3

V.

For the best experience, open this PDF portfolio in
Acrobat 9 or Adobe Reader 9, or later.

Get Adobe Reader Now!



http://www.adobe.com/go/reader


From: Jacobs. Abigail (Abby) C

To: Babich. Michael
Subject: 0-6 yr and 7-11 yr
Date: Tuesday, May 31, 2011 3:24:00 PM

Attachments: 0-6-7-11phth.doc
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			Drug


			System affected


			0-6 yr max exposure to DEP in mg per d


			7-11 yr  max exposure to DEP in mg per d


			0-6 # prescriptions


			7-11 # prescriptions





			 a


			 GI


			   67


			  67


			2600


			11,000





			 b


			cardiac


			     5


			  10


			4500


			  8900





			 c


			antiinflam


			     7


			    7


			  300


			  1300





			 d


			 antibiotic


			     3


			    3


			  140


			  2500





			 e


			CNS


			     7


			    7


			  100


			   900





			 f


			CNS


			    none


			  11


			    none


			     10





			 g


			cardiac


			    none


			    8


			    none


			     50





			 h


			renal


			     5


			    5


			     40


			     60





			 i


			antiviral


			     6


			    8


			     40


			   300





			 j


			pulmonary


			     8


			  10


			       7


			     10





			 k


			CNS


			    none 


			 none


			    none


			none





			 l


			CNS


			    none


			 none


			    none


			none





			m


			CNS


			   none


			 none


			    none


			none








0-6-7-11phth.doc


12-19 yr is same dose as adult






From: Jacobs. Abigail (Abby) C

To: Babich. Michael

Subject: RE: diethyl phthalate

Date: Friday, May 20, 2011 12:07:26 PM
Attachments: phthDEPd.doc

Total diethyl phthalate for a drug= # prescriptions X max daily exposure per person. See new
column in attached table.

Abby

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 11:14 AM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

I need a daily dose per person for each drug/age group, and the number of prescriptions.

Michael A. Babich, Ph.D.

Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 11:03 AM

To: Babich, Michael

Subject: RE: diethyl phthalate

It is total kg per day in the United States. The overall total number of prescriptions is
11,000,000. The number of affected persons is less but not known how much less.

| can give you the max amount per day of diethyl phthalate per person for each drug.
The amount of diethyl phthalate per unit dose varies across the drugs. The exact amount of

diethyl phthalate per drug is proprietary.

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 10:39 AM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

Abby,



mailto:Abigail.Jacobs@fda.hhs.gov
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			Drug


			Therapeutic area


			Total overall DEP g/d in U.S.


			 Total 0-6 yr: DEP g/d in U.S.


			Total 7-11 yr: DEP g/d in U.S.


			Total 12-17 yr: DEP g/d in U.S.


			Max DEP daily exposure per adult patient (mg) 





			a


			GI


			136,000


			170


			760


			6400


			134





			b


			cardiac


			  89,000


			  20


			  90


			  140


			20





			c


			antiinflam


			  17,000


			    2


			  10


			    30


			7





			d


			antibiotic


			    2,500


			    0.5


			     8


			1100


			 3





			e


			CNS


			    1,900


			    0.7


			     0.5


			    70


			19





			f


			CNS


			    1,500


			     none


			     0.15


			      2


			 34





			g


			cardiac


			       850


			     none


			     0.3


			      3


			8





			h


			renal


			      750


			      0.2


			     0.3


			       1


			5





			i


			antiviral


			      280


			      0.2


			     2


			     11


			15





			j


			pulmonary


			         2


			      0.05


			     0.10


			        0.2


			12





			k


			CNS


			          1


			  none  


			none


			        0.04


			22





			l


			CNS


			          1


			  none


			none


			      none


			20





			m


			CNS


			       0.15


			  none


			none


			      none


			4








DEP=diethylphthalate: total use in drugs=250 kg/day



Total diethyl phthalate for a drug= # prescriptions X max daily exposure per person


Max daily exposure per person to diethyl phthalate =max number of pills/day X  amount diethyl phthalate per pill



Worst case



Assumptions:



1. Since there isn’t different dosing information for males and females, and since in many cases the sex is marked as unknown, usage data for males and females have been combined.



2. Where there is a large range of dosing information for the drugs based on the particular indication, for the purpose of this risk calculation, we have used the maximum recommended dose.  The assumption is that the prescription is representative of dosing at the maximum number of pills/day, rather than of the number of dispensed doses. 



