these indiv iduals a lone; the term inc ludes 
any person in a posi t ion to recommend or in f luence the purchase or prescr ib ing of  Bayer’s 
pharmaceut ica l  products.  In some instances,  th is may inc lude indiv iduals who do not work 
d i rect ly  wi th pat ients but who have inf luence over the recommendat ion,  purchase, or  prescr ib ing 
of  Bayer’s pharmaceut ica l  products—such as purchasing agents at  hospi ta ls,  phys ic ian pract ice 
managers,  management personnel  wi th in group purchasing organizat ions (GPOs),  managed 
care organizat ions (MCOs),  pharmacy benef i t  managers (PBMs),  heal th p lan administrators, 
wholesalers,  d ist r ibutors,  pharmacies,  Pharmacy & Therapeut ics Committee members,  Formulary 
Committee members,  or  other customers who do not see pat ients.   Some posi t ions and t i t les 
wi th in the industry are not considered heal thcare profess ionals such as,  Or ig ina l  Equipment 
Manufacturers (OEMs) or  reta i l  managers.  Accordingly,  such persons are not considered 
heal thcare profess ionals under the program.

Audiences for  promot ional  act iv i t ies should not be se lected in such a way as to c i rcumvent 
the prohib i t ion of  off-  label  promot ion of  Bayer pharmaceut ica ls products.  For example,  Bayer 
representat ives may not:

	 •	Make	sales	calls,	present	product	information,	or	provide	samples	to	physicians	who	
  specia l ize in d isease states that  are not a l igned with the approved use of  a Bayer 
  pharmaceut ica l  product.

	 •	Display	or	hand	out	literature	and/or	free	product	samples	at	a	convention	or	conference	
  deal ing pr imar i ly  wi th off- label  topics.
 
	 •	Host	a	speaker	program	for 	heal thcare	profess ionals	whose	pract ice	does	not	 inc lude	any	
  on- label  uses of  a Bayer pharmaceut ica l  product.

Quest ions regarding the approved use of  the products must be d i rected to Medical  Affa i rs.
 

30. Appropriate Target Audience for Promotional Activities
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If Bayer pharmaceutical products are being promoted for use in the United States – even if that 
promot ional  act iv i ty  takes p lace outs ide the Uni ted States – these Compl iance Pol ic ies and 
Procedures,  as wel l  as the Bayer Code of  Conduct,  apply.  This pol icy is  consistent wi th the 
requirements of  the PhRMA and AdvaMed Codes.

Additional Guidance

	 •	You	may	not	discuss	off-label	uses	of	a	Bayer	pharmaceutical	product	with	a	U.S.	physician,	or	
  offer  prohib i ted remunerat ion,  s imply because you are both attending a conference outs ide the 
  Uni ted States.  Use extra care in sett ing up courtesy su i tes or  exhib i t  booths abroad. I f  the 
  product wi l l  be used in the Uni ted States,  you are bound by Uni ted States promot ional  ru les.

	 •	Bayer	employees	cannot	arrange	 for 	 the	attendance	of 	U.S.	heal thcare	profess ionals	at	
  medical  educat ion programs outs ide the U.S. to d iscuss uses unapproved in the U.S.,  even i f 
  those uses are approved in the country where the medical  educat ion program takes p lace.

	 •	Pol ic ies	re lated	to	unlawfu l 	 remunerat ion	or	k ickbacks	apply	when	you	are	overseas	 interact ing	
  wi th U.S. customers and/or heal thcare profess ionals.

	 •	Bayer	employees	must	adhere	to	appl icable	 internat ional 	 industry	guidel ines	 (e.g. , 	Eucomed	
  Code)  when interact ing with internat ional  heal thcare profess ionals who may prescr ibe,    
  recommend, purchase or lease Bayer pharmaceut ica l  products.

	 •	The	U.S.	meal 	and	t rave l 	pol ic ies	must	be	 fo l lowed	when	 interact ing	with	a	U.S.	HCP	who	 is	
  outs ide the U.S. Please refer  to Pol icy and Procedure “Business Meals wi th Heal thcare 
  Profess ionals.”

	 •	Bayer	compl ies	wi th	 the	report ing	obl igat ions	 for 	 the	European	Federat ion	of 	Pharmaceut ica l	
  and Industry Associat ions (EFPIA)  Disc losure Code. This is  a formal  code of  conduct that 
  requi res a l l  EFPIA member companies and companies that  are members of  EFPIA member 
  associat ions to d isc lose t ransfers of  va lue to heal thcare profess ionals (HCPs) and heal thcare 
  organizat ions (HCOs).  P lease contact Compl iance Operat ions for  ass istance with EFPIA-
  re lated quest ions or act iv i t ies.

31. Promotional Practices Outside the United States
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Bayer employees, contractors, consultants and agents may only distribute promotional and non-
promot ional  mater ia ls  that  have been approved through the Legal ,  Medical ,  Regulatory ( “LMR”) 
rev iew process.

Bayer employees,  contractors,  consul tants and agents may conduct presentat ions to instruct 
heal thcare profess ionals on the proper,  on- label  use of  Bayer pharmaceut ica l  products.  However, 
you must ne i ther sol ic i t  quest ions about nor prov ide presentat ions for  unapproved uses.  You may 
not make suggest ions about,  or  ass ist  in,  speci f ic  prescr ib ing decis ions.

In cases where a fu l l  LMR rev iew is not requi red under th is pol icy,  at  any t ime Legal  can request a 
fu l l  LMR rev iew i f  the Legal  rev iewer bel ieves such rev iew is warranted.

Advertising and Promotional Materials

Advertising and promotional materials include but are not limited  to  visual  aids, “slim jims,” file 
cards,  journal  ar t ic le repr ints,  journal   supplements,   ar t ic le  abstracts,  p i lot  study reports, 
let ters to physic ians,  audiov isual  mater ia ls ,  s l ide or computer presentat ions,  d isplays,  posters, 
monographs, press mater ia ls ,  consumer mater ia ls ,  computer programs and Internet or  Internet-
based programs, and websi tes.

Any mater ia ls  ( regardless of  the media used)  issued by or on behal f  of  the company to support  or 
encourage the prescr ipt ion,  supply,  sa le,  lease,  l icense, admin ist rat ion,  or  consumpt ion or use of 
i ts  products.

Self-Created Materials (“Homemade Bread”)

Creating your own promotional materials – also known as “homemade bread” – IS STRICTLY 
PROHIBITED.  Sel f-created mater ia ls  not   on ly   inc lude   deta i l ing   p ieces,  but a lso inc lude 
publ ica l ly  ava i lab le mater ia ls  (websi tes,  journals,  press re leases)  and documents conta in ing cost 
compar isons,  re imbursement in format ion or other mater ia ls  that  have not been approved through 
the LMR process.

Adding to,  a l ter ing or modi fy ing approved promot ional  or  non-promot ional  mater ia ls ,  such 
as by h ighl ight ing,  delet ing,  edi t ing or adding notes or other mater ia l ,  makes those mater ia ls 
unacceptable for  use.

