From: Marsha Walker

Office of the Inspector General

The Ingpector Generd's office told me that giving of formula discharge bags,
accepting money from formula companies to give these out and use the formula
exclusvely, etc could implicate the federd anti-kickback statute as it

applied to Medicaid mothers and babies. This may prevent reambursement from
Medicaid, if Medicaid mothers are recelving any of the gifts or are subjected to trestment
or care biased as aresult of the kickback. In order to remove these bags
totaly, not just take out the formula sample you have to look to seeif the
hospital has a contract with the formula company to do this. Then gtart with
acommittee or group who collects the data on the harm to breastfeeding from
this practice. The Cochrane Reviews show that exclusve breaestfeeding is
decreased at dl times measured between 0-6 monthsin the presence of the
commercid bag, with or without formula. Other data shows that WIC mothers
are 6 timeslesslikely to be breastfeeding at 7-10 daysin the presence of

the bags. Check with the hospital's Corporate Compliance officer to see if
accepting bribes violates any compliance rules. Run this by the ethics
committee, risk management, and your hospital's CEO/president. Offer an
dternative discharge bag. Just afew ideas! Call me at 781 893-3553if you
need more help.

Marsha Waker

Notes from phone conversation with Marsha Waker:

We should contact:
Ethics committee
Is the hospital acting ethicaly for Signing an exclusive contract and taking a bribe
(money for education fund) to market a formula company’s product?
Cor porate Compliance
Check with Corporate Compliance officer to see if accepting bribes violates any
compliance rules
Risk Management
Liable for damage for usng ANY formula (cite risks of formula)
-Need to know high risk of hospita being sued
-Especidly with LIPIL
-Not being informed their baby received “experimenta” LIPIL
formula
Recdlson formula
-We don't track numbers
-What if formulawe hand out in digper bagsis recdled and a baby gets Sck?
-The hospita would be ligble
-Cite recent recdls
Area Pediatricians
Ask dl area pediatricians whether any sde effects have been reported from their patients




-Lipil Sde effects
-Massve explosve diarrhea
President/CEO
Needs to know what is going on
Mission Statement
Does this practice support our mission statement?

Ideasfor other funding of L actation Department
Get Lactation Department put under community education
-When negotiating contracts with the insurance companies
-Add reimbursable charges for in-patient LC vigts
-Outpatient consults
-Boutique (state how it would be cost-€effective to help self-support Lactation
Department)
-Rotary Club, Lions Club may help fund department
-Junior League to help fund “ breastfeeding friendly” discharge bags
-Marketing to help with cost of discharge bags as a marketing tool ?

Enfamil Lipil-
Not FDA approved
Ingtitute of Medicine is studying the safety
Investigationd
Mom’s need to know the above, this bypasses parental informed consent
Formularep's switched to this without asking physicians or OB daff
Risk Management needs to know High risk of being sued
-Because of not being informed their baby received “experimentd” formula
Sdeeffects
Massve explosive diarrhea
* All Sde effects have to be reported
We should have areporting form posted in the nursery to report the side effects
-Get form on MEDWATCH
-Mead Johnson' s phone number should also be available for reporting
Hospital needs to track the numbers on back of the formula (cite recent recals)
Mom'’s need to know powder formulais not serile
We should have alist of what to say to mother on the use of formulaand Lipil
-When handing out the digper bags-mom'’ s need to know the risks of formula use

Our god as advocatesis to educate and use the system to achieve these goas. One way to
illugtrate the pervasiveness of formulain your hospitd isto see how many itemsfrom
formula companies you can find. Caculate how many advertisements for formula

amother in your hospital sees and how many for breastfeeding. Make sure you

bring up the issue of guilt. People use this as an excuse to dodge the

issue. Thereis no data that supports the statement thet if we tell mothers

about breastfeeding or the hazards of formulathat they will fed guilty. We

cannot make anyone FEEL guilty. That isan emotion one choosesto fed - like

love, hate, anger.



Good luck

Marsha

| can offer no helpful comments on whether this aggressive type of product
promation is medicaly ethicd. If, however, these products were being paid
for with Medicaid funds, one might successfully argue, under sate law,
(Wis. Stat. sec 49.49) that such congtitutes an unlawful kickback.

William E. Hanrahan

Assgant Attorney Generd
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NABA's webdste:
http://mww.naba-breastfeeding.org
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