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Dated: May 9, 2011. 
Leslie Kux, 
Acting Assistant Commissioner for Policy. 
[FR Doc. 2011–11745 Filed 5–12–11; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2011–N–0005; FDA 225– 
09–0014] 

Memorandum of Understanding 
Between the Food and Drug 
Administration and the International 
Anesthesia Research Society for the 
Strategies for Mitigating Anesthesia 
Related Neuro-Toxicity in Tots Public- 
Private Partnership 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is providing 
notice of an amendment to 
memorandum of understanding (MOU) 
222–09–0014 between the International 

Anesthesia Research Society (IARS) and 
FDA. The purpose of this MOU is to 
establish the framework for 
collaboration between the parties and to 
support their shared interest of 
promoting the safe use of anesthetics 
and sedatives in children. This is an 
amendment to this MOU to rename the 
SAFEKIDS (Safety of Key Inhaled and 
Intravenous Drugs in Pediatrics) Public- 
Private Partnership (PPP) to SmartTots 
(Strategies for Mitigating Anesthesia 
Related Neuro-Toxicity in Tots) PPP. 
DATES: The agreement became effective 
March 17, 2011. 
FOR FURTHER INFORMATION CONTACT: 
Wendy R. Sanhai, Office of the 
Commissioner, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 32, rm. 4128, Rockville, MD 
20857, 301–796–8518, Fax: 301–827– 
5891, Wendy.sanhai@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: In March 
2009, FDA launched the SAFEKIDS 
Initiative to address major gaps in 
scientific information about the effects 
of anesthetics and sedatives on 
neurocognitive development of infants 
and young children. Under the 
framework of the SAFEKIDS Initiative, 

FDA and IARS entered into MOU 222– 
09–0014 to develop the SAFEKIDS 
PPP—a collaboration among multiple 
stakeholders to support shared interest 
of promoting the safe use of anesthetics 
and sedatives in children. 

Per this announcement, the 
SAFEKIDS Initiative has been renamed 
the FDA Pediatric Anesthesia Safety 
Initiative (PASI). As such, all activities 
supported under the former SAFEKIDS 
Initiative, including existing projects 
funded by FDA, will now be supported 
under PASI. 

The amended MOU is intended to 
revise MOU 222–09–0014 to reflect the 
official renaming of the FDA–IARS PPP 
to SmartTots PPP. 

In accordance with 21 CFR 20.108(c), 
which states that all written agreements 
and MOUs between FDA and others 
shall be published in the Federal 
Register, the Agency is publishing 
notice of this MOU. 

Dated: May 9, 2011. 

Leslie Kux, 
Acting Assistant Commissioner for Policy. 
BILLING CODE 4160–01–P 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00061 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
06

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S

mailto:Wendy.sanhai@fda.hhs.gov


28047 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00062 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
07

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S



28048 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00063 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
08

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S



28049 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00064 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
09

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S



28050 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00065 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
10

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S



28051 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

VerDate Mar<15>2010 17:22 May 12, 2011 Jkt 223001 PO 00000 Frm 00066 Fmt 4703 Sfmt 4725 E:\FR\FM\13MYN1.SGM 13MYN1 E
N

13
M

Y
11

.0
11

<
/G

P
H

>

m
st

oc
ks

til
l o

n 
D

S
K

H
9S

0Y
B

1P
R

O
D

 w
ith

 N
O

T
IC

E
S



28052 Federal Register / Vol. 76, No. 93 / Friday, May 13, 2011 / Notices 

[FR Doc. 2011–11746 Filed 5–12–11; 8:45 am] 

BILLING CODE 4160–01–C 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Submission for OMB Review; 
Comment Request; Interactive Diet and 
Activity Tracking in AARP (iDATA): 
Biomarker Based Validation Study 
(NCI) 

SUMMARY: Under the provisions of 
Section 3507(a)(1)(D) of the Paperwork 
Reduction Act of 1995, the National 
Cancer Institute (NCI), the National 
Institutes of Health (NIH), has submitted 

to the Office of Management and Budget 
(OMB) a request to review and approve 
the information collection listed below. 
This proposed information collection 
was previously published in the Federal 
Register on March 14, 2011 (76 FR 
13647) and allowed 60-days for public 
comment. There were no public 
comments in response to the notice. The 
purpose of this notice is to allow an 
additional 30 days for public comment. 
The National Institutes of Health may 
not conduct or sponsor, and the 
respondent is not required to respond 
to, an information collection that has 
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