3. Since this is the number of prescriptions, and we do not know the “volume” of each prescription, nor the number of refills or number of actual patients, the calculations are based on daily exposure to patients taking the maximum number of pills/day.  



For pediatric use:



4. For pediatric indications, where dosing is calculated by weight, for age 0-6, the weight for a 5 year-old in the 50 percentile has been used ( 18 kg); for age 7-11, the weight for a 10 year-old 0-6 in the 50 percentile has been used ( 32 kg); for age 12-19, the adult dosage has been used.  



The majority of the prescriptions are for adults.  
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I don’t understand the table. This is total kg/d in the U.S.? Can you tell us the
number of prescriptions and the dose?

Thanks,
Mike

Michael A. Babich, Ph.D.

Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 8:19 AM

To: Babich, Michael

Subject: diethyl phthalate

Hi Mike,

Attached is a table of diethyl phthalate exposure from pharmaceuticals. | hope this is
something you can use for your exposure estimates.

If you want the information broken out some other way (that is releasable), please let me
know. Also could you please send a more formal request to me and CDER/FDA for this
information for our records.

Thanks,
Abby

301-796-0174

**xx*111 Unless otherwise stated, any views or opinions expressed in this e-mail
(and any attachments) are solely those of the author and do not necessarily
represent those of the U.S. Consumer Product Safety Commission. Copies of
product recall and product safety information can be sent to you automatically
via Internet e-mail, as they are released by CPSC. To subscribe or unsubscribe to
this service go to the following web page: https://www.cpsc.gov/cpsclist.aspx

FxFxx]]






From: Jacobs. Abigail (Abby) C

To: Babich. Michael
Subject: RE: diethyl phthalate
Date: Friday, May 20, 2011 11:02:55 AM

It is total kg per day in the United States. The overall total number of prescriptions is 11,000,000. The
number of affected persons is less but not known how much less.

| can give you the max amount per day of diethyl phthalate per person for each drug.

The amount of diethyl phthalate per unit dose varies across the drugs. The exact amount of diethyl
phthalate per drug is proprietary.

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 10:39 AM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

Abby,

I don’t understand the table. This is total kg/d in the U.S.? Can you tell us the number of
prescriptions and the dose?

Thanks,
Mike

Michael A. Babich, Ph.D.
Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 8:19 AM

To: Babich, Michael

Subject: diethyl phthalate

Hi Mike,

Attached is a table of diethyl phthalate exposure from pharmaceuticals. | hope this is something
you can use for your exposure estimates.

If you want the information broken out some other way (that is releasable), please let me know.
Also could you please send a more formal request to me and CDER/FDA for this information

for our records.

Thanks,



mailto:Abigail.Jacobs@fda.hhs.gov

mailto:MBabich@cpsc.gov



Abby

301-796-0174

****%*111 Unless otherwise stated, any views or opinions expressed in this e-
mail (and any attachments) are solely those of the author and do not
necessarily represent those of the U.S. Consumer Product Safety Commission.
Copies of product recall and product safety information can be sent to you
automatically via Internet e-malil, as they are released by CPSC. To subscribe
or unsubscribe to this service go to the following web page:
https://www.cpsc.gov/cpsclist.aspx *****111






From: Jacobs. Abigail (Abby) C

To: Babich. Michael
Subject: RE: diethyl phthalate
Date: Friday, May 20, 2011 12:43:05 PM

Prescription data is from a proprietary source, but we are not identifying the drugs and | have
permission to use. The number of prescriptions can be calculated from the table. Drugs cannot be
identified any further because then the amount of phthalate per unit dose can be calculated. The
amount of phthalate per unit dose is proprietary ( can go to jail). Not all formulations of the various
drugs listed have any phthalate in them. The table includes only those with diethyl phthalate as of
20009.

Abby

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 12:20 PM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

Is the number of prescriptions classified?

Michael A. Babich, Ph.D.

Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 12:07 PM

To: Babich, Michael

Subject: RE: diethyl phthalate

Total diethyl phthalate for a drug= # prescriptions X max daily exposure per person.
See new column in attached table.

Abby

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 11:14 AM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

I need a daily dose per person for each drug/age group, and the number of
prescriptions.
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Michael A. Babich, Ph.D.

Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 11:03 AM

To: Babich, Michael

Subject: RE: diethyl phthalate

It is total kg per day in the United States. The overall total number of prescriptions is
11,000,000. The number of affected persons is less but not known how much less.

| can give you the max amount per day of diethyl phthalate per person for each drug.

