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CLINICAL LABORATORY IMPROVEMENT ADVISORY COMMITTEE 


Authority 

The Clinical Laboratory Improvement Advisory Committee was establi shed under 

Section 222 of the Public Health Service Act [42 U.S.C. § 217a], as amended. The committee is 

governed by the provisions of the Federal Advisory Committee Act, as amended, 5 U.S.C. App., 

which sets forth standards fo r the formation and use ofadvisory committees. 


Objective and Scope of Activities 

The Secretary is authorized under Section 353 (42 U.S.C. Section 263a) of the Public Health 
Service Act, as amended, to establish standards for quality assurance and qual ity control; 
personnel; proficiency testing; maintenance of records, equipment, and facilities that must be met 
by all clinical laboratories in the United States. These standards should ensure consistent, 
accurate, and reliable test results. 

Description of Duties 

The Clinical Laboratory Improvement Advisory Committee shall provide scientifi c and technical 
advice and guidance to the Secretary, Department of Health and Human Services (HHS); the 
Assistant Secretary for I lealth, JH-lS; the Di rector, Centers fo r Disease Control and Prevention 
(CDC); the Commissioner, Food and Drug Administration (FDA); and the Administrator, 
Centers for Medicare and Medicaid Services (CMS). The advice and gu idance perta in to general 
issues related to improvement in clinical laboratory quality and laboratory medicine and specific 
questions related to possible revision of the CU A standards. Examples include providing 
guidance on studies designed to improve safety, effectiveness, efficiency, timeliness, equity, and 
patient-centeredness of laboratory services; revisions to the standards under which cli nical 
laboratories arc regulated; the impact of proposed revisions to the standards on medical and 
laboratory practice; and the modification of the standards and provision of non-regulatory 
guidelines to accommodate technological advances, such as new test methods, the electronic 
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transn1ission of laboratory infor1nation, and n1echanisn1s to i111prO\'e the i11tegration of public 
health and clinical laboratory practices. 

Agency or Official to \Vhom the Con1mittec Reports 

The con11nittee reports to the Secretary, III-IS; the Assistant Secretary for 1--Iealth, I-II-IS; the 
Director, CDC; tl1e Con11nissio11er, FDA; a11d tl1e Adn1inistrator, CMS. 

Support 

Management and support services shall be provided by the Ce11ter for Sttrveillance, 
Ej)idcn1iology, and l ...aboratory Services, CDC. 

Estin1ated Annual Operating Costs anti Staff Years 

I~sti1natcd annual cost for OJJerating the co1n1nittee, including co111pensation and travel expenses 
for 1ncn1bcrs, but excluding staff SUJJport, is $79,941. Estin1ate of annual ]Jerson-years of staff 
support required is 2.15 at an estin1ated annual cost of $260,268. 

Designated Fe<leral Officer 

CDC v.1ill select a fullti1ne or per1nanent part-time Federal c1nployee to·serve as the f)esignated 
Federal Officer (DfO) to attend each con1111ittee meeting and ensure that all ]Jroccdurcs arc 
\Vithin applicable statutory, regulatory, and 1-11-IS General Adn1inistratio11 Ma11ual directives. 'fhe 
Dl'O \Viii approve and prepare all n1eeting policies ru1d agendas, call all of the co1111nittee a11d 
subcon1n1ittee n1eeti11gs, adjourn any 111eeti11g \Vhen the DFO deen1s adjournn1ent to be in tl1c 
public interest, at1d chair n1cetings \Vl1cn directed to do so by the official to \vho1n the con1mittee 
repolis. 'fhe Dl~O or his/her designee shall be present at all 1neetings of the full co1nn1ittce and 
subcon1111ittees. 

Estimate<l Number and Frequency of J\1cctings 

Meetings shall be l1eld at least once per year at the call of the DJ~O, in consultation with the 
Chair. 

