1duosnuey Joyiny 1duosnuen Joyiny 1duosnuey Joyiny

1duosnuey Joyiny

Author manuscript
JAMA. Author manuscript; available in PMC 2016 June 23.

Published in final edited form as:
JAMA. 2015 December 15; 314(23): 2566—-2567. doi:10.1001/jama.2015.12206.

-, HHS Public Access
«

Trends in National Institutes of Health Funding for Clinical Trials
Registered in ClinicalTrials.gov

Stephan Ehrhardt, MD, MPH, Lawrence J. Appel, MD, MPH, and Curtis L. Meinert, PhD
Department of Epidemiology, Johns Hopkins Bloomberg School of Public Health, Baltimore,
Maryland (Ehrhardt, Meinert); Welch Center for Prevention, Epidemiology and Clinical Research,
Johns Hopkins University, Baltimore, Maryland (Appel)

Clinical trials inform evidence-based prevention and treatment recommendations. The
National Institutes of Health (NIH) and the pharmaceutical industry have been major funders
of trials. In general, the pharmaceutical industry funds trials that test their own products,
whereas the NIH’s funding strategies are not commercially motivated.

In 2005, registration of trials became required for publication in major journals. Registration
is also required for trials that meet the definition of an “applicable clinical trial” from the US
Food and Drug Administration Amendments Act 801 and that were either initiated after
September 27, 2007, or initiated on or before that date and were still ongoing as of
December 26, 2007. There are legal repercussions if sponsors or principal investigators do
not register accurately.

We hypothesized that the number of NIH-funded trials has decreased. We investigated trends
in funding of trials using the NIH-built database, ClinicalTrials.gov, with a focus on NIH
and industry funding.

Methods

We downloaded data from ClinicalTrials.gov, searched for “interventional study” and
obtained counts of newly registered trials by funder type: “NIH,” “industry,” “other US
federal agency,” or “all others (individuals, universities, organizations).” Funder type “NIH,”
for example, retrieves records for which at least 1 NIH institute or center has been listed as
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the sponsor (generally indicating NIH intramural research) or collaborator (suggesting
extramural NIH funding).

We searched for date “first received” and the self-reported “study start.” Counts are by year
(“first received” and “study start” dates between 2006 and 2014), as of June 26, 2015.

We calculated differences, 95% confidence intervals, and P values (2-sided y? test, a level <.
05) using Stata version 12.1 (StataCorp).

Examining data according to the first received date, the number of newly registered trials
doubled from 9321 in 2006 to 18 400 in 2014 (Table 1). The number of industry-funded
trials increased by 1965 (43%). Concurrently, the number of NIH-funded trials decreased by
328 (24%).

During this period of relatively few trials being funded by other US federal agencies,
funding from the all others category increased by 7357 (227%). In a random sample of 500
trials in this category, a majority (353; 71%) did not have US-based funders.

Using the study start date instead of the first received date led to differences in counts per
year but similar patterns (Table 2). From 2006 through 2014, the total number of newly
registered trials increased by 5410 (59%) and that of industry-funded trials increased by 758
(17%). The number of NIH-funded trials declined by 316 (27%).

Discussion

From 2006 through 2014, there has been a decrease in newly registered NIH-funded trials,
where as industry-funded trials increased substantially. The decrease in NIH-funded trials
may have resulted from a decline in discretionary spending by the US federal government.

The 2014 NIH budget is 14% less than the 2006 budget (when adjusted for inflation).1 An
expanding portfolio of NIH research with a flat budget may also have contributed to the
decline in NIH-funded trials.

Tracking patterns in trial funding using Clinical Trials.gov has limitations. First, available
data by registration date and study start date differ. A registration date is assigned for all
trials, whereas the study start date may have missing values.

In addition, investigators may define study start differently. Registration of ongoing or
finished trials during the earlier years may account for larger numbers of NIH-funded trials
by registration date relative to study start date. However, trends did not differ.

Second, trend data are valid indicators only to the extent that registration behavior by
funding sources is not differential over time. Because of federal regulations, registration of
NIH-funded trials on ClinicalTrials.gov is likely to be relatively comprehensive.
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If registration behavior has improved over time, we may have underestimated the observed
reduction in NIH-funded trials. Also, we do not know if there have been changes in how
other trials were registered.

Third, the all others funder category is heterogeneous. It comprises non-US governmental
agencies, organizations, universities, and other funders, mainly from outside the United
States.

Acknowledgments

Dr Appel reported receiving grants from the National Institutes of Health to conduct clinical trials. Dr Meinert
reported receiving grants from the National Institutes of Health and industry funding to conduct clinical trials.

References

1. National Institutes of Health, Office of Budget. Appropriations history by institute/center (1938 to
present). http://officeofbudget.od.nih.gov/approp_hist.html. Accessed on June 6, 2015

JAMA. Author manuscript; available in PMC 2016 June 23.


http://officeofbudget.od.nih.gov/approp_hist.html

Page 4

Ehrhardt et al.