Any changes to approved mater ia ls  or  changes in the contextual  use of  mater ia ls  must be 
resubmit ted for  approval  by the LMR rev iew process.

Non-Promotional Customer Education Materials

Non-Promotional Customer Educational Materials includes both training materials issued by or on 
behal f  of  Bayer that  is  intended for  educat ion and use by a customer (end-user customers and 
any customer in the sa les channel ) .

Educat ional  or  business mater ia ls  that  are used for  adv isory boards,  invest igator meet ings, 
speaker training, etc., may not be distributed to healthcare professionals who do not attend the meeting. 
All such materials must be approved through LMR prior to distribution or use at these meetings.

Comparative Claims

You may not make comparative or superiority claims without substantial supporting clinical evidence 
prov ided in approved mater ia ls .  Do not compare drug react ions/events f rom package inserts of 
other Bayer pharmaceut ica l  products or  of  compet i tor ’s products. 

32. Materials for External Use



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

138

2017 Policies & Procedures

Bayer permits the d ist r ibut ion among i ts employees,  contractors,  consul tants and agents of  certa in 
educat ional  mater ia ls  that  are intended for  educat ion or to prov ide genera l  business informat ion. 
These mater ia ls  may not,  however,  be used external ly  (e.g. ,  to promote,  d iscuss or reference Bayer’s 
pharmaceut ica l  products) ,  un less speci f ica l ly  approved for  such use.

In cases where a fu l l  LMR rev iew is not requi red under th is pol icy,  at  any t ime Legal  can request a fu l l 
LMR rev iew i f  the Legal  rev iewer bel ieves such rev iew is warranted.

Communications and Materials to Sales Force

Educational or business materials that are to be used for internal purposes only must be clearly 
marked with language such as “STOP: For your educat ional  use only,  conf ident ia l  and propr ietary 
in format ion,  not to be d ist r ibuted external ly.”  I t  is  the obl igat ion of  every Bayer employee, 
contractor,  consul tant  or  agent prov id ing serv ices to or  on behal f  of  Bayer to ensure that 
any d ist r ibuted mater ia l  is  c lear ly  marked in th is manner,  inc luding any mater ia l  forwarded by 
e lectronic mai l .  Documents marked for  internal  use only are not to be d ist r ibuted to or  d iscussed 
with customers.

Non-Promot ional  Internal  Tra in ing Mater ia ls  mean any t ra in ing mater ia ls  for  Bayer Radio logy 
internal  personnel  issued by or on behal f  of  the company prov ided that  i t  does not support  or 
encourage the prescr ipt ion,  supply,  sa le,  lease,  l icense, admin ist rat ion,  or  consumpt ion or use 
of  i ts  products.  Non-Promot ional  Internal  Tra in ing Mater ia ls  inc lude but are not l imi ted to t ra in ing 
for  internal  personnel  re lat ing to 1)  the serv ice of  our equipment,  2)  the technica l  aspects of 
the equipment,  3)  sk i l ls-based sales t ra in ings and 4)  internal  procedures or protocols.  Non-
Promot ional  Internal  Tra in ing mater ia ls  do not requi re LMR rev iew.

Sharing of Information Gathered from Publicly available sources for Educational Purposes 
(in Accordance with Copyright Restrictions)

Subject to the process below, information gathered from the public domain may be shared among 
Bayer employees,  contractors,  consul tants,  and agents (e.g. ,  wi th in the sa les force,  f rom 
representat ive to representat ive,  representat ive to manager,  or  manager to representat ive) . 
Examples of  industry re lated informat ion gathered f rom the publ ic domain inc lude:

	 •	Competitive	intelligence	(e.g.,	revised	package	inserts	for	competitive	products,	press	
  re leases regarding new data or studies on compet i t ive products) ;

	 •	Industry	or	product	related	news	or	information	from	the	press	(e.g.,	newspapers,	
  magazines,  on- l ine news serv ices,  P ink Sheet,  industry publ icat ions,  medical  journals, 
  medical  text  books) ;

	 •	Consumer	advertisements	(e.g.,	newspaper	ad);	and

	 •	Recall	notices.

I f  a Bayer employee or manager shares informat ion with other Bayer employees,  contractors, 
consul tants,  or  agents gathered f rom the publ ic domain,  he/she cannot interpret  or  analyze the 
informat ion in any way. The party forwarding the informat ion must inc lude a d isc la imer such as: 
“STOP: For your educat ional  use only.  Not to be used as a promot ional  i tem.”

Informat ion gathered f rom the publ ic domain must be forwarded for  Legal ,  Medical ,  Regulatory 
rev iew before i t  is  d isseminated. Together,  these departments wi l l  formulate appropr iate 
educat ional  mater ia ls  for  the f ie ld.
 

33. Materials for Internal Use Only
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I f  anyone (such as a physic ian,  pharmacist ,  heal thcare profess ional  or  indiv idual  f rom a buying group 
or pat ient  group) asks an unsol ic i ted quest ion about off- label  uses of  Bayer pharmaceut ica ls products, 
you must d i rect  that  person to Medical  Communicat ions for  a phone discussion or to a Medical 
Science L ia ison for  an in-person meet ing.  You may nei ther answer these quest ions nor sol ic i t  th is type 
of  inqui ry.

Procedures

If a discussion of, or question about, an unapproved (“off-label”) use is initiated by anyone outside 
Bayer,  the Bayer employee, contractor,  consul tant ,  or  agent must advise the inqui rer  that  Bayer 
pol icy prohib i ts them from discussing off- label  uses.  The employee, contractor,  consul tant ,  or 
agent must:

	 •	Refer	the	inquiry	to	Medical	Communications	by	providing	to	the	requestor	the	telephone	
  or  te lefax number of  Medical  Communicat ions:  1-888-84BAYER (1-888- 842-2937);  or

	 •	Complete	a	Professional	Inquiry	Request	(PIR)	form,	include	the	name,	address	and	
  s ignature of  the request ing heal thcare profess ional ,  a descr ipt ion of  the informat ion being 
  requested and the method by which the heal thcare profess ional  wishes to receive the 
  in format ion,  then t ransmit  the PIR form to Medical  Communicat ions for  processing of  the 
  request.

Sales/market ing personnel  may not d i rect ly  contact Medical  Science L ia isons or Medical 
Di rectors regarding requests for  in format ion on unapproved uses of  Bayer products.  Medical 
Communicat ions wi l l  prov ide informat ion d i rect ly  to the requestor or  deploy a Medical  Science 
L ia ison in accordance with appl icable Medical  Affa i rs pol ic ies and procedures.  No discussions 
can take p lace in a publ ic forum perta in ing to unapproved uses of  Bayer’s pharmaceut ica l 
products.

