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PART 35-EIUMAN USES MATERIAL*:: 

SCC. \ See. 

, 35.13 Spccitic licenses for human use of by- 
product mnterixl in sealcd sourccb. 

35.1 Purpasc and scopc. 
35.' Licclisr requircnicnrs. 
35 3 DeLni:ions. 1 35.14 Specific liccnscs for ccrrain d i ~ z n w -  

Spacific Licenzes 

Specific licenses for human LZIC of 
byproduct material in institutions. 

Specific licenses to individual phyri- 
cians for human use of byproduct 
material. 

35.11 

35.12 

t i c  i i c c s  of bpllroduct m a l c r i a l  i n  
humans. 

General Licenses 
General license lor mctlica! u s e  of 

quantities of byproduet matcrid. 
Schedule A-Groups of dingnortic 

uscd of byproduct rnatcrid in 
11.~r11ann. 

35.31 

33.100 

t AUTTIORITY: T h e  provisions of this Part 35 issucd under secs. 81, 161, 
182, 183. Stat. 935, 945, 953, 954, as amcnded; 42 U. S. C. 2111, 2201, 2232, 
2233. For the purposcs of scction 223, 68 Stat. 958, a s  amcnded ; 42 U. S. C. 
2273, 0 3531 (c) (4) and ( 5 )  issued under 161b, 68 Stat. 948; 42 U. S. C. 2201 (b). 

[B 14,560aI 
Sec. 35.1. Pu ose and scope.-This part  prescribes regulations govern- 

ing the licensing z b y p r o d u c t  material for human uses. It includes special 
rcquircments for issuance of specific licenses authorizing human use of by- 
product matcrinl, gcneral Iiccnses for human use of byproduct material of 
specified types and forms, and certain regulations governing the holders of 
such specific and general licenses. T h e  provisions and requirements of this 
part are in addition to, and not in substitution for, athcr requirements of this 
chapter. In particular, the provisions of Part  30 of this chapter apply to appli- 
cations and licenses subject to this part. 

[n 14,56Ob] 
Stc. 35.2. Licente requirements.--No person subject to the regulations 

in this chapter shall receive, posscss, use, or transfer byproduct material for 
any human usc except in accordance with a specific or general license issued 
pursuant to  the xgulations in this part a i d  Parts 30 and 32 o r  33 of this 
chaptcr. 

[SCC.  35.2 as aniciitlcd April 7, 1970. cffrctive hlny 22, 1970 (35 F. R. G425).] 

[fi 14,560~1 

Sec. 35.3. Definitions.-As used in this part : 
(a) "Human use" means the internal or external administration of by- 

product material, or the radiation therefrom, to human beings ; 
(b? "Physician" means an individual Licensed by a State or territory of 

the United States, the District of Columbia or the  Comrnonwesltll of Puerto 
Rico to dispense drugs in the  practice of medicine. 

Part S recOdlfled cffoctlvc AupYrL 15. 1%) the proposed unmdrncnl should lend them to 
(30 F. R. 8 S S .  thkc SCcRUry Of Iho Cbmmlulon. U S. Atomic 

t Thc Atomlc Enercy CommlrsLar saw norlce Gnerm Commlrrlon, Wuhlngton. D. C. mu. 
In lhc Irrddrral RcpStm of Wmh 9 1973 (39 ArLentlon: Chlcf. Publlc Prwc-eedlngs Staff. not 
F. R U99) lhat 1t Is conaldr~lnp t i c  m e n d -  1.m UunAprtl23. IOR 
mCnt Of lb t k l D  of Pirn 35 10 read PI fd lowa!  t Utatlon 01 authority as unanded July 13, 

"Part S-hicdlml uscf of l~dlolloloyc~ (by- 1970 e8ectlvc July 17, I970 (35 F. R. 11459). 

