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Mr. Kenneth Boorom
2685 South West Dearmond Drive
Corvallis, OR 97333 -1441

Dear fuIr. Boorom:

I am writing regarding your concerns with the National Institutes of Health.

Please find enclosed a copy of correspondence I have forwarded to the National Institutes
of Health on your behalf. Please be assured I will continue to provide you with information as I
receive it.

In the meantime, should you have any questions or concerns, please contact Alison Craig
in my Oregon City district offrce by calling (503) 557-7257.

It is a privilege to serve you in the United States Congress. :

P.S. You can sign up

KS/ac

Kurt Schrader
Member of Congress

for my e-newsletter by visiting my website at schrader.house.gov

Sincerely,
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Francis Patrick "Pat" White
Associate Director, OfIice of Legislative Policy and Analysis
National Institutes of Health

' U.S. Department of Health and Human Services
Building One, Room 244
Center Drive
Bethesda, \[D 20892

Dear Mr. White.

I am writing on behalf of my constituent, Kenneth Boorom of Corvallis, Oregon.

Please find enclosed a copy of correspondence from Mr. Boorom regarding his concerns
about Blastocystis. He has corresponded previously with NIAID and has some follow-up
questions regarding the process used to determine whether an organism is considered a pathogen.
Please consider his/her concerns in accordance with all applicable laws and regulations.

Correspondence in this matter may be directed to Alison Craig in my Oregon City district
office at 621 High Street, Oregon City, OR 97045. Ms. Craig may be reached by phone at (503)
557-7257. by facsimile at (503) 557-1981 or by email at alison.craig@mail.house.gov.

Thank you in advance for your attention to this matter.

Kurt Schrader
Member of Congress

KURT SCHRADER
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Sincerely,

KS/ac



Hi Trevor,

We enjoyed meeting you this morning in our conference with Representative Schrader.

lt would be grgat to follow-up on of the things we discussed, especially asking the NIH about
how they intend to decide whether they will ionsider Blastocysiis to bL a patliogen.

Some background is below, and attached, and a few points that might be of help in the NIH letter
are below.

Thanks again for your help on this.

Best Wishes,

Ken

NIAID Letter

x The NIAID has previously indicated it will not issue a funding opportunity announcement
specifically to address deficiencies in the diagnosis and treatment of gturtocystis because the
NIAID has "questions" concerning whether the organism causes disease lsee letter -
200 8 _0 5 _28_REPLY_FAUC L pdt)

* Question #1: As the NIAID has not funded a single grant into Blastocysris for the last l5
years, no reliable diagnostics or treatments are available in the US. Reslarch in Oregon
suggests that there is a substantial population of patients who have chronic illness due to the lack
of diagnostics and treatments. If the NIAID determines Blastocystis has been causing disease,
would it' for example,.issue a Funding Opportunity Announcemlnt specifically to help redress
the NIAID's previous inactivity in this area?

* Question #2: Please communicate to Congress the process the NIAID uses to determine
whether an organism is to be considered a cause of disease in the United States. Is that process
being used for Blastocystis infection? Is this a transparent process, or an internal process which
is not disclosed to outside groups? Does the process consisi of a review? Is so, how often is that
review repeated? Are notes or summary statements made during that review? Can those notes
be provided to Congress? Does the protess depend on personal opinions of specific staff
members or researchers, or is it contingent on objectively verifiabie criteriaZ lf it depends on
personal opinions, whose opinions are used? How does the NIAID ensure the opinion holders do
not have a conflict of interest?

x If the NIAID is unable to define a process, would they consider funding a study with the
Institute of Medicine (lOM) to perform the assessment. I've attached communications from the
Institute of Medicine on this (see e-mail - Dr. Choffnes). If not, does the NIAID wish Congress
to develop the process for them?



Other:

* As I mentioned, Blastocystis is now Oregon's #l GI protozoa, and doctors don't have any
information from US researchers about what to do when they find it in patients. I've attached an
e-mail from the Oregon Public Health lab showing, for example, in 2004 they had over 100
positives, or about lIVo of the patients. Based on what's been published since then, most of
those patients will be sick 5 years later.

* R.p. Schrader asked if anyone overseas were doing work, so I've attached a letter listing major
infectious disease groups in countries overseas, and the number of studies published in the last
several years from those groups. BRF also maintains a map showing where studies are being
published world-wide, and categorized lists of those studiei:
nrrPr//www.DIl,
NIH's Pubmed

rch ions.htrn All these pages point into the

BACKGROUND:

Attached - A Feburary 2008 letter from Representative Neal (D-Mass) to the NIH and CDC, on
behalf of his constituents who were sick with this. He asked them to add Blastocystis to the
pathogen list and issue a FOA (Funding Opportunity Announcement) for clinical research into
better diagnostics and treatments. we also sent the NIH a petition (not shown).

Attached - A 5/28/2008 response from Dr. Auchinchloss is attached as well, where he says they
will not issue an FOA because "questions remain" about whether it causes disease.

Attached - Representative Kurt Schrader sent a letter on ll/25/2009 with a follow-up question
about how they will decide if it is a pathogen, but I believe that didn't get a clear response.

NIH funding history for GI protozoa - they ended research in 1995 and have not approved one
grant. Physicians have no idea what to do about the illness (source: NIH REPORTeT web site)

Gazette-Times Article on Family in Corvallis:
tres. c<lnr,/news/local/art icl 7l d349-te.html

Paper Attached: Association of Blastocystis subtypes 3 and 1 with chronic gastrointestinal
illness in an Oregon Community

Link to testimony given in oregon House on Blastocystis infection,2007:
http://bhonrcenter.org/jounralist/transcript 2007 03 sarern.htrn

Petitions signed by physicians in Corvallis identifying Blastocystis as a problem infection:
nrcenter.o

OF OREGON.PDF
OM NS AND T



List of studies performed at the NIH before 1995, most of which identified Blastocystis as
disease causing:
http://www.ncbi. v/nubmed? ALrtl +Blas slAL
slcl,29

Blastocystis Infection Rates in the United States
Source: Amin, o. Epidemiology of Blastocystis in the United States. Research Journal of
Parasitology, 2005: l-l 0

Blastocystis Research Foundation
5060 SW Philomath Blvd, #202
Corvallis, OR 97333-1441 USA

Web Site: http://wvvw.bhonicenter.org

Phone: 815-572-9701
Fax: 815-572-9701
email : di rcctor@ bhornccutcr.org



DEPANTilENT OT H3ALTH & HU,ITiAN Sf,RINCES Public Health Service

AJatronal lnstitutes of Health
National lnstiture of Allergy
and lrrfectious Diseases
Eelhesda, Maryland 20g92

il.1a3, 2tl" !O{it{

\,{r'. Kcn Bttrron'r
Director- 13lastocl stis Researr":h l;orrnilirtion
5060 SW Philorrratlr lihd.. #l()l
Corvallis. OR 97ill- I 0-l.l

Dear \,1r. lltroronr:

Ihanhvoukrrlourlctterof'l\'lar, l:.:008"1o[)r.Anthonrs. l:'aurri.[)ircctorof'lheNaritrrral lrrstitr*cr:l'Alh:rg1.nnd lntbctious Discases (NIAlt)i. a conprnent ol.thc Natiorral lnslitutcs ol.llealth (NlFl).
cortcerning firrrdiltg lirr the dcvcl()pmeut ol'diagrrosiics ilnd trcarnents 16r'g/rrst,<,r:rrir ltttnrirti,tirrli:ction. l'hnnk ]'rr als. lirr 

-1111,,- rr.rc trarrsrriifring a e op-1 .l. rlte l.ii.i u, ijr. i;iirr'Z-.,rir.,,,n;.Dir<'ctorofthe NIH' AstltcPrirtcipal DcputyDircctorrf:NlAltr, lamplcaictJt6re:p9n6tolr)urlstter. t -"- --