The amount of diethyl phthalate per unit dose varies across the drugs. The exact amount
of diethyl phthalate per drug is proprietary.

From: Babich, Michael [mailto:MBabich@cpsc.gov]
Sent: Friday, May 20, 2011 10:39 AM

To: Jacobs, Abigail (Abby) C

Subject: RE: diethyl phthalate

Abby,

I don’t understand the table. This is total kg/d in the U.S.? Can you tell us the
number of prescriptions and the dose?

Thanks,
Mike

Michael A. Babich, Ph.D.
Chemist

Directorate for Health Sciences

U.S. Consumer Product Safety Commission
4330 East-West Highway, Suite 600
Bethesda, MD 20814

301-504-7253

From: Jacobs, Abigail (Abby) C [mailto:Abigail.Jacobs@fda.hhs.gov]
Sent: Friday, May 20, 2011 8:19 AM
To: Babich, Michael





Subject: diethyl phthalate
Hi Mike,

Attached is a table of diethyl phthalate exposure from pharmaceuticals. | hope this
is something you can use for your exposure estimates.

If you want the information broken out some other way (that is releasable), please
let me know. Also could you please send a more formal request to me and
CDER/FDA for this information for our records.

Thanks,
Abby

301-796-0174

*xxx*111 Unless otherwise stated, any views or opinions expressed in this
e-mail (and any attachments) are solely those of the author and do not
necessarily represent those of the U.S. Consumer Product Safety
Commission. Copies of product recall and product safety information can
be sent to you automatically via Internet e-mail, as they are released by
CPSC. To subscribe or unsubscribe to this service go to the following web
page: https://www.cpsc.gov/cpsclist.aspx *****I111






From: Jacobs. Abigail (Abby) C

To: Babich, Michael

Subject: diethyl phthalate

Date: Friday, May 20, 2011 8:19:25 AM
Attachments: phthDEPc.doc

Hi Mike,

Attached is a table of diethyl phthalate exposure from pharmaceuticals. | hope this is something you
can use for your exposure estimates.

If you want the information broken out some other way (that is releasable), please let me know. Also
could you please send a more formal request to me and CDER/FDA for this information for our
records.

Thanks,

Abby

301-796-0174



mailto:Abigail.Jacobs@fda.hhs.gov
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			Drug


			Therapeutic area


			Total overall DEP g/d in U.S.


			 Total 0-6 yr: DEP g/d in U.S.


			Total 7-11 yr: DEP g/d in U.S.


			Total 12-17 yr: DEP g/d in U.S.





			a


			GI


			136,000


			170


			760


			6400





			b


			cardiac


			  89,000


			  20


			  90


			  140





			c


			antiinflam


			  17,000


			    2


			  10


			    30





			d


			antibiotic


			    2,500


			    0.5


			     8


			1100





			e


			CNS


			    1,900


			    0.7


			     0.5


			    70





			f


			CNS


			    1,500


			     none


			     0.15


			      2





			g


			cardiac


			       850


			     none


			     0.3


			      3





			h


			renal


			      750


			      0.2


			     0.3


			       1





			i


			antiviral


			      280


			      0.2


			     2


			     11





			j


			pulmonary


			         2


			      0.05


			     0.10


			        0.2





			k


			CNS


			          1


			  none  


			none


			        0.04





			l


			CNS


			          1


			  none


			none


			      none





			m


			CNS


			       0.15


			  none


			none


			      none








DEP=diethylphthalate: total use in drugs=250 kg/day



Total diethyl phthalate for a drug= # prescriptions X max daily exposure per person



Worst case



Assumptions:



1. Since there isn’t different dosing information for males and females, and since in many cases the sex is marked as unknown, usage data for males and females have been combined.



2. Where there is a large range of dosing information for the drugs based on the particular indication, for the purpose of this risk calculation, we have used the maximum recommended dose.  The assumption is that the prescription is representative of dosing at the maximum number of pills/day, rather than of the number of dispensed doses. 



3. Since this is the number of prescriptions, and we do not know the “volume” of each prescription, nor the number of refills or number of actual patients, the calculations are based on daily exposure to patients taking the maximum number of pills/day.  



For pediatric use:



4. For pediatric indications, where dosing is calculated by weight, for age 0-6, the weight for a 5 year-old in the 50 percentile has been used ( 18 kg); for age 7-11, the weight for a 10 year-old 0-6 in the 50 percentile has been used ( 32 kg); for age 12-19, the adult dosage has been used.  



The majority of the prescriptions are for adults.  
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