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Schatzberg’s name appears as the author of 
several published studies involving human 
subjects research and mifepristone. One of 
these studies was funded by Corcept, some 
were funded by the NIH, and one was funded 
by both Corcept and the NIH. 

For instance, in 2006, Dr. Schatzberg pub-
lished a study involving human subjects 
treated with mifepristone for psychotic 
major depression. This study was supported 
by several NIH grants. In the acknowledge-
ments section of the paper, Dr. Schatzberg 
disclosed that he had a financial interest in 
Corcept Therapeutics, which has a licensing 
agreement for mifepristone. Dr. Schatzberg 
also disclosed that he ‘‘played no direct role 
in the recruitment, assessment, or follow-up 
of subjects enrolled in this study,’’ and ‘‘was 
not directly involved in the analysis of data 
stemming from this research.’’ This disclo-
sure raises some interesting questions re-
garding Dr. Schatzberg’s involvement in the 
study. Specifically, how could Dr. 
Schatzberg monitor the research funded with 
his NIH grants if he was not involved closely 
in the study? 

Dr. Schatzberg was also a lead investigator 
in a study on mifepristone for treating psy-
chotic major depression back in 2002. This 
study was supported by a grant from Corcept 
along with related support from the National 
Institute of Mental Health (NIMH), one of 
the NIH’s institutes. I am wondering how 
such grants are provided and how the pos-
sible conflict of interests are managed and 
by whom. 

Furthermore, Dr. Schatzberg is listed as 
the primary investigator on 
ClinicalTrials.gov for another study to treat 
patients with depression with mifepristone, 
which began in 2005. This NIH funded trial is 
listed as active but is not recruiting pa-
tients. The estimated enrollment was for 100 
patients in this randomized, double-blind, 
placebo-controlled study. Also, Dr. 
Schatzberg is listed on ClinicalTrials.gov as 
the ‘‘study director’’ for a phase III clinical 
trial to ‘‘evaluate the effectiveness of 
mifepristone to treat adults with psychotic 
major depression.’’ This trial is also funded 
by the NIH and is now actively recruiting pa-
tients. 

According to the ‘‘NIH Grants Policy 
Statement’’ the primary investigator of an 
NIH grant is ‘‘responsible for the scientific 
or technical aspects of the grant and for day- 
to-day management of the project or pro-
gram.’’ So the question arises: how could Dr. 
Schatzberg monitor the research funded with 
his NIH grants if he was not involved closely 
in the study? 

I also understand that Stanford had a li-
censing agreement with Corcept and was 
paying royalties to Dr. Schatzberg for sev-
eral years. Again, I am wondering how Stan-
ford could manage Dr. Schatzberg’s conflicts 
when it also has a financial interest in the 
company and the research outcome. 

I would appreciate a greater understanding 
of Stanford’s role in ‘‘managing’’ Dr. 
Schatzberg’s conflicts of interest regarding 
his NIH grants to study mifepristone. Ac-
cordingly, please respond to the following 
questions and requests for information. The 
time span of this request covers 1995 to the 
present. For each response, please repeat the 
enumerated request and follow with the ap-
propriate answer. 

1. Following the series by the San Jose 
Mercury News, did the NIH examine Stan-
ford’s management of Dr. Schatzberg’s con-
flicts of interest? If yes, please provide me 
with copies of all pertinent documents and 
communications. If not, why not? 

2. According to the ‘‘NIH Grants Policy 
Statement,’’ Dr. Schatzberg’s role as the pri-
mary investigator of his NIH grants is to be 
‘‘responsible for the scientific or technical 
aspects of the grant and for day-to-day man-
agement of the project or program.’’ How 
can Dr. Schatzberg live up to these obliga-
tions when Stanford’s press statement 
claims that he ‘‘played no direct role in the 
recruitment, assessment, or follow-up of sub-
jects enrolled in this study,’’ and ‘‘was not 
directly involved in the analysis of data 
stemming from this research’’? 

3. Does the NIH allow researchers to recuse 
themselves from involvement in the research 
funded by their own NIH grants? If yes, did 
the NIH allow Dr. Schatzberg to recuse him-
self from any of the grants made to him by 
the NIH? 

4. Please provide a list of all NIH grants re-
ceived by Dr. Schatzberg. For each grant, 
please provide the following: a. Name of 
grant; b. Topic of grant; and c. Amount of 
funding for grant. 

5. Please provide a list of any other inter-
actions that Dr. Schatzberg has had with the 
NIH to include membership on advisory 
boards, peer review on grants, or the like. 
The span of this request covers 1998 to the 
present. 

6. Stanford has claimed that Dr. 
Schatzberg’s research has been monitored by 
an NIH Data Safety Monitoring Board 
(DSMB). Does the NIH DSMB provide over-
sight of conflicts of interest for a study? If 
so, please explain. If not, why not? 

I look forward to hearing from you by no 
later than August 14, 2008. If you have any 
questions, please contact my Committee 
staff, Paul Thacker at (202) 224–4515. Any for-
mal correspondence should be sent electroni-
cally in PDF searchable format to 
BrianlDowney@finance-rep.senate.gov. 