:*'lAlD is cornlrlitteel to lirnrlirrg ittnorativr, hasic rcscirrch. lrs '.rull us lhc clc'clr)prnc*t ancl cli'icalttstiltg of vaqcitles. diagnoslics. attrJ tlterapeufics lora *itlc rarictl of infi'ctioui arrd inrrrrurr.l..,gic
Jissases' i'clrrding discases cuusctl h1 paiasitcsarrd prr:ttlz.au*.'tia.,,rra rrrarr,r questiorrs rcrnairrrcgarding tlre abilil ttt'lj. futnirti.r trt uattse rliscase. inore basic resclrch ncerjs rr: be done befirre thcreseflrch thal .r'rtu stlggest $'()uld bc fl'asitrle. Altlrough Nl;\lD currentl_\ is not luntling researchdirectlr n:laled lo fj funtinir, sltrruld a rc:scarche.r sulrnit ll rrirll application to Nll-l rcgarcling 11.
ltrtrttirti's' it rvoulcl bc rcvicrrcd' likc all grant applicatiorrs. tlrrotrgh ihe Nlli peer revier.,''1:r,rccss. ,rhieh
is tlesigtled t0 eralttote and rlltc tlrq sciurtillc arrd technical nlcrit ol'rcrearch applicatiorrs lpr possiSle
cottsitleratiorr {tlr firrrdirls' lvlorc dttailt'cl irrfornation on the \lll pccr rcrierr'l)rocess crn ire ltrrrrrtJ al
thc lirllo*ine Wcb site : hltp:,';'grentrLrtih.gor;gra'ts/1tccr,'pccr.htrn

I harr k r ou li:rr -r'tlur in te rest irt N l;\ I I) rcscarch itn R. lrtttttittis. rtrd lirr -r.our leadcrsh ip anrl ad r ocircl
orr beltitll'ol-crlher pil{icrrrts. I h,rpe that tlri; irriiirnratit:n ir lrclpf'ul lo -!(}s. ltlelre do ir.t lrusitat,l tcr
e r)rtlact me il'I can bc ol'firnlrer assislancc.

:erclr

l'lttgh Arrchirrclors- \'l.l)
Principal f)eputr I)irccttrr
National llrst itutc of ;\ llerg; arrd

lnlectious l)iscascs
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Ken Boorom

From: Choffnes, Eileen [EChoffnes@nas.edu]
Sent: Tuesday, December 07,2O1O 11:52 AM
To: 'Ken Boorom'

Subject: RE: Dr. Choffnes - question on how topic selection for the IOM's Board of Global Health
Dear Mr. Boorom

when the IOM is formally asked for advice, it-corvenes a highly standardized, multidisciplinary consensuscommittee process supported by several staff. The appointid Lommittee members are chosen after thesolicitation of nominations from a wide range of sources For a simple question, we may ask six or sevenexperts to serve, more complex studies can involve as many as 20 committee members. nppointed
members are carefully screened for biases and conflicts of interest. ln the course of ilreir work, aliterature review may be completed as well as other approaches deemed necessary to gathering sufficientinformation to answer the charge to the conrmittee. Typicatty a puulic workshop *,juro 6" one of theseother approaches The committee's deliberative pro""ss typicat'ty extends ouei a period of months andincludes severalface-to-face meetings When a draft report is completed, it is revlewed by a formallyappointed peer review srgilp The authoring committee is held to respond sufficiently to the peer critiquesbefore a report can be released in the namd of the lnstitute of Medicine. The costs of thiscomprehensive, mLrlti-disciplinary approach are substantial The average IOM study takes about 17months and currently costs about S1.2 million. The most sirnpleconsensus studies can be typically
carried out in 7 or 8 months and cost an estimated $600,000. Given the costs and time involved with theloM comrrittee process, the loM generally only undertat<es stuoies that other organizations are not well-positioned to carry out.

