
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

   

    

 

    

 

PROPOSED ONLINE SUBMISSION FORM FOR THE
 
GENETIC TESTING REGISTRY
 

This document provides screenshots of the proposed online form for the 

submission of genetic test information to the Genetic Testing Registry. 

The laboratory examples are fictitious. 
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GENETIC TESTING REGISTRY • - t ': , . ~ • &i •• 
OMB control num ber- (0925-xxxx) Expiration date (xx-xx-xxxx) 

Publ ic repo rt ing oo rde n for this co ll ection of information is esti mated to ave rage 3_0 hours poe r response , including the time for r"';ewing instructions , 
searc hing exi sti ng data so urces , gathering a nd ma inta in ing the data needed , and completing and r"';ewing the col lection of information_ An agency may 
not co nduct o r s po nsor, a nd a poe rson is not required to respo nd to, a collection of info rmation unless it displays a currently ""lid OMB control nu mber. 
Send comme nts reg arding this oo rde n esti mate or a ny other as poect of this collection of information , includ ing suggestions for reducing this bumen, to: 
NIH, P roject C leara nce Bra nc h, 6705 Roddedge Drive , MSC 7974 , Bethesda , MD 20892-7974 , ATTN: PM (0925-xxxx)_ 00 not retum the completed form 
to this add ress _ 

Your Labs in GTR I:Ml! Contact GTE staff EOO 

Add a new la b IMigrate data from GeneTe sts I Sort by- IModified: newest first 

Generic Laboratory, Inc (Incomplete Information, cannot submit) 

Gene ric LabofatOf'j, Inc Phone: 555-555-5555 

Gene ric Institutes f ax: 555-555-4444 

100 Mapl e street E mail : info@genericla bscom 

Springfi eld , OH 


Lab Ili recto rjs) 

Joon S m th 

Laboratory Affiliatio ns 


Gene ric Institutes fOf o; sea se A 


Laboratory Credentials 

"00. 

Last modified : 311512011 C::~'~'~"=JII Vie w Details I 

Generic Laboratory 1, Inc 

Gene ric LabofatOf'j 2 Inc , Generic In stitute s Phon., Num ber: 1~OO-555-5555 


200 Ma pl e road f ax Number: 1~OO-555-4444 


Washington , DC 12345 E mail: jnfo@genericiatniZcom 

United State s of America We bsrte : .".,." oenericiatni2 com 

Lab Dire cto rjs) 


Ja ne Doe , PhD, f ACMG 


Laