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* DEPARTMENT OF HE/ A HUMAN SERVICES . Jblic Health Service
N National Institutes of Hesith
National Heart, Lung, and
Blood Institute
FEB 11 2004 Batheszds, Maryland 20892
Willlam L. Kovaks
Vice President

Environment, Technology, and Regulatory Affairs
Chamber of Commerce of the United States of America
1616 H Strest, N.W.

Washington, D.C. 20062

Richanrd L. Hanneman

President

The Salt Institute

Fairfax Paza, Sulte 600

700 North Fairfax Street
Alexandria, Virginia 22314-2040

Re: Request for Reconsidaration Submitted September 22, 2003
Dear Messrs. Kovaks and Hanneman:

| am responding on behalf of the National Heart, Lung and Blood Institute (NHLE!) to
your request for reconsideration (Appeal) under the National Institutes Health
*Guidelines for Ensuring the Quality of Infonmation Disseminated to the Public” (NIH
Guidelines). The Appeal concems NHLBI's denlal of your May 14, 2003 request for
comection (Comrection Request) seeking copies of NHLBI grantee data.! The Appeal
asks that NHLBI: (1) “comect the dissemninating Information by remaving it from its
publications and website” and (2) “be ordered b cease disseminating the subject
information until the requested data is produced.” The data at issue is from the NHLBI
granf-funded DASH-Sodium Trial and, a3 described In the Comection Request, concemns
“DASH-Sodium blood pressure data for each subgroup... at each of the three levels of
dietary sodium intake, inciuding the missing 2,400 mg/day intake level, on both the
control diet and the DASH diet™ The Appeal tlaims that NHLBI, In failing to supply you
with copies of the requested data, has violated the NIH Guidelines. Upon review of the
relevant documents and consideration of all the issues and arguments raised, | affirm
the agency's denial of your Comection Request.

As a preliminary matter, please undersiand that NHLBI supports NiH's long-standing
policy to share and make available to the public the results and accomplishments of the
activities that it funds. However, data sharing is sometimes complicated and limited by
institutional policies, local rules to pratect human subjects, and other local, state and
Federal laws and regulations. In this case, the NHLBI does not possess or control the

! See Letter from William L. Kovacs and Richard L. Hanneman dated May 14, 2003.

? Appeal at 10.
' See Correction Request, at 14-15. You aiso suggest: “This data should inciude, but not -
necessarily be limited to, mean blocd pressures, thelr standard deviations, and sample size for

each of the subgroups.” /d. at 16,
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Page 2 - Messrs. Kovaks and Hanneman

data in question, which was prepared
grantee data, as detailed in tf: oecd by NHLBI grantaes. Public requests for access to
equest, are

aw the Freedom of Information Act ¢

hwwew nhibi.njh.govireso default htm. To facilitate mq. uest
- - . ur |
also pleased to provide you with the following contact Infurmatjon:ya -

Frank Sacks, MD

Professor

Harvard School of Public Health
Department of Nutrition

685 Huntington Avenue

Boston, MA 02115

Nevertheless, | reviewed the govemment-disseminated information at issue here and
affirm that it satisfies the NIH Guidelines. The Appeal seems to assert that the data on
which csrtain agency-disseminated information Is based are either incomplete or
presented in a bfased fashion and, thereby, the information fails to satisfy the
“objectivity” and “Integrity” provisions of the NIH Guidelines.® The agency-disseminated
“information” you are challenging appears to be information that “directty siates and
atherwise suggests that reduced sodium consumption will result in lower blood pressure

in all individuals” thet, you assert, is contained in the six documents you originally cited.

With respect to each these documents, the NIH Guidelines, insofar as they are
applicable, are satisfied.

First, | affirm the agency’s prior finding that the two press releases are outside the scope
of tha NIH Guidelines.” The remaining documents are: (a) two clinical practice
guidelines released by the National High Blood Pressure Education Program (_NHBF'EF'}.
both of which were published in the Joumal of the American Medlcal Association
(JAMA); and (b) two consumer-orfented materials that NHLBI developed from the

41 adopt and affirm the agency's views an the applicability of the Freedom of Information Act as

the mechanism for obtaining grantee data. See Response at 2. Additionally, while I will not
describe each here, | note that some allegations raised in the Appeal are not _connstent with fact,
clusion | has "admitted that tha disseminated information co at be

the requested data.” See Appeal at 2.

s Sge Letter from Carl A. Roth dated August 18, 2003 (Respense), at 6.
¢ See Appeal at 6.

? See Response at Z,
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practice guidelines. After careful review and consideration of these dacuments, the

mfnrmqﬁon contained therein, and the agency’s process In developing and

ﬂrﬁ&ﬁng the Information, | affim that the documents and the Information satisfy the
idelines.

As you know, the NIH Guidelines presume that analytic information that is “subject to
formal-, independent external peer review” is of ‘reasonable quality* and sufficientty
objective.’ In this case, both sets of practice guidelines received such review through
the JAMA publication and peer review procass. | am aware of no evidencs to suggest
that this extemal review process was in any way insufficient. Nor have you provided any
evidence to rebut the presumption that it was adequate. Furthermors, as the agency
detailed throughout the Responsa, ample and varied scientific evidence supports the
information contained in these publications.’

The information contained in the two remaining documents, the NHLBI consumer-
oriented materals, is based on the JAMA peer reviewed practice guidelines and a wide
array of other scientific regearch, all of which is cited therein. They too satisfy the
objectivity requirements of the NIH Guidelines.