Additional Guidance

Soliciting Discussion: It is against Bayer policy fora sales consultant to ask leading questions 

intended to encourage discussion of  unapproved uses (e.g. ,  “What was new at ASCO?”) .  Bayer 
representat ives may not encourage or part ic ipate in “off- label”  d iscussions at  events such as 
physic ian speaker programs or “p lant”  quest ions in the audience that  are l ike ly  to lead to off- label 
d iscussion.

Budgets or  quotas:  Budgets or  quotas must not be designed or construed to encourage off- label 
promot ion.  Budgets and quotas can proper ly  account for  a l l  phys ic ian use of  a product,  inc luding 
off- label  use.  However,  you cannot generate or  t ry to generate such sa les by off- label  promot ion.

Medical  Science L ia isons (MSLs) :  MSLs may respond to unsol ic i ted requests f rom heal thcare 
profess ionals to d iscuss unapproved uses of  Bayer products to the extent permit ted by the 
Medical  Affa i rs Guidel ines.  MSLs, however,  may not promote Bayer products for  unapproved uses 
nor may MSLs serve as surrogates for  sa les consul tant  efforts to e l ic i t  “unsol ic i ted” inqui r ies f rom 
Heal thcare profess ionals.

Requests for  Non-Approved Mater ia ls :  Requests f rom heal thcare profess ionals or  other Bayer 
customers for  product samples for  off- label  uses,  non-promot ional  mater ia ls ,  mater ia ls  d iscussing 
off-  label  uses,  or  mater ia ls  that  are not approved for  promot ion must be d i rected to Medical 
Communicat ions or a Medical  Science L ia ison. You may not sol ic i t  th is type of  request or  inqui ry 
nor prov ide such informat ion.

34. Inquiries About Off-Label Uses of Bayer Products
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Inquiries about Equipment Setup

Bayer representatives may receive inquiries from healthcare professionals regarding the set up and 
use of  Bayer Radiology device equipment. Bayer personnel may provide instruct ions on how to set 
up and use Bayer device equipment consistent with the equipment’s labeled instruct ions for use.

Quest ions relat ing to technique or other quest ions that are not covered in the labeled instruct ions 
for use cannot be answered by the representat ive and must be referred to Medical Communicat ions 
by providing to the requestor the telephone or te lefax number of  Medical  Communicat ions: 
1-888-84BAYER (1-888- 842-2937)

The Cl in ica l  Science and Regulatory Affa i rs and Medical  Affa i rs Department wi l l  then prov ide 
appropr iate in format ion d i rect ly  to the requestor.  Bayer sa les representat ives must not prov ide 
instruct ion on, or  answer any quest ions concern ing,  off- label  uses of  Bayer Radio logy dev ice 
equipment.
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Al l  Bayer employees,  agents and contractors,  are responsib le for  ensur ing that  any informat ion re lat ing 
to safety of  our products,  regardless of  the causal i ty/re latedness or ser iousness of  the event to the 
product,  is  re layed to GPV-US with in 24 hours af ter  the employee, agent or  contractor becomes aware 
of  the informat ion.

The fo l lowing informat ion should be reported:

	 •	Adverse Event (AE) – any untoward medical occurrence in a patient or clinical trial subject 
  admin istered a medic ina l  product and which does not necessar i ly  have a causal 
  re lat ionship wi th th is t reatment.

	 •	Product Technical Complaint (PTC) is any report received from a third party (written, 
  e lectronic or  verbal  communicat ion)  about a potent ia l  or  a l leged fa i lure of  a Bayer product 
  in  i ts  qual i ty  ( inc luding the ident i ty,  durabi l i ty,  re l iab i l i ty,  safety,  eff icacy or per formance) 
  or  is  suspected to be counter fe i t .  The compla int  may or may not represent a potent ia l  r isk 
  to the customer.

	 •	Device Complaint (DC) - Any written, electronic, or oral communication that alleges 
  def ic iencies re lated to the ident i ty,  qual i ty,  durabi l i ty,  re l iab i l i ty,  safety,  effect iveness,  or 
  per formance of  a Bayer dev ice af ter  i t  is  re leased for  d ist r ibut ion.

When report ing safety re lated informat ion,  i t  is  important to obta in the fo l lowing:

	 •	Identifiable	Patient	(e.g.,	gender,	age	or	age	range,	DOB,	patient	initials,	name,	etc.)

	 •	Description	of	the	AE/PTC/DC	(try	to	use	the	reporter’s	exact	words	as	much	as	possible)

	 •	Bayer	product	(including	lot	#	if	available)

	 •	Reporter	information	(e.g.,	Patient,	Nurse,	Physician,	etc.)	There	are	several	options		 	
  ava i lab le to report  an AE/PTC/DC:

For AE:     For DC/PTC:
Phone: 1-888-842-2937   Phone: 1-888-842-2937
E-Mai l :  DrugSafety.GPV.US@Bayer.com E-Mai l :  MPS.Bayer@Bayer.com 
Facsimi le:  1-973-709-2185   Facsimi le:  1-973-305-3565

For Radiology:

For prescription drug products, information must be provided to the Medical Communications 
Department at  1-888-842- 2937. Reports involv ing dev ice products should be d i rected to the 
Compla int  Handl ing Department at  1-800-633-7231. For both drug and medical  dev ice product 
reports,  the informat ion can a lso be emai led to the drug safety report ing emai l  box: 
DrugSafety.GPV.US@bayer.com .

In addi t ion,  the employee, contractor,  consul tant ,  or  agent should prov ide h is/her own contact 
in format ion inc luding date and t ime they were f i rst  not i f ied about the report ,  in the event that 
GPV-US needs to fo l low up to obta in addi t ional  in format ion.

 

35. ADVERSE EVENTS/PRODUCT TECHNICAL COMPLAINTS/DEVICE   
 COMPLAINTS INVOLVING BAYER PRODUCTS
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any t ransfer 
of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l  must 
be reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s, 
contractor’s,  consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data 
to appl icable Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

Al l  research and c l in ica l  studies supported by Bayer must promote leg i t imate research goals. 
Bayer may enter  into an arrangement to sponsor or  author ize c l in ica l  research or c l in ica l  studies 
for  the purpose of  developing c l in ica l  in format ion concern ing Bayer pharmaceut ica l  products and/
or Bayer-supported research re lated to the d iagnosis and t reatment of  condi t ions or d iseases, 
prov ided that  the c l in ica l  in format ion sought is  reasonably necessary to achieve a commercia l ly 
reasonable business purpose. Support  for  any research or study cannot be prov ided with the 
requirement or  expectat ion that  Bayer’s support  wi l l  induce or encourage the prescr ipt ion, 
purchase, order,  referra l ,  use,  or  recommendat ion of  Bayer’s pharmaceut ica l  products.  Any 
research or study supported by Bayer must be conducted pursuant to a wr i t ten agreement 
approved by the Law, Patents and Compl iance Department that ,  at  a min imum, inc ludes:

	 •	A	statement	of	the	research	objectives;

	 •	An	outline	of	the	research	protocol;

	 •	A	written	budget	detailing	the	financial	and	other	support	to	be	provided	by	Bayer	U.S.		  
  Pharmaceut ica ls;  and

 •	A	requirement	for	data	to	be	provided	periodically	and,	where	applicable,	a	final	written	report.