Intmatcd p - m ~  who derrn to iublnlt wit- 
ten commcnu or rugpertlohs In COMCCLlOn wlth 

product rMurln1." -a. 
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SPECIFIF LICENSES 

rn j611 

Sec. 35.11. Specific licenses for human use of byproduct material in 
institutions.--An application by an institution for a spccific Iiccnse for human 
iisc of byproduct material will bc approved i f :  

(a) The applicant satisfies thc gcncral requirements specified in SCC. 
3 0 . 3  of this chsptcr ; 

(b)  Thc  ayplicaat has appointed a medical isotopes committee of a t  least 
three members to evaluate all proposals for research, diagnosis, and therapeutic 
use of radioisotopes within that institution. Membership of thc committee 
should include physicians expert in internal medicine, hematology, therapeutic 
radiology, and a person experienced in assay of radioisotopes and protection 
against ionizing radiations ; 

(c)  The applicant possesses adequate facilities for the clinical care of 
IiAticnts ; 

(d)  The physician designatcd on thc  application as t he  individual user 
has substantial experience in the proposed use, the handiing and administra- 
tion of radioisotopes and, where applicable, the clinical management of radio- 
active patients; and 

(e) If the application is for a license to use unspecified quantities or 
multiple types of byproduct material, the applicant has previously received a 
reasonable number of licenses for a variety of byproduct materials for a 
vsricty of human uses. 

[n 14,561aJ 
Scc. 35.12. Specific licenses to individual physicians for human use of 

byproduct material.-An application by an individual physician for a specific 
license for human use of byproduct material will be approved i f :  

(3) The  applicant satisfies the general requirements specified in Sec. 30.33 
of this chapter; 

(b) The applicant has access to  a hospital possessing adequate facilities 
t o  hospitalize and monitor the applicant‘s radioactive patients whenever it is 
advisable ; and 

(c) T h e  applicant has v tens ive  experience in the proposed use, the 
handling and administration of radioisotopes, and where applicable, the clinical 
management of radioactive patients. (The physician shall furnish suitable 
evidencc of such experience with his application. A statement from the 
medica1 isotopc committee in t!!c institution where he acquired his expericncc, 
indicating its amount and nature may bc submitted as evidencc of such 
experience.) 

[fl14,56lbJ 

See. 35.13. Specific licenses for human use of byproduct material in 
seated sources.-An application for a specific license for use of a sealed source 
for human use will bc approved i f :  

(a)  The  applicant satisfies the general requirements specificd in SCC. 
30.33 of this chapter; and 

(b)  Thc applicant or, if the application is made by an  institution, thc 
individual user ( I )  has specialized training in the therapeutic use of the  
radioactive dcvicc considered (teletherapy unit, beta applicator, etc.) or  has 
expericncc cquivalcnt to  such training; nnd (2) is a physician. 

n i 4 . 5 ~ 1  0 1973, Commerce Cleuing House, Inc. IO CCR 0 35.11 



[q 14,561~1 

!kc. 35.14. Specific ain diagnoetic use6 of byproduct 
for a specific Iiccnsc pu r sumt  to 
use of byproduct mntcrinl spccificd 

material in humans.-(a) 
Sec. 35.11 or Sec. 35.12 for any  
in Group I or Group I1 of Scc. 35.100 will tc spprovcd for all of the di:\postic 
uses within the  group which includcs the use specified in tlic ;tpplic:ition i f :  

( l j  The  applicant satisfics the  rcquircmcnts of SCC. 35.11 or SCC. 35.12; 

(2) The  applicant or thc physician designated in thc apIilicstion 25 tl:c 
individual user has adcquate clinical cxpericncc in the pcriormsncc. of rli:igncJs- 
tic procedure spmified in the appropriate group in SCC. 35.100 ; and 

(3) T h c  applicant's proposed radiation detection instrumentation is ndc- 
quatc for conducting the  diagnostic procedures specified in the appropnatc 
group in Sec. 35.100. 

'1Sec. 35.14 as added Octobcr 6, 1967, effective November 13, 1967 (32 F. R. 
14265).] 