Tha NHLBI documents were designed 1o translate the results of clinical research into
public heaith messages. Hypertansion is a public health problem. The Framingham
studies show that peopie who do not have high blood pressure at 55 face a 90% chance
developi arten during their lifetimes.™ Consistent with this research, the
NHLBLI's public health messages conceming the effects of salit as set forth in the
challenged documents. are clearly and carefully supported by a broad base of sciantific

and medical research.™ =
WG e,

Resutts of the DASH-Sodium trial relating to the 2400 mg per day intake level and to the
subgroups were included in the primary outcomes paper of the DASH-Sodium study,
which appeared in the January 4, 2001 issue of the New England Journal of Medicine
(NEJM). In the NEJM paper, Figure 2 shows clearly a decrease In systolic blood
pressure when those on a controlied diet reduce sodium intake from 3.39 gdallyto 24 g
daily. The decrease is even greater if sodium intake is reduced to 1.5 g/day for
participants on a regular diet. This decrease is statistically significant for all groups
Nisted except for non-black participants with hypertension who undergo a reduction in
sodium to 2.4 g/day. However, for this group, statistical significance is achleved when
the sodium is reduced to 1500 mg/day. The reduction in systolic pressure is less
pronounced in those on the DASH diet, since blood pressure is already decreased

(Figure 1).

' NIH Guidelines, Section V(1).

’ See Response at 3-5.
¥ vagan, RS, Belser, A, Seshadrl, 8, et al., Residual Lifetime Risk for Developing Hypertansion in
Women and Men: The Framingham Heart Study 287 JAMA (8) 1003-1010. See aiso

Middle-aged :
Your Quide to Lowerning High Blood Pressure at 2.
" S¢¢ Reaponse at 3-5.
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Page 4 - Messrs. Kovaks and Hanneman

In addition, the results of the study are clearly outiined in informatia i
on, n avaitable on the
Internet; the study Is described on page 4 of the DASH Eating Plan' and in th:

October 16, 2002 JAMA articie.™ |n the NHLS! publication, Your Guide to Lowering
High Blood Pressurs, the following statement is made: *Most Americane consume more
salt than they need. The cumrent recommendation Is to consume less than 2.4 grams
(2,400 milligrams [mg]) of sodlum a day. That equals 6 grams (about 1 teaspoon) of
lable salt a day. The 8 grams inciude alf salt and sodium consumed, Including that used
in cooking and at the table.” ' This information is also available on the Intemet at

m: mén}‘vl i.nih gov/hb n iym/godium . In my view, the NHLBI
statements conceming salt intake satisfy the objectivity and integrity requirements of the
NIH Guidslines. i . : h 2 - '

The NIH Guidselines' provisions to ensure that agency-disseminated information is
sufficiently “objective” do not require the agency to abtain and release grantee data
developed as part of the DASH-Sodium Trial. Even if the documents at issue are
considered “influential® as that term is used In the NIH Guidelines — and I do nat think
that they are — the “reproducibility” standard contained in the NIH Guidelines does not
require the agency to obtain and release grantee data. Rather, the concept of
“reproducibllity,” as it is contemplated in the NIH Guidelines, requires the agency ta
ensure that information is “capable of being reproduced, subject to an acceptable
degree of imprecision.”*®

Consistent with long-standing notions of reproducibility in the scientific community, the
NI alines apply this standard to "analytic results and not necessarily to the original
mwum@wmm the analytic results.®_Thus, the methodology
employed to develop data and reach research conclusions should be readlly
ascartainable. Qualified scientists reviewi icular studies should be able to
reproduce the rasearch resuits without needing additional information a

dasign or conduct. In this case, the JAMA published guidelines, the NHBPEP
-_:1:.0 R DASED Ly BT aw the pDNEer o hlications rels ed to Ee DASH'SOdlum
T in the methodology and study design used to develop the data. Looking
at these publications, qua scientists are capabie of reproducing the siudies and
able, therefore, to test whether the conclusions are supported by the research. Thus,
the NIH Guidelines’ requirement for reproducibility, though Inappllcable, is satisfied in
this case. :

2 See Facts About the DASH Eating Plan (NIH Pub. No. 03-4082), avellable in the web at

http:/iwww nhibinih.gov/health/public/hearyhbp/dashinew dash.pdf.

¥ Whelton, PK, He J, Appel, LI, et al., Primary Prevention of Hypertension: Clinical and Public
Health Advisory from the National High Blood Pressure Education Program 288 JAMA (15)

1882-1888.
" Your Guide to Lowering High Blood Pressure at 12.
15 OMB Guidelines at §V(10), 67 Fed. Reg. at 8460 (cmphasis added).

18 WTH Anidelines. Section VIL
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In sum, the challenged information satisfles the NIH Guidelines. Under the Guidelines,
NHLBI is not required to produce the underlying grantea data that you assert are
unavailable. Moreover, these data, relating to the 2400 mg per day Intake level and to
the subgroups, are avallable in the primary outcomes paper of the study appearing in
the January 4, 2001 issue of the New England Joumnal of Medicins. In that article, and
in other documents related to the study, the research design and methodology are fuily
reported and thus, the results are capable of being reproduced. Finally, | would like to
reiterate that you may request copies of the data from the grantees. We understand,
furthermore, that they are planning to disciose a public access data set In January 2004

that may facilitate your review.

Again, NHLBI appreciates your comments and hopes the information provided above
helps to clarify the state of our work in the area of hypertension risks and our efforts to
communicats it to the public.

Sincerely yours,

Zoaba Moy MO, finr

Barbara Alving, M.D.
Acting Diractor
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