Payments for  c l in ica l  or  research studies must represent fa i r  market va lue.  I t  is  not appropr iate 
for  Bayer to pay a c l in ica l  invest igator compensat ion that  is  based on, or  re lated to,  the past, 
present or  future volume or va lue of  business generated di rect ly  or  indi rect ly  for  Bayer by that 
c l in ica l  invest igator or  h is or  her col leagues.

Agreements to fund c l in ica l  t r ia l  or  research may const i tute an Interact ion with Focus 
Arrangements ( Interact ion with HCPs and HCOs).  An agreement to fund c l in ica l  research or 
c l in ica l  studies must be considered an Interact ion with Focus Arrangements ( Interact ion with 
HCPs and HCOs) i f  the intended rec ip ient  of  the funds, such as a hospi ta l  or  research s i te, 
is  an actual  or  potent ia l  source of  sa les or  referra ls of  Bayer’s pharmaceut ica l  products.

Sales and Market ing may not be involved di rect ly  or  indi rect ly  in the se lect ion of  potent ia l  s i tes 
for  c l in ica l  studies.

Law, Patents and Compliance Review of Focus Arrangements (Interaction with HCPs and HCOs)

For all requests for clinical research or study support that are interactions with HCPs and HCOs, the 
Law, Patents and Compl iance department must ver i fy  that  the agreement conta ins a cert i f icat ion 
by the part ies that  the part ies shal l  not  v io late the Ant i -Kickback Statute wi th respect to the 
per formance of  act iv i t ies re lated to the arrangement.

The Law, Patents and Compl iance Department evaluates whether the proposed arrangement 
sat is fy the requirements of  the Ant i -Kickback Statute and assesses compl iance with re levant Safe 
Harbor (s ) .  The rev iewing attorney must document that  th is assessment was conducted, h is/her 
name, and the date the assessment was conducted.

36. Clinical Research and Clinical Study Support



Confidential: Proprietary Information   For Internal Use Only
Pharmaceuticals Compliance Policies and Procedures August 2017

143

2017 Policies & Procedures

The Law, Patents and Compl iance Department a lso conf i rms that  the proposed payment 
represents fa i r  market va lue.  The methodology used to determine fa i r  market va lue wi l l  be 
based on informat ion in a database of  fa i r  market va lues or other sources avai lable to Bayer. 
Any dev iat ion f rom the fa i r  market va lue methodology and the rat ionale for  such deviat ion must 
be approved by the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee)  and 
documented and mainta ined in the Law, Patents and Compl iance Department.

Bayer must send each party to the arrangement a copy of  Bayer Code of  Conduct and Ant i-
Kickback Statute Pol ic ies and Procedures.  These documents may be sent e lectronica l ly  or  by 
hard copy, and can be inc luded as an exhib i t  to the agreement or  sent as separate documents. 

Bayer must document that  these documents were sent.

Law, Patents and Compliance Review

If the approved request for clinical research or clinical study support is not an interaction with HCPs 
and HCOs as determined by the Law, Patents and Compl iance Department,  the Department of 
Moni tor ing & Study Management wi l l  send the approved agreement to the funds rec ip ient  (or 
designated staff  member) .

Third Party Contracts

Bayer may work with third parties who contract with hospitals, research sites, or other entities 
on behal f  of  Bayer.  In order to ensure that  th i rd party contracts comply wi th the Ant i -Kickback 
Statute and Bayer Pharmaceut ica ls Compl iance Pol ic ies and Procedures,  the Law, Patents and 
Compl iance Department wi l l  prov ide a template contract  to use for  the contract ing ent i t ies. 
The rev iewing attorney must assess whether the proposed arrangement compl ies wi th the Ant i -
Kickback Statute and assess compl iance with re levant Safe Harbor (s ) .  Th is assessment,  the date 
i t  was conducted, and h is/her name must be documented.

The th i rd party contract  must inc lude a maximum value for  the research or c l in ica l  studies 
support  based on informat ion f rom a database of  fa i r  market va lues or other re levant sources. 
The contract  prov ided to the th i rd party must conta in a cert i f icat ion by the part ies that  the 
part ies shal l  not  v io late the Ant i -Kickback Statute wi th respect to the per formance of  act iv i t ies 
re lated to the grant.

The th i rd party must send to each party to the arrangement,  in addi t ion to a copy of  the approved 
contract ,  a copy of  the Bayer Code of  Conduct and the Ant i-Kickback Statute Pol ic ies and 
Procedures and document that  these were sent.

When the executed contract  is  returned f rom each party to the contract  specia l is t  f rom the 
Department of  Moni tor ing & Study Management,  the contract  specia l is t  must complete the Focus 
Arrangement Upload Template.  Refer  to Pol icy and Procedure,  Focus Arrangements ( Interact ion 
with HCPs and HCOs),  for  in format ion regarding these Procedures.

Additional Guidance

	 •	Bayer	may	not	seek	to	further	the	pre-approval	or	off-	label	use	of	Bayer	pharmaceutical	
  drug products under the guise of  a less-than-adequate c l in ica l  study.

	 •	Recipients	of	Bayer’s	financial	support	for	clinical	research	and	clinical	studies	must	be	
  made aware,  and the respect ive contract (s )  ref lect ,  that  Bayer reserves the r ight  to audi t 
  the use of  such funds and wi l l  requi re documentat ion,  such as progress reports,  to show t
  hat  i ts  f inancia l  support  has been used proper ly.
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	 •	“Investigators’	Meetings”,	where	researchers	doing	clinical	research	studies	meet	to	
  d iscuss the status of  the i r  research, are not promot ional  events and must not be ut i l ized 
  for  such purposes.  Nei ther Sales nor Market ing personnel  may attend these meet ings.

	 •	Sales	Consultants	and	Marketing	personnel	are	not	permitted	to	approve	the	sponsorship	of	
  any c l in ica l  research or c l in ica l  study.

Proof of Service

The Department of Monitoring & Study Management or Medical Communications Department will retain 
documents conf i rming proof  of  the serv ices prov ided, such as a report  on the c l in ica l  t r ia ls ,  for  a 
per iod of  ten years.

Record Retention

The Department of Monitoring & Study Management or Medical Communications Department will retain 
the payment request package, inc luding the approved SAP Disbursement Requis i t ion/Check 
Request,  for  a per iod of  10 years.

Audit

All clinical research and clinical study agreements are subject to audit by Bayer Internal Audit and 
the Law, Patents and Compliance Department to ensure compliance with this Policy. The government 
(e.g., IRS) may also request to audit/review cl inical research and cl inical study payments.
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The Pat ient  Protect ion and Affordable Care Act,  Sunshine Law prov is ion,  requi res that  any t ransfer 
of  va lue g iven to an HCP, teaching hospi ta l  and/or a l l  employees of  a teaching hospi ta l  must be 
reported to the Centers for  Medicare & Medicaid Serv ices (CMS).  I t  is  each employee’s,  contractor’s, 
consul tant ’s,  and agent’s responsib i l i ty  to report  accurate,  complete and t imely data to appl icable 
Bayer systems, as th is is  the data Bayer wi l l  report  to CMS.