Sincerely, 
CHARLES E. GRASSLEY, 

Ranking Member. 

f 

CHANGES TO S. CON. RES. 70 

Mr. CONRAD. Mr. President, section 
222 of S. Con. Res. 70, the 2009 budget 
resolution, permits the chairman of the 
Senate Budget Committee to revise the 
allocations, aggregates, and other lev-
els in the resolution for legislation im-
proving education, including legisla-
tion that makes higher education more 
accessible or more affordable. The revi-
sions are contingent on certain condi-
tions being met, including that such 
legislation not worsen the deficit over 
the period of the total of fiscal years 
2008 through 2013 or the period of the 
total of fiscal years 2008 through 2018. 

I find that the conference report to 
accompany H.R. 4137, the Higher Edu-
cation Opportunity Act, satisfies the 
conditions of the reserve fund for im-
proving education. Therefore, pursuant 
to section 222, I am adjusting the ag-
gregates in the 2009 budget resolution, 
as well as the allocation provided to 
the Senate Health, Education, Labor, 
and Pensions Committee. 

I ask unanimous consent that the fol-
lowing revisions to S. Con. Res. 70 be 
printed in the RECORD. 

There being no objection, the mate-
rial was ordered to be printed in the 
RECORD, as follows: 

CONCURRENT RESOLUTION ON THE BUDGET FOR FISCAL 
YEAR 2009—S. CON. RES. 70; REVISIONS TO THE 
CONFERENCE AGREEMENT PURSUANT TO SECTION 222 
DEFICIT-NEUTRAL RESERVE FUND FOR IMPROVING 
EDUCATION 

[In billions of dollars] 

Section 101 
(1)(A) Federal Revenues: 

FY 2008 ............................................................................. 1,875.401 
FY 2009 ............................................................................. 2,029.653 
FY 2010 ............................................................................. 2,204.695 
FY 2011 ............................................................................. 2,413.285 
FY 2012 ............................................................................. 2,506.063 
FY 2013 ............................................................................. 2,626.571 

(1)(B) Change in Federal Revenues: 
FY 2008 ............................................................................. ¥3.999 
FY 2009 ............................................................................. ¥67.746 
FY 2010 ............................................................................. 21.297 
FY 2011 ............................................................................. ¥14.785 
FY 2012 ............................................................................. ¥151.532 
FY 2013 ............................................................................. ¥123.648 

(2) New Budget Authority: 
FY 2008 ............................................................................. 2,564.237 
FY 2009 ............................................................................. 2,538.292 
FY 2010 ............................................................................. 2,566.671 
FY 2011 ............................................................................. 2,692.511 
FY 2012 ............................................................................. 2,734.155 
FY 2013 ............................................................................. 2,858.894 

(3) Budget Outlays: 
FY 2008 ............................................................................. 2,466.678 
FY 2009 ............................................................................. 2,573.270 
FY 2010 ............................................................................. 2,625.593 
FY 2011 ............................................................................. 2,711.470 
FY 2012 ............................................................................. 2,719.582 
FY 2013 ............................................................................. 2,852.035 

CONCURRENT RESOLUTION ON THE BUDGET FOR FISCAL 
YEAR 2009—S. CON. RES. 70; REVISIONS TO THE 
CONFERENCE AGREEMENT PURSUANT TO SECTION 222 
DEFICIT-NEUTRAL RESERVE FUND FOR IMPROVING 
EDUCATION 

In millions of dollars 

Current Allocation to Senate Health, Education, Labor, and 
Pensions Committee: 

FY 2008 Budget Authority ................................................ 9,874 
FY 2008 Outlays ............................................................... 9,745 
FY 2009 Budget Authority ................................................ 9,349 
FY 2009 Outlays ............................................................... 8,088 
FY 2009–2013 Budget Authority ...................................... 62,263 
FY 2009–2013 Outlays ..................................................... 60,084 

Adjustments: 
FY 2008 Budget Authority ................................................ ¥10 
FY 2008 Outlays ............................................................... * 
FY 2009 Budget Authority ................................................ ¥9 
FY 2009 Outlays ............................................................... ¥114 
FY 2009–2013 Budget Authority ...................................... 36 
FY 2009–2013 Outlays ..................................................... ¥60 

Revised Allocation to Senate Health, Education, Labor, and 
Pensions Committee: 

FY 2008 Budget Authority ................................................ 9,864 
FY 2008 Outlays ............................................................... 9,745 
FY 2009 Budget Authority ................................................ 9,340 
FY 2009 Outlays ............................................................... 7,974 
FY 2009–2013 Budget Authority ...................................... 62,299 
FY 2009–2013 Outlays ..................................................... 60,024 

*less than $500,000. 

f 

CHILDREN’S DEATHS BY 
FIREARMS 

Mr. LEVIN. Mr. President, after 
more than a decade of decline, the 
number of children and teens killed by 
firearms is again increasing. I would 
like to take a moment to break down 
some of the statistics that contribute 
to this alarming fact. An analysis of 
firearm violence data by the Children’s 
Defense Fund found that 3,006 children 
and teens were killed by guns in 2005. 
This marked the first time that more 
than 3,000 kids were killed by firearms 
in many years and the first yearly in-
crease in the number of children’s 
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