I\1ectings shall be open to the public except as detern1ined otherwise by the Secretary, lll-fS, or 
otl1er official, to wl10111 the authority l1as been delegated, in accordance \Vith the Governn1ent in 
the Sunshine Act [5 lJ.S.C. Section 552b(c)] and Section JO(d) of the Federal Advisory 
Co1nn1ittee Act. Notice of all tneetings shall be given to the public. 
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Duration 

Co11tinuing 

Tern1i11ation 

Unless rcne\vcd by appropriate action, tl1e Clinical J,aboratory In1pro\ren1ent Advisory 
Con1n1ittee v.1ill ten11inate l\VO years fron1 the date this charter is filed. 

Membership and J)csignation 

'fhc co1n1nittee shall consist of 20 inc1nbers, including the Chair, and n13)' include a Federal 
en1ployee. Men1bcrs shall be selected by the Secretary fro111 autl1orities knov.rlcdgcablc in the 
fields of microbiology (including bacteriology, tTI)'Cobacteriology, 111ycology, parasitology, and 
virology); i1n1nunology (including 11istocon1patibility); chcn1istry; hematology; pathology 
(i11cluding J1istopathology and cytology); genetic testing (including cytogenetics); representatives 
fro1n the fields of1nedical technology, public health, and clinical practice; and co11sun1er 
representatives. Men1bers shall be dceined Special Go\1ernn1ent E111plo)'CCS. 

'fhc con1n1ittee sl1all also consist of three non-voting ex oilicio inen1bers, or dcsignccs: the 
Director, CDC; tl1e Co1n111issio11er, l~DA; and the Admi11istrator, CMS; and such additional 
oJTicers of the United States go\'crn1nent that the Secretary <lec1ns arc necessary for the 
con1n1ittee to effecti\1ely carry out its functions. Tl1e CDC, f:;"DA, and CMS ex officios arc no11­
voting 1nc1nbers, but they \Vill be considered part of the quorun1 required to conduct a con11nittee 
111eeting. The corntnittce shall also include a 11011-voting liaison representative who is a n1en1bcr 
of the Advanced Medical l'echnology Associatio11 and such other 11011-voting liaison 
representatives, as the Secretary deen1s necessary to effectively carry out tl1e fu11ctions of the 
co1nn1ittee. Liaiso11s shall be dee1ned re])rescntativcs. 

Men1bers shall be in\1itcd to serve for overlappi11g tern1s of up to four years, except that any 
n1en1ber appointed to fill a vacancy for an unexpired ler1n shall be apJ)Oi11ted for the ren1ainder of 
that ter1n. Tern1s ofn1orc than 1\VO years are co11tingcnt upon tl1c rcne\val of the co1nn1ittcc by 
appropriate action prior to its ter111inatio11. A 111e1nber n1ay serve 180 days aller the expiration of 
that n1c1nbcr's tern1 if a successor has not taken office. 
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Subcom1nittces 

Subco1nn1ittccs co111posed ofn1en1bcrs and nonmen1bcrs of the parent con1mittee 1nay be 
established \Vitl1 tl1e approval of the Secretary, IIIIS, or his/l1er designec. The subcon11nittccs 
t11ust report back to t11c ])arcnt co1n1nittee and do not pro\1idc advice or \VOrk products directly to 
the agenC)'. 'fhc Depa11111ent Con1mittce Managen1cnt Oflicer \Vill be notified upon 
cstablish1ncnt of eacl1 s11bcon1mittee and will be provided inforn1atio11 011 its 11a111e, n1c1nbership, 
function, and cstin1ated frequency of n1eetings. 

Rccordkecping 

Tl1c records oftl1e con1n1ittee, established subco111n1ittees, or other subgroups of the co1nmittcc, 
shall be 1nanaged in accordance witl1 Ge11cral Records Scl1cdule 6.2, l•'cderal Advisory 
Con1n1ittee Records, or other approved agc11cy records disposition schedule. These records shall 
be available for public inspection and copying, su~ject to the l:;-recdon1 of Inforn1ation Act, 
5 u.s.c. §552. 

Filing Date 

February 19. 2016 
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Date Director 

Managcn1ent A11al)'sis and Services Office 