‘¥TOC pUe 9002 Jeak 9yl Usamia(q ale w:ow_\_mQEOUm

“T00"> JO SaN[eA d pap|alA suostedwod ||y

p
"PaYEDIpUI BSIMIBIO SSIJUN,

*804n0s Buipuny T uey) aJow aAey Aew |eL suQ

q
"GT0Z ‘9z 8unr Jo se ereq,

(1°222) 15¢L

(6'82) 92

(6'2¥) G96T

(8'€2-) 8zE- (+'26) 6,06

2(%%) "ON ‘80uaJapip 8INjosqy

(0'v2 9 9'T2) 822 90-0 ¥ T-) 0T-  (£2T- 0 8'HT-) 9ET- (€'8- 016'6-) T6- ap (10 %S6) 22ualayId %
(9°29) 265 0T (8'1) 6EE (9°5€) 0659 (L'S) 8%0T 00v¥8T ¥102
(0'65) 9956 (z2) e9e (0'e€) G5ES (9°9) v20T LT29T €102
(0°59) 2058 (z2) vve (1°2€) 8€1S (99) sTOT 89YST (4104
(z'05) LeTL (e2) oze (T'T) 6585 (1) 2501 202vT 1102
(L°2¥) 5659 (z'2) 60€ (6°2v) €265 (1'8) €TTT 9T8ET 0102
(5'ev) €965 (o) 1ze (9°9%) 06€9 (5'8) z9tT ZTLET 6002
(9'8¢) 58¢€S (€2) L2¢ (5°08) 9v0L (9°6) ge€T ZV6ET 8002
(5'8¢) v8zy (§2)ste (1'6%) 29¥S (Z'T1) 12T 2211t 1002
(8'%¢) ovee (82) €9z (z'6v) S857 (8'%1) 9/€T 12€6 9002

1BIS [el] JO JBBA

sBYIO IIY  fousby [eeped SN LYo Ansnpul  yifesH JoseInisu| [eUOEN  S[eliL JO ON [el0L

(%) "ON ‘“AouaBy Buipun

Author Manuscript

»PONIR0BY 18114 JedA AQ $T0OZ YBnoayL 900z Wwol4 AofseriL[edlul]d ul palaisifey sfen L

T alqeL

Author Manuscript

Author Manuscript

Author Manuscript

JAMA. Author manuscript; available in PMC 2016 June 23.


http://ClinicalTrials.gov

Page 5

Ehrhardt et al.

10 =d
0 4

‘¥TOC pUe 9002 Jeak 9yl Usamia(q ale w:ow_\_mQEOUm

"paYedIPUI BSIMIBUIO SS3|UN TOQ'> O SaN[BA S Pap|BIA chm_EQEoob

"PaYEDIpUI BSIMIBIO SSIJUN,

*80.n0s Buipuny T uey) alow aAey Aew |ein w:oQ

"GT0Z ‘9z 8unr Jo se ereq,

(zvvT) 868 (5°22) €9 (8'91) 852 (992-) o1E- (g85) 0Tvs  9(%) 'ON ‘20UBI3YIP 3INj0SqY

(T'T2 01 9'8T) 6'6T 4J0AT0-)S0- (71— 01 Z9T-) 0ET- @9-0117-)69- ap (10 %S6) 22ualayId %
(£'99) 5628 (02) 262 (1°9¢) 7125 (09) €28 8T9 T ¥102
(8'95) 7808 (z'2) 90g (€'5€) LT0S (2'9) 196 T2z T €102
(1°59) 899, (1°2) 062 (6°9¢) S€TS (L'9) 5e6 606 €T (4104
(5'15) G569 (z'2) voe (T°0%) v2rs (0'2) 676 YIS €T 1102
(0'6¥) 72€9 (o) t1e (€'Tv) S2es (z'8) 290t €06 2T 0102
(7'9%) 2085 ('2) 00g (L'ev) 69¥S (5'8) z90T 10S 2T 6002
(9°ev) 8205 (r2) 8Lz (0°9v) 65€S (6'8) 6€0T 0S9 1T 8002
(5'ov) €91V (92) 9z (z'8¥) 0s6Y (T°0T) G€0T G/Z 0T 1002
(6'9¢) 26€€ (52) 622 (0'6%) 9TS¥ (6°21) 68TT 8026 9002

1BIS [el] JO JBBA

sBYIO IIY  fousby [eeped SN LYo Ansnpul  yifesH JoseInisu| [eUOEN  S[eliL JO ON [el0L

(%) "ON ‘“AouaBy Buipun

Author Manuscript

#MEIS [eLIL JO JeaA AQ $T0Z YBNoYL 9002 Woid A0B'S[eLIL [ea1UI]D) Ul pasesiBey sfel L

¢ 9lqeL

Author Manuscript

Author Manuscript

Author Manuscript

JAMA. Author manuscript; available in PMC 2016 June 23.


http://ClinicalTrials.gov

	Methods
	Results
	Discussion
	References
	Table 1
	Table 2