This pol icy descr ibes the appropr iate use of  grants to fund independent invest igator/  inst i tut ion 
in i t iated research that  fosters increased understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues 
that  contr ibute to the improvement of  pat ient  care.  Bayer’s pol icy conforms to the OIG Compl iance 
Program Guidance for  Pharmaceut ica l  Manufacturers,  the PhRMA Code on Interact ions with 
Heal thcare Profess ionals,  the AdvaMed Code of  Eth ics,  ACCME standards for  commercia l  support  and 
other re levant industry guidance.

Requirements of Investigator Sponsored Study Grants

All grants for investigator/institution initiated research provided by Bayer U.S. Pharmaceuticals 
must promote leg i t imate research goals.  Invest igators/ inst i tut ions must be se lected based 
sole ly  on the i r  credent ia ls and the mer i ts of  the i r  research proposals.  Bayer may not prov ide an 
invest igator/ inst i tut ion in i t iated research grant to induce or reward an invest igator for  prescr ib ing, 
recommending, or  purchasing a Bayer product or  to fami l iar ize an invest igator wi th a Bayer 
pharmaceut ica l  product.  E lements of  a bona f ide study inc lude:

	 •	Stated research goals are scientifically sound and can be achieved by the clinical protocol;

	 •	Investigator/institution	and	staff	are	qualified;	and

	 •	Bayer	and/or	the	investigator/institution	intend	to	publish	the	study	or	submit	the	results	to	
  the FDA.

Invest igator/ inst i tut ion in i t iated research grants must not be prov ided di rect ly  to the invest igator 
or  to a pr ivate physic ian pract ice.  Grants must be made only to an ent i ty,  such as a hospi ta l 
or  research fac i l i ty.  A l l  grants to the mi l i tary must be prov ided through the Henry M. Jackson 
Foundat ion for  the Advancement of  Mi l i tary Medic ine (Jackson Foundat ion)  or  s imi lar  th i rd-party 
organizat ions set  up to receive grants on behal f  of  the Department of  Defense.

Involvement of Bayer Personnel

Protocols for Bayer -supported clinical studies must be written primarily by the investigator/
inst i tut ion.  Bayer employees,  contractors,  consul tants,  and agents may not wr i te a protocol  for 
an independent invest igator/ inst i tut ion.  However,  upon request by the invest igator/ inst i tut ion, 
Bayer c l in ica l  or  medical  personnel  may prov ide comments,  adv ice and/or ass istance with 
protocols (e.g. ,  Medical  Affa i rs personnel  may prov ide a protocol  summary out l ine for  use by the 
I IR Grant Review Committee,  as descr ibed below.)

The Invest igator/ Inst i tut ion In i t iated Research (“ I IR”)  Grant Review Committee is  responsib le for  the 
rev iew and approval  of  a l l  invest igator/ inst i tut ion in i t iated research grants wi th in Bayer.  Sales and 
Marketing may not be included in any communication regarding the status of a grant request, 
nor may Sales and Marketing personnel be involved in the provision of a grant.  Sales and 
market ing personnel  must not:

	 •	Select	or	recommend	recipients;

	 •	Discuss	Bayer’s	provision	of	investigator/institution	initiated	research	with	a	customer	or	
  assure a customer about part ic ipat ion in a prospect ive study;

	 •	Discuss	ideas	for	potential	research	protocols	with	customers;	or

	 •	Assist	in	drafting	a	research	protocol.

37. Investigator/Institution Initiated Research (IIR)
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Sales and Market ing may not be involved di rect ly  or  indi rect ly  in the se lect ion of  potent ia l  s i tes 
for  invest igator/ inst i tut ion in i t iated research.

I f  Sales and Market ingpersonnelareapproachedbyacustomerorpotent ia l invest igator/  inst i tut ion 
regarding a grant, they must direct the customer to the website:  https://sir ius.bayer.com/IIRv3-
Bayer-Prod/  and/or the customer service telephone number (1-888-84-Bayer or 1-888-842-2937).

Disclosure of Bayer Support
Al l  publ icat ions which re late to or  resul t  f rom research supported in whole or  in part  by a grant or 
other f inancia l  support  f rom Bayer must accurate ly d isc lose Bayer’s f inancia l  support .

Unacceptable Investigator/Institution initiated Research Grants

A grant is  not permitted  i f  i t  is  any one  of  the fo l lowing:

	 •	Intended	as	a	price	term,	or	offered	in	lieu	of	a	price	concession;	or

	 •	Intended	to	encourage	off-label	use;	or

	 •	Contingent	on	the	purchase	or	recommendation	of	Bayer	products;	or

	 •	Intended	to	encourage	the	investigator/institution	to	order,	prescribe,	or	recommend	Bayer	
  pharmaceut ica l  products or  reward or compensate the rec ip ient  for  hav ing done so;  or

	 •	Solely	to	provide	to	fund	salaries	of	hospital	nurses,	residents,	or	other	healthcare	
  profess ionals,  or  rout ine administrat ive costs;  or

	 •	Provided	to	pay	for	activities	that	should	be	covered	by	fee-for-service	contracts	as	
  descr ibed in Pol icy and Procedure,  “Fee-For-Serv ice Arrangements;”  or

	 •	Not	submitted	through	the	Bayer	website.

Grants for  c l in ica l  t r ia ls  or  medical  research that  are in i t iated or contro l led by Bayer are not 
considered “ invest igator/ inst i tut ion in i t iated research” for  purposes of  th is pol icy and instead 
must comply wi th Pol icy and Procedure,  “Cl in ica l  Research and Cl in ica l  Study Support .”

Procedures

All  requests  for  grant  funds  for  investigator/institution  initiated  research  must  be submitted to 
the Bayer websi te:  https://sir ius.bayer.com/IIRv3-Bayer-Prod/ .  The in i t ia l  request must:

	 •	Descr ibe	the	purpose/ intended	use	of 	 the	grant	or 	 reference	other	documents	at tached,	
  such as a study protocol ,  or  memo that descr ibes the purpose/ intended use of  the grant.  I t  is 
  not acceptable to l is t  only a gener ic descr ipt ion (e.g. ,  “ invest igator sponsored study”)  as the 
  purpose of  the expense;

	 •	Include	a	budget;	and

	 •	Confirm	that	the	grant	will	be	used	to	support	an	investigator/institution	initiated	research.