GENERAL LICENSES 

[Il14,562] 

See. 35.31. General license for medical use of certain quantities of by- 
product material.-(a) A general license is hcrcby issucd trJ ;tny physician to 
receive, possess, transfer, or use for any of the  following st:itcd diagnostic 
uses, in accordnnce with the rovisions of paragraphs (b), (c) ,  and (d)  of this 
section, the  foilowing byprofuct materials in capsulcs, disposable syringes or  
othcr forms of prepackaged individual doses : 

(1) Iodine 131 as sodium iodide (NaIl") for measurcmciit of thyroid 
uptake; 

(2) Iodine 131 as iodinated human serum albumin (IIlS.4) for dctermi- 
nations of blood and blood plasma volume ; 

(3) Iodine 125 as iodinated human serum albumin (IHSA) for determi- 
nations of blood and btood plasma volume ; 

(4) Cobalt 58 for the measurement of intestinal absorption of cymocotalamin : 
( 5 )  Cobalt 60 for the measurcment of intestinal absorption of cyanocobalamin ; 
( 0 )  Chromium 5 1  as sodium radiochromatc for dcLcmmiii;ttion of red 

blood ccll volumes and studies of red blood cell survival tirnc. 

NO=: Section 32.70 of this chapter requires manufaeturrrs of radiopharmaceuticrle 
which r r e  under the general license in this paragraph to include the following statement 
in the label affixed to the container or in thc leaflet or brochure which accompanies the 
radiop hermactu tiwl : 

This radioactive dnig may be received, pcssessed, and uaed only by physicians 
licensed to dir ense drugs in the practice of medicine. Its receipt, possession, IISC. and 
transfer are sugjcct to the rerlationr and a general license of the Uniicd States Atomic 
Encr Commission or of a tate with which the Commission has entered into an a p e e -  
ment%r the exercise of regulatory authority, 

(Nanic of manufacturer) 

(b) No physician shall receive, possess, use. or transfer b-yproduct mate- 
ria1 pursuant to the  general liccnsc rstoblishccl by paragraph (a) of this 
section until he has filed Form AEC-482, "Registration Ccrtificatc--hf cdical 
Use of Byproduct Mattrial Undcr Gcncral Liccnsc" ivit 11 thc  Director of 
Licensing, U. S. Atomic Enrr#y Conimis.;ion, lV;tsliingtoii, D. C., 20545, ant1 
rcccived from the Commission :I v:tlitl;itc.tl colry of the Form AEClSZ with 
registration number assignctl. l l i r  registrant ~11311 furnish run Form AEC-4S2. 
the following information and such ott rcr  information as rn;ty bc rcquircd by 
that form: 

Atomic Energy Law Reports 10 CPR 0 35.31 9 14.562 
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1 
(1) Kanic and addrcss of thc rcgistrant ; 

( 2 )  A ststenicnt thzt the rcgistrant is a duly licensed physician author- 
izcJ to dispensc drugs in the practice of medicine, and specifying the license 
nunibcr and the State in which such liccnsc is valid ; and 

(3) A statement th3t the registrant has appropriate radiation nicasuring 
instrumcnts to c3rry out thc diagnostic proccdures for which he proposcs to 
use byproduct material under the general license of Sec. 35.31 of this chapter 
and  that he is competcnt in the use of such instruments. 

(c) A ph sician who receives, possesses, or uses a pharmaceutical con- 
taining byprodruct material pursuant to the general license established by para- 
graph (a) of this section shalt comply with the  following: 

(1) He shall not possess a t  any  oiic time, pursuant to the  geneml license 
i r i  lui’agraph (a) of this section, more than: 

( i)  200 microcurics of iodine 131, 
(ii) 200 microcuries of iodine 125, 
(iii) 5 microcuries of cobait 58, 
( iv)  5 microcuries of cobalt 60, and 

(v)  200 microcuries of chromium 51. 

(2) Hc shall store the pharmaceutical until administered in the original 
shipping containcr or a container providing equivalent radiation protection; 

(3) H e  shall use thc pharniaceutical only for the uses authorized by 
paragraph (a )  of this scction ; 

(4) Hc shnll not administer the pharmaceutical to a woman with con- 
firmed pregnancy or to a person under 18 ycars of age ; 

( 5 )  He shall not transfer the byproduct matcr id  to a person who is not 
authorized to receive it pursuant to a license issued by the Commission or an 
agrccmcnt State, or in any manner other than in the unopened, labeled 
shipping container as receivcd from the supplier, cxccpt by administering it 
t o  a patient. 

(d) T h e  rcgistrant possessing or  using byproduct material under t h t  
general Iiccnse o€ paragraph ( a )  shall rcport in duplicate to the Director or 
LiccnsinC. any changcs in t l x  information furnished b him in the “Kegistra- 
tion Ccrtific;trc-Mcdica\ ~ s c  of Byproduct MMntctin1 &der General Liccnsc.” 
Form AEC1SZ. T h e  rcport shnll bc submitted within 30 days after the cftcc- 
tive t h t c  of such change. 

(c) Any person using byproduct matcrial pursuant to the general licensc 
of paragraph (a) of this scction is cxcmpt from the requiremcnts of Part 20 of 
this chaptcr with rcspcct to the  byproduct materials covered by thc general 

[SCC. 35.31 ss amcndcd cffeccivc January 11, 1973 (38 F. R. 1271).] 
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?%++ The following Srction 3532 is proposed.* 

- -- [fi 14.562~1 

See. 35.32. Conditicvls of licenses for medial uses of raadioisotoper.--(a) 
The uscr of rntlioisotopcs in or applied to  humans for dis ostic, therapeutic, 
or invcstiwtion;tl D ~ I ~ D O S C I J  shnll Le a nhvaicinn authorize r bv a condition of a 
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genera1 Iiccnsc or  a specific licensc, incl a specific liccnsc of brontl S C O ~ C .  

issued by tlic Commission (authorized p&dan). 

(b) No authorized physician may dclcjiste to pcrsons \~ILCJ arc not p h y -  
sicians undcr the supcrvision of the authorized physici.in, thc ~o~Io~~\~~I : I : .  

(1) The approval of procedures involving t he  administmtion tc i  [>a t  ; ( . I I : ~  

of radiopharmaccuticals or the applicstion KO p:tt;cr.ts of  radi?.tic.iri frcirii T J < ~ I ~ I -  

isotope sources. 

(2)  The prescription of the radiopharnraceurical or sourcc of rad:x:ior! 
and the  dose or exposure to  be administcred. 

(3)  The dcterniination of thc route of administration, 

(?) T h e  interpretation of the rcsults of diagnostic proccclurrs i i i  which 
radioplixrniaceutic~ls arc administered. 

(c )  Suhjcct t o  the provisions of paragraphs ( b ) ,  (d) ,  (c), ( f ) ,  and (g) 
of this section, an authorized physician may pcrmit :cchnici:tiis si ld other 
paramedical personnel t o  perform the following activitics : 

(1) Prcparation and quality conmol testing of radiophiirn1::ccriticals and 
sources of radiation, 

(2) Measurement of radiopharmaceutical doses prior t o  xlministration, 

(3) Use of appropriate instrumentation for the  collection of dsta to be 
used by the  physician, 

(4) Administration of radiopharrnaccuticals and radidticm from radio- 
isotope sources to  patients, within limits otherwise permitted urltlcr app!icable 
Fedcral, State or local laws. 

(d) Authorized physicians who pcrmit activities t o  be pcrfornicd by tech- 
nicians and other paramedical pctsonnel pursuant to paragraph ( c )  uf this 
section shall : 

( I )  Prior to such p e k s s i o n ,  determine that such tcch:iiri;:ns :i:d other 
panmcdical personnel have been properly trained IO pcrfL,rrri 11icir dutics. 
This training shall include training in thc following subject.<, its :ipplicnble to 
the duties assigned : 

(i)  General chamctcristics of radiation and radioactive mntcrinls. 

(ii) Physical, chemical, and pharmaceuticaI characteristics of each radio- 
pharmaceutical to be used. 