Hope this helps clarify an often opaque process.
Eileen
l{f,:rJ:Sr:i;'.,f:r li:,.: i{aii{,ti (}ijf i-r1l:...(...,..:r,ll$il* .rvr_+r,r,i.ir^::1.}.drr:{t.r

lrom: Ken Boorom [mailto:kboorom@bhomcenter.org]
Sent: Tuesday, December 07, 20IO 2:46 pM
To: Choffnes, Eileen
Subject: RE: Dr. Choffnes - question on how topic selection for the IoM's Board of Global Health

Dear Dr Choffnes,

Many thanks for the quick response. Would you have an idea of what kind of grant arnounts have been
used in the past to conduct a literature review and answer a specific question, like "ls Blastocystis apathogen in humans, in the sense that Giardia and E histolytica are considered pathogens?,,

lf tt helps. we organized a group to look at this question and published a review in 200g We downloaded
abstracts for all Blastocystis studies on the NIH's pubmed server and categorized them by study type,
researcher conclusion, etc The data from that effort is still available, and ive could also get the same
group to update it The screntists from the group at the time were at the US Center for Disease Control
China's CDC the Pasteur lnstitute, a WHO Coordinating Center for the Moiecutar Epidemiology of
Parasitological lnfections, the US Air Force, and some &her groups

Thanks again for your help

Best Wishes

Ut8t20n



Page 2

From : Choffnes, Eileen lmailto : EChoffnes@ nas. ed ul
Sent: Thursday, December 02,2010 1:03 pM

To:'kboorom@bhomcenter.org'
Cc: director@bhomcenter.org
subject: RE: Dr' Choffnes - question on how topic selection for the IoM,s Board of Global Health

Dear Mr Boorom:

Many thanks for your inquiry about the process that the loM uises for the initiation of a study The lnstitute ofMedicine consensus advrsory studies come about in a variety oi*"yr. Most of the studies are either directed bycongress through specific legislative language or initiated ai a result of a formal request by an agency within theExecutive Branch such as the cDC or tne rut-H Though *re experts who serve on loM consensus committeesserve without compensation for their time, the procesJ of conducting an advisory study involves a significantexpense which is usually provided for throirgh a contract with the requesting government agency. Sometimesfoundations also award grants to the loM to conduct studies in which tney [a-ve an interest. states, foreigngovernments, and even international organizations have also commissioned advice from the lOM. So, in decidingto undertake a formal advisory study, it is important for us to have a clear scientific queition a sufficient scientific
evidentiary base to examine, and a committed financial sponsor(s)

I hope that this background information helps you as you decide how you would like to proceed on a study ofBlastocystis

Allthe best.
Eileen Choff nes, Director, Forum on Microbiol Threots
l'i,t:iijsr.:rir;ili ih* iijlr.4 irt lt;l t:i.:iv w,:bsrir:. lst,ovw.ir-*p;.*r.irt_

From: kboorom@bhomcenter.org Imailto:kboorom@bhomcenter.org]
Sent: Thursday, December 02,2010 12:59 pM
To: Choffnes, Eileen
Cc: director@bhomcenter, org
subject: Dr. choffnes - question on how topic selection for the IoM's Board of Global Health

Dear Dr. Choffnes,

Many thanks for the work you have done on the IOM's Board of Global Health.

could you tell me how our group might work toward getting the Board of Global Health to addressa specific topic concerning the pailiogenicity of a miciobe? 
-

The specific question is, "Based on currently available peer reviewed medical literature, shouldBlastocystis (a single-celled enteric protozoan) be considered as a cause for abdominal pain anddiarrhea in immunocompetent adults? ',

we've had several congressional representatives contact the NIH and CDC asking them to addressthe infection' Both agencies have indicated they are taking no action because,'experts disagree,'

Ken

l/t8l20t t
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on the question. There is a large body of published medical literature that can be reviewed -
pubmed shows about 850 studies on the organism. Their are clinical studies from major hospitals
and medical centers in about a dozen countries. There are also about 10 microbiology labs
publishing on an ongoing basis (animal studies, in vitro, etc.)

Does the IOM's Board of Global Health need a full committee to address a question, or would it be
able to act on requests from two or three congressional Representatives?

Would the IOM act on a request from a State legislature or a governor?

Would the IOM act on a petition from several hundred scientists and physicians?

Thanks again for your fine work.

Best Wishes,

Ken Boorom
Director, Blastocystis Research Foundation

5060 SW Philomath Blvd, #202
Corvallis, OR 97333
815-572-970L

t/18/20n