Grant Requestor

The investigator/institution (or designated staff member) must electronically input all required grant 
in format ion.  The invest igator/ inst i tut ion is  responsib le for  prov id ing any requested grant-re lated 
documentat ion

Grant Manager Review

A Grant Manager initially reviews the grant request. If the grant request is deemed to be complete, 
wi th in budget and brand plan,  i t  wi l l  be p laced on the agenda for  rev iew by the I IR Grant Review 
Committee at  the next scheduled meet ing.
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I f  the Grant Manager,  af ter  at tempt ing to obta in appropr iate documentat ion,  f inds the request 
incomplete,  he/she wi l l  in form the requestor that  the request is  being denied due to insuff ic ient 
documentat ion.

Grant Review Committee

The Grant Review Committee is comprised of members from Medical Affairs, Medical Operations, 
F ie ld Medical  Affa i rs,  and Law, Patents and Compl iance. Sales and Market ing personnel  do not 
part ic ipate in the Grant Review Committee.

The Grant Review Committee rev iews grant requests f rom a sc ient i f ic ,  educat ional ,  regulatory and 
legal  perspect ive consistent wi th the fo l lowing:

	 •	Each	Committee	member	certifies	that,	to	the	best	of	his/her	knowledge,	there	are	no	
  legal  or  compl iance issues that  would prohib i t  Bayer’s approval  of  the grant request (e.g. , 
  no conf l ict  wi th government or  industry guidel ines or Compl iance Pol ic ies and 
  Procedures) .

	 •	The	grant	will	support	medical	research	or	other	activities	that	foster	increased	
  understanding of  sc ient i f ic ,  c l in ica l ,  or  heal thcare issues that  contr ibute to the 
  improvement of  pat ient  care.

	 •	The	request	is	within	the	budget	for	each	therapeutic	area.

	 •	The	request	is	aligned	with	Bayer’s	strategy	and	therapeutic	focus.

I f  the Grant Review Committee needs addi t ional  in format ion in order to determine whether to 
approve the grant request,  i t  wi l l  approve,  re ject ,  or  table the request in ant ic ipat ion of  receipt  of 
fur ther c lar i f icat ion or in format ion in conformance with these Pol ic ies and Procedures.  Approval 
of  the request requi res consensus among the vot ing members present at  the Grant Review 
Committee meet ing.

Law, Patents and Compliance Review of Arrangement

The Law, Patents and Compliance attorney participating on the Grant Review Committee must verify 
that  the agreement conta ins a cert i f icat ion by the part ies to the arrangement that  the part ies 
shal l  not  v io late the Ant i -Kickback Statute wi th respect to the per formance of  the interact ion with 
HCPs and HCOs.

The attorney a lso evaluates whether the proposed arrangement sat is f ies the requirements of 
the Ant i -Kickback Statute and assesses compl iance with re levant Safe Harbor (s ) .  Th is rev iew/
assessment,  the date i t  was conducted, and who conducted i t ,  must be documented.

The Law, Patents and Compl iance Department conf i rms that  the proposed amount of  grant 
funds represents fa i r  market va lue.  The methodology used to determine fa i r  market va lue wi l l  be 
based on informat ion in a database of  fa i r  market va lues or other re levant sources avai lable to 
Bayer.  Any dev iat ion f rom the fa i r  market va lue methodology and the rat ionale for  such deviat ion 
must be approved by the V ice Pres ident and Head, U.S. Off ice of  Compl iance (or  designee)  and 
documented and mainta ined in the Law, Patents and Compl iance Department.

I f  the rev iewing attorney is  not present at  the Grant Review Committee meet ing,  the attorney may 
conduct the required rev iew at  a later  date.  However,  th is rev iew must be completed before the 
grant is  approved and before payment is  made.
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Grant Manager Post-Meeting Documentation

The Meeting Summary will be prepared for each Grant Review Committee meeting. The Meeting 
Summary wi l l  inc lude whether or  not the grant request was: 1)  approved ( indicat ing amount ) ;  2 ) 
re jected; or  3)  tabled for  receipt  of  fur ther c lar i f icat ion or in format ion or for  fur ther d iscussion.

I f  approved, a let ter  document ing the Grant Review Committee’s decis ion wi l l  be prov ided to the 
requestor (or  inst i tut ion- designated staff  member)  by the Grant Manager fo l lowing the meet ing. 
The Grant Manager is  responsib le for  updat ing the e lectronic system with the decis ion.

The Grant Manager or  other Bayer employee must send the grant rec ip ient ,  a long with the 
approved agreement,  a copy of  Bayer’s Code of  Conduct wi th the Ant i -Kickback Statute Pol ic ies 
and Procedures attached. These documents may be sent e lectronica l ly  or  by hard copy, and can 
be inc luded as an exhib i t  to the agreement or  sent as separate documents.

Proof of Service
The Grant Manager,  or  other Bayer employee, must conf i rm that the serv ices and/ or  del iverables of 
the grant were per formed and/or del ivered. Acceptable proof  of  per formance inc ludes c l in ica l  data, 
a report  of  c l in ica l  t r ia l  resul ts,  or  a publ icat ion conta in ing such resul ts.  The agreement must permit 
Bayer to obta in proof  of  serv ice.

Record Retention
The Medical Affairs Department wi l l  retain the payment request package for a per iod of 10 years. Proof 
of performance documents are retained electronical ly by the Grant Manager for a per iod of 10 years.

Audit
Al l  grants,  inc luding invest igator sponsored grants,  are subject  to audi t  by Bayer Internal  Audi t 
and the Law, Patents and Compl iance Department to ensure compl iance with these pol ic ies.  The 
government (e.g. ,  IRS) may a lso request to audi t / rev iew grant payments.
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I t  is  Bayer’s pol icy to report ,  complete ly and accurate ly,  cost,  pr ice and sa les in format ion about 
Bayer’s pharmaceut ica l  products to the extent requested by any federa l  and/or state government 
ent i ty  re lat ing to a government heal thcare program and, as appropr iate,  to any pr ivate pr ice report ing 
ent i ty.  Bayer mainta ins deta i led desktop standard operat ing procedures (“SOP”)  in the Contract ing 
Department for  ca lcu lat ing:

	 •	Medicaid	Best	price	(“BP”)

	 •	Medicaid	Average	Manufacturer	Price	(“AMP”)

	 •	Medicare	Average	Sales	Price	(“ASP”)

	 •	Non-Federal	Average	Manufacturer	Price	(“Non-FAMP”)

	 •	Federal	Ceiling	Price

	 •	Public	Health	Service	(“PHS”)	Price

These desktop procedures are updated per iodica l ly  to ref lect  changes in the statutes,  regulat ions 
or guidance issued by the Centers for  Medicare and Medicaid Serv ices (CMS),  the Department of 
Veterans Affa i rs or  other re levant agencies.  For fur ther in format ion on these SOPs, contact the Law, 
Patents and Compl iance Department or  Contract ing Department.

Definitions

Government Healthcare Program – Any plan or program that provides health benefits and is funded, 
in whole or  in part ,  by the federa l  government or  the states.  Examples inc lude: Centers for 
Medicare and Medicaid Serv ices (CMS),  Department of  Veterans Affa i rs,  US Department of  Heal th 
and Human Serv ices Pharmacy Affa i rs Branch, TRICARE, Department of  Defense, Publ ic Heal th 
Serv ice,  and the U.S. Department of  Labor programs.