(iii) Mathematics and calculations basic to the use and nirasurcmcnt of 
radioactivity, including units of quantity of radioactivity (surics, millicuries, 
microcuries) and units of radiation dose and radiation exposure. 

(iv) Use of radiation instrumentation for measurements and monitoring 
including operating procedures, calibration of instruments, and limitations of 
instruments. 

(v) Principles and pact icesof  radiation protection. 
(vi) Additional training in t he  above subjccts, as appropriatc, when new 

duties a re  added. 
(2) Assure tha t  such technicians and other paramedical pcrsonncl rcccim 

appropriate retraininx in the suhjccts listcti in paragraph ((1) ( I )  oi this scc- 
tion to maintain Droficicncv and t u  kccu abreast of dcvclopmonis in the field 
of nuclear rnedicai techno1og.y. 

training, and 

Atomic Energy Law Reports 

(3)  Kecp records showing tlic I)ases for such dcterminations 
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(4) Rctniii rcs onsilility as liccnscc -uthorized user for the sstisfac- 
tory pcrforniance orsuch  activitics. ‘z; 

( e )  Certification in nuclcar nlctiicinc technology by the American Regis- 
try of Radiologic Tcchnologists or in nuclear medical technology by the 
Itcgistry of Medical Tcchnologists of the American Society of Clinical Path- 
ologists n 4 l  be Jccrncd to satisfy the training requirements of paragraphs 
( i t )  (1) and (2)  of this scction. 

( f )  h n  applicant for a liccnsc or for arnerirlmcnt or rcncwal of a licciise 
shall state whcrher he desires to permit technicians or other pararncdical pcr- 
sonncl to perform activities pursuant to paragraph (c) of thls section and, if 
so, shall include in his application for  license, license amendment, or license 
renewal a statement of the activitics t o  be so performed and a description of 
an adequate p r o g n m  for training (including retraining a s  required to keep 
alxmst of devclopmcnts in t echno loo)  such personnel or for othenvise 
determining that such personnel are properly trained to  perform thcir dutics. 
147th respect to licenses in cfiect on (effective date of rule), a licensee who is 
permitting or who dcsircs to permit technicians or other parayedical per- 
sonnel to perform activities pursuant to paragraph (c) of this scction shall file 
thc information required by this paragraph with the Director of Licensing, 
C. S. Atomic Energy Commission, Washington, D. C. 20545, with his nest 
application for amendmcnt or renewal of the licensc or within 1 year of (cftcc- 
tive date of ruIe), whichcver occurs first. 

(g) IVhenever a technician or other paramedical pcrson administcrs a 
rndiopharmaccutical to a patient by injection, a physician (not necessarily a 
physician authorized by the Commission to bc a user of radioisotopes) shall 
be irnmediarclp accessible. 

The following Section 3S.33 is proposed.** 

[f 14.5621-11 

Notifications and reports of misrdministrationr.-( a) Each 
licensee shall notify the Director of the appropriate Atomic Energy Commis- 
sion Rcgulatory Operations Regional Office listed in Appendix D of 10 CFR 
Part 20 of the Commission’s regulations by telephone and tetegraph of any 
misadministration of radiopharmaceuticals or any  misadministration of radia- 
tion from teletherapy and brachythenpy sources, This notification shall be 
rnadc within 21 hours aitcr such misadministration is known. For the purpose 
of the  rcquircments of this section, rnisadministrntion is dcfincd to include 
thc administration of: 

(1 )  A ratliopharmncc.utica1, or radiation from a source other than the one 
intended, 

(2) A radiopharmaceutical or radiaticn to the wrong patient, or 

(3) A dose of a radiopharmaceutic:il, or cxposure from a radiation source, 
outside of thc intended (lose range prcscribcd by the  physician or by a route of 
administrztion other rhan.that intended by the  physician. 

(b)  (1) Whenever a misadministration of a radiopharmaceutical or radia- 
tion from n teletherapy or brachytherapy source could cause a demonstrably 
adverse eficct on thc patient to whom it was administered, the licensee or the 

*’ The Alomrc h o w  Cummlrilon gave noiler the pmpoacd amrndmtnt rhould rrnd them to 
In thc Fi.rli+ral Realr:er or M u c h  1. 19?3 (38 the Ymtnry or Uic Cummlrrmn. U. 5. Atomic 
Y. H L3Wl Lhnt It Is coluldrrlng the doptlon Energy Commlrrlon, H‘naNnwn. I). C. 1cDLS. 
o! new ST. 35.33. Actcntlon: Chlrt. Public Procc.udinp Sei!, not 

InlvwsL*rl prrMN wbo d d r r  to a u b d t  wrlt- lnur thrn April zl 1973. 
tcn cummcnts or sugg~~t lonr  In wnnectton wlLh 

TI 14.562a-I 0 1973, Commerce cluring House, Inc. 

Src. 35.33. 
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autliorizctl p1iysici;tin sh:ili I ~ I . u I I I ~ ! I ~ ~  1iu:iiy thc p i i i L m L  or  ;L I ~ L * S ~ ~ O I I ~ ~ I I ~ C  I[ 12- 

tivr of thc  patient of the misadmi*-; .:ration unlcss in thc p1iysici:in'~ prof rs-  

sional judgment such notification 
the patient or ;L surviving rclntivc C J ~ C  paticnt. 

(2) If death occurs after a jutlgrtient is made by t h c  p!iy\i<iJn th?.L notifi- 

cation to the patient or a responsible relative of tlir p;iii~-ii: of I ~ I C  ~ I I ~ S ~ I I I -  
ministration would be c o n t n r y  to thc best in tcxs ts  ~ i i  tlic p::tic,iIt 31:d :iic 

misadministration may hnvc bcen a contriliurory c;ii:~c oi tlic i ! c : i ~ ! > ,  rhc 

liccnsec or the authorizcd physician shall  notify a rcsponsil,le rclzt i\*c i o f  

the patient of the misadministration unlcss thc physicim makcs :in ~ ( l J i : i ~ . ~ : ~ d  
dctcrmination that such notification would be contrary to the Lest iritcrcsts 
of a surviving relative of the patitiit. 

(c )  I n  addition to the notification required by paraCr:iplt (;I) of this 
scction, cach licensee shall makc J report in writing lvitllin 30 tl:iys to the 

'Director of 1:cgulatory Operations, U. S. Atomic E n c y x  Coriiniission, \\''ash- 
ingfon, D. C. 20545, with a copy to  thc Dircctor cef th,: :i1i;,roiiri:Ltc Rc,ouintt,ry 
Optrations Regional Ofice spccificd in :ippcndi?c L, ( d  1u C l X  l ' x t  20. oi 
each misrdrninistrntion. The report rcquircd under this p:ir:txrsph nced cot 
include thc name of the paticnt but shall dcscribc the n:%tulc, vsicnt,  and cause 
of the misadministration and the corrcctivc steps takc:; or p!:iiincd to assure 
against a recurrence. If the  misadministration could c : : w c  a dcmonstrably 
adverse effect o n  the paticnt or if death occurs and tlie mis:idministrstiou 
may have bcen a contributory cause of thc death, thc report shall eithcr con- 
firm that the patient or  a responsible relativc of the psticnt has becn notified 
of the  misadministration os rcquircd by paraaraph ( c ) ( l )  arid (2)  of this 
section or shall state that  notification \vas not gii-en bc:..i::siC i r i  tlic physician's 
judgment such notification would be contrary to tlic I m t  interests of the 
patient or a surviving relative of the  pnticnt. If the  p:iticnt or rclative is not 
notified, the physician shall confirm that this decision 1!;1s rcvicivcd by a locnl 
Ethics Committee or an equivalent p o u p  of pecrs am! sh311 smte whether or 
not the  committee or group concurred with the decision. 

(d) Any notification or report filed with the Cc::i:xIdsiw. pursuan: to  
pangraphs  (a) and ( c )  of this section shall be prcp::v; so t!nt any dctxiis 
which would identify the patient will Le stated i n  a sc;  .;r.ltc part of :hc noti- 
fication or report. 