Pr ice Report ing Ent i ty  – A pr ivate publ isher,  such as Redbook or F i rst  Databank that  col lects 
pr ic ing informat ion and makes such informat ion avai lable to heal thcare profess ionals and 
customers.

General Policy for Reporting Price Information 

All information that Bayer must report or generate, directly or indirectly, about costs, prices 
and sa les in format ion for  Bayer pharmaceut ica l  products for  submiss ion to or  for  use by a 
Government Heal thcare Program or a Pr ice Report ing Ent i ty  must be accurate,  complete and in 
accordance with government laws and regulat ions.

Government pr ice reports are ca lcu lated and submit ted by the Government Contract ing and 
Pr ice Report ing department in accordance with the report ing pol ic ies and procedures for  each 
government program. The Government Contract ing and Pr ice Report ing department mainta ins 
and updates the pol ic ies and procedures in accordance with each government program ru les and 
regulat ions.

Procedures
Completion of Requests for Pricing Information and Submission Process

Any Bayer employee, contractor, consultant, or agent who receives a survey or request for pricing 
informat ion f rom any Government Heal thcare Program or a Pr ice Report ing Ent i ty  must forward 
that  request to the Director of  Government Contract ing and Pr ice Report ing for  complet ion.  In 
addi t ion,  a copy of  a l l  such requests for  pr ic ing informat ion must be sent to the Law, Patents and 
Compl iance Department.  Only the Director of  Government Contract ing and Pr ice Report ing may 
submit  responses for  such survey or request.

38. Price Reporting
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Record Retention

Government Contracting and Price Reporting will maintain copies of all price submissions to any 
agency of  the federa l  or  state government or  Pr ice Report ing Ent i ty  as wel l  as documents (e.g. , 
contracts)  support ing those submiss ions.  A l l  documentat ion re lated to the Pol icy shal l  be reta ined 
in accordance with the Bayer Corporat ion Records Management Pol icy and Records Retent ion and 
Disposal  Schedule.

Questions

Any questions concerning a response to a request for pricing information from a government entity 
or  a Pr ice Report ing Ent i ty  must be d i rected to the Head of  Contract ing or the Law, Patents and 
Compl iance Department.
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Bayer of ten se l ls  i ts  products pursuant to wr i t ten contracts that  l is t  a l l  d iscounts and that not i fy 
the rec ip ient  of  i ts  potent ia l  obl igat ion to report  the arrangement to the government.  A l l  d iscounts, 
rebates,  and other pr ice concessions must be prov ided to customers in a manner consistent wi th 
the d iscount Safe Harbor to the Ant i -Kickback Statute,  as determined by the Law, Patents and 
Compl iance department.  “Side deals” or  pr ice concessions offered outs ide of  wr i t ten contracts, 
whether ora l  or  wr i t ten,  are not a l lowed.

Scope

This policy sets forth the process for reviewing and approving contracts for the purchase of Bayer 
pharmaceut ica l  products as wel l  as associated t rade contracts,  such as Wholesaler  Fee for 
Serv ices Agreements,  Distr ibutor Serv ices Agreements and other t rade agreements.

Discounts are typica l ly  prov ided at  the t ime of  invoice.  Bayer must fu l ly  and accurate ly report 
d iscounts,  i f  known, on the invoice or other statements submit ted to the customer at  the t ime the 
product is  furn ished and inform the customer of  i ts  potent ia l  obl igat ion to report  such discounts 
to payors and insurers.

Rebates  The terms of  any rebate must be f ixed and disc losed in wr i t ing to the purchaser at 
the t ime of  invoice.  A rebate may only be furn ished based upon products actual ly  so ld and 
purchased and may not be paid or  earned pr ior  to the prov is ion and purchase of  the Bayer 
products to which the rebate appl ies wi thout the pr ior  wr i t ten approval  of  the Contract  and 
Pr ic ing Subcommittee (“CPS”)  or  Execut ive Pr ic ing Committee (EPC).  Each rebate paid must 
c lear ly  indicate to the purchaser those Bayer pharmaceut ica l  products to which the rebate is 
to be appl ied.  A rebate on any Bayer pharmaceut ica l  product (s )  may not exceed the sum tota l 
of  the actual  purchase pr ice(s )  for  the Bayer pharmaceut ica l  product (s )  to which the rebate is 
to be appl ied.  Bayer must fu l ly  and accurate ly report  rebates,  i f  known, on the invoice or other 
statements submit ted to the purchaser at  the t ime the product is  furn ished and inform the 
customer of  i ts  potent ia l  obl igat ion to report  such rebate to payors and insurers,  as appropr iate, 
as a reduct ion in pr ice on the Bayer pharmaceut ica l  products purchased. Bayer may only pay 
rebates to customers in the form of  an e lectronic funds t ransfer,  check, product,  or  credi t .

I f  the va lue of  the d iscount,  rebate,  or  other pr ice concession is  unknown at  the t ime the 
contract  is  s igned, Bayer must d isc lose the ex istence of  the pr ice concession in the contract . 
For example,  i f  Bayer offers t iered rebates,  the purchase volume threshold and volume-based 
required to at ta in each t ier  must be d isc losed in the contract .

Administrat ive Fees  I t  is  Bayer’s pol icy to pay administrat ive fees only to non-possession- takers 
such as Group Purchasing Organizat ions (“GPOs”)  and Pharmacy Benef i ts  Managers (“PBMs”) .  In 
order to be excluded f rom pr ices reported to the government,  admin ist rat ive fees must be bona 
f ide,  as def ined in the Medicaid Rebate Statute and, in part icu lar,  must represent fa i r  market 
va lue.  To the extent Bayer is  unable to determine whether an administrat ive fee is  bona f ide,  the 
va lue of  that  fee wi l l  be inc luded as a pr ice concession in pr ices reported to the government.

Bundled Goods  The terms “bundled goods” and “bundl ing” refer  to offer ing a d iscount on one 
product that  is  re lated to sa les of  another product or  d i fferent product strength of  the same 
product, or making the price of one product contingent on the purchase or formulary placement of 
another product or different product strength of the same product. Any discount potential ly involving 
“bundled goods” must be approved in advance and in writ ing by the Executive Pricing Committee.

Free Product I t  is  against  Bayer pol icy to prov ide f ree product as a d iscount or  pr ice term (e.g. , 
“buy 10, get 1 f ree” ) .

39. Reviewing and Approving Customer Contracts
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Procedures
Approval Process

1. The Bayer employee  handl ing  the  account  sends the proposed Request for  Contract  ( “RFC”)   
    to Customer Business Strategies (Market Access)  to rev iew the RFC and conf i rm that:

	 •	A	financial	analysis	has	been	performed.

	 •	The	impact	on	Medicaid	and	340B	pricing	has	been	considered.

	 •	Business	justification	has	been	made.

	 •	Competitive	information	has	been	included.

	 •	Past	performance	and	contract	compliance	has	been	documented.

	 •	The	proposal	matches	the	potential	of	the	customer.

	 •	If	required,	a	deviation	form	detailing	the	need	to	meet-the-competition	or	provide	a	
  Robinson-Patman defense has been f i l led out proper ly  by the Account Manager.

2.  For contracts wi th in “guidel ines” prev iously establ ished by the (EPC) once the above i tems    
    have been rev iewed, Customer Business Strategies presents the proposed custom contract  to 
    the Director of  Contract ing which wi l l  conf i rm that the above cr i ter ia are met.

3.  As determined by the Director of  the Contract ing funct ion,  a “custom contract”  is  a proposed 
    RFC that does one of  the fo l lowing:

	 •	Deviates	from	but	does	not	exceed	current	contracting	guideline	discounts;

	 •	Requires	a	material	change	from	Bayer’s	standard	legal	language	(addition,	revision,	or	
  de let ion of  standard language) ,  as determined by the Law, Patents and Compl iance 
  Department;

	 •	Appears	to	conflict	with	product	and/or	approved	market	strategies;	or

	 •	Significantly	impacts	or	changes	the	intent	of	the	approved	strategy.

4. The Director of  the Contract ing or designee funct ion presents any custom contract  wi th 
    appl icable just i f icat ion to the CPS which is  composed of :

	 •	Director,	Controlling	Director	or	designee;

	 •	Director	of	Contract	Generation	or	designee;

	 •	Director,	Customer	Business	Strategies	or	designee;	and

	 •	Law,	Patents	and	Compliance	Department.

RFCs involv ing agencies of  the federa l  government or  state supplementa l  rebates are prov ided to 
Government Pr ic ing and Report ing.  Such contracts fo l low the procedures out l ined in th is pol icy, 
wi th Government Pr ic ing and Report ing per forming the funct ions of  the Customer Business 
Strategies Group descr ibed in th is pol icy.

The CPS rev iews the custom contract  and recommends rev is ion,  re ject ion,  or  approval  of  the 
custom contract .  As part  of  i ts  considerat ion of  a requested contract ,  the CPS representat ive 
from the Law, Patents and Compl iance Department wi l l  consider the appl icabi l i ty of Robinson-
Patman. Director of Contract Generat ion or designee should provide to reviewing attorney 
documentat ion ref lect ing the basis and rat ionale for FMV.  The CPS may act upon a custom 
contract by e-mai l .  The Director of Contract ing or the CPS representat ive from the Law, Patents 
and Compl iance Department may request that a custom contract proposal be reviewed by the EPC.
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5. A custom contract  requi res addi t ional  approval  by the EPC when i t  has the potent ia l  to exceed 
    a prev iously approved Medicaid best pr ice for  a product,  i f  the va lue of  the proposal  exceeds 
    $5 mi l l ion,  i f  there is  not unanimous CPS approval ,  i f  a new contract ing strategy is  proposed 
    or  as otherwise required by the EPC. The EPC members inc lude:

	 	 •	V ice	Pres ident, 	Law and Patents 

	 •	Vice	President,	Regional	Finance	and	Controlling	

	 •	Senior	Vice	President,  Market Access 

Requests that  are approved by the EPC are subsequent ly  forwarded to the Pres ident and Chief 
Execut ive Off icer  who may e i ther approve the EPC’s act ions or return the proposed contract  for 
the EPC’s reconsiderat ion.

6.  Once a contract  has been approved as out l ined above, a copy is  returned to the Bayer  
    employee handl ing the account to prov ide to Law, Patents and Compl iance for  rev iew. 
    The contract  must conta in:

	 •	A	certification	by	the	parties	that	the	parties	shall	not	violate	the	Anti-	Kickback	Statute	
  wi th respect to the per formance or act iv i t ies re lated to the contract .

	 •	Where	applicable,	Contracting	must	send	the	customer	a	copy	of	Bayer	Code	of	Conduct	
  and Ant i-Kickback Statute Pol ic ies and Procedures or inc lude a hyper l ink to save in the 
  contract . 

Awarding the Contract

Bayer’s general policy is not to backdate contracts. The effective date for a contract for the purchase 
of  Bayer pharmaceut ica l  products may not be ear l ier  than the day on which a l l  mater ia l  business 
terms are agreed upon by both of  the part ies and are contemporaneously documented. 
Mater ia l  business terms inc lude product pr ic ing and pr ice concessions ( inc luding any rebate 
requirements) ,  the va lue of  admin ist rat ive or  serv ice fees and the under ly ing serv ices to be 
per formed, or  otherwise as may be re levant to the speci f ic  agreement.  Bayer’s agreement to any 
business term must be consistent wi th re levant contract  guidel ines and approval  requi rements 
that  may be in effect .

On rare occasions genera l ly  re lated to extensive contract  negot iat ions,  Bayer,  wi th the approval 
of  Law, Patents and Compl iance department,  may determine that  there is  a need to have an 
effect ive date pr ior  to the date of  agreement as to a l l  mater ia l  business terms. Circumstances 
under which such an effect ive date may be permiss ib le inc lude amendments to correct  an error 
conta ined in the or ig ina l  agreement or  to avoid confus ion as to the part ies’  or ig ina l  intent,  de lays 
resul t ing f rom administrat ive processes,  or  the need to replace a damaged or miss ing document.
Prov ided a l l  mater ia l  business terms are agreed upon by the part ies and contemporaneously 
documented, fur ther negot iat ions concern ing legal  and non- mater ia l  i tems may cont inue pr ior  to 
the f ina l  execut ion of  the contract ,  wi thout delay ing the effect ive date.  Unless express ly approved 
in wr i t ing by the Director of  Contract ing and the Law, Patents and Compl iance Department,  no 
contract  may have an effect ive date more than n inety days pr ior  to the date of  execut ion by 
Bayer.  Any dev iat ions f rom th is pol icy must be approved by the V ice Pres ident and Head, U.S. 
Off ice of  Compl iance (or  designee)  and documented and mainta ined in the Law, Patents and 
Compl iance Department.

Under no c i rcumstances may a contract  be backdated in order to prov ide retroact ive pr ice 
concessions or other preferent ia l  terms not inc luded in the or ig ina l  agreement.
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Proof of Service

Information confirming proof of product shipment and payment of rebates is maintained by Contracting 
either in a database (e.g., Vistex) or in hard copy, as appropriate. Contracting also maintains 
copies of proof of service related to dispensing data, administrative fees, inventory management 
agreements, or other service fees included in contacts for product purchase for a period of 10 years

Record Retention

The Contracting Department will maintain copies of all contracts and related documentation (e.g., 
pr ice concessions,  rebate payments,  chargeback informat ion)  for  10 years f rom the date any of 
the informat ion is  used in a government pr ic ing submiss ion.