[f 14,562bI 

uld bc contrary to the best intcrcsts ( 

See. 55.100. Schedule A - G r o u p s  of diagnostic uses of byproduct materia1 
fn humans.-(a) Grorcp I .  Uptake, dilution, and cxcretion studies (docs not 
include scans or tumor localizations) , 

(1) Iodine 131 or iodine 125 as sodium iodidc for thyroid function studies. 

(2) Iodine 131 or iodine 125 as iodinated human serum albumin (IHS.\) 
for  dcterminations of b l d  and blood plasma volume. 

(3) Iodine 131 or iodine I25 2s labclcd rose bcfignl for liver function 
studies. 

(4) Iodine 131 or iodine 125 as labcled fats or fatty acids for fat absorp- 
tion studies. 

( 5 )  Iodinc 131 or  iodine 125 as lnbelcd iodopr;lcet, sodium iodohippcrntc, 
sodium diatrizoate, dintrizoatc iticiIi~I~I.lttcatninc, sotfium diprotrizontc, sodium 
acetrizoate, or sodium iotha1:unatc for ki(liicy function stu\?:cs. 

(6)  Chromium 5 1  as Labclcd humnn scruin albumin for gastrointcstinnl 
protcin loss studies. 

Atomic Energy L i w  Reports 10 CX'R 0 35.100 Q 14,56213 
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cell volumes and studies of red blood cell L ival time. 
(7) Chromium 51 as sodium chro* 

(8) Iron 59 as  chloride, citrate, or sulfate for iron turnover studies. 

(9) Cobalt 58 or cobalt GO as labeled cyanocobalamin (vitamin B-12) for 

(IO) Potassium 42 as chloride for potassium spacc determinations. 

(b) Group 11. Scans and tumor localizations. 
(1) Iodine I31 as sodium iodide for thyroid scans. 
(2) Iodine 131 a s  iodinated human senxm albumin (IHSA) for brain 

(3) Iodine 131 as macroaggregatcd iodinated human serum albumin for 

(4 )  Iodine 131 as colloidal (microaggregatcd) iodinated human serum 

( 5 )  Iodinc 131 as labeled rose hen@ for liver scans. 
(6) Iodine 131 as iodopyracet, sodium iodohippurate, sodium diatrizmte, 

diatriroate rnethyiglncamine, sodium diprotrizoate, or sodium acetnzoate for 
kidney scans. 

e for determination'of red blood 

intestinal absorption studies. 

tumor localizations and cardinc scans. 

lung scans. 

albumin for liver scans. 

(7) Iodine 131 as sodium iodipmide  for cardiac scans. 
(8) Chromium 51 as sodium chromate for spleen scans. 

(9) Gold I98 in colloidal form for liver scans. 
(10) Mercury I97 as chlormerodrin for kidney and brain scans. 
(11) hiercury 203 as chlormerodrin for brain scans. 
(12) Strontium 85 as nitrate or chloride for bone scans in patients with 

(13) Tcchnctium 99m as pertechnetate for brain scans. 
(14) Technetium 99m as pcrtcchnetate for thymid scans. 
( I  5 )  Technetium 99m as pertechnetate for salivary gland and blood pool 

scans other than placenta localizations. 

[Sec. 35.100 as added October 6, 1967, d e c t i v e  November 13, 1967 (32 
F. R. 14265), and amended March 31, 1970, effective April 9, 1970 (35 F. R. 
5802) ; February 10, 1971, effective March 5, 1971 (36 F. R. 4368).] 

- 

diagnosed cancer. 

Cnoss WEXENCE TABU 

Nan section Old srctim 
35.1 ........................................................................ Near 
35.2 ............. .... ...... .................................. New 
35.3 .................................................. 
35.11 .................................................... 
35.12 ...................................................... 
35.13 ...................................................................... 30.24(c) 
35.14 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  N w  
35.31 ..................................................... ............... 30.29 
35.100 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . .  New 

0013269) 008 

1 0 1 4 2 3 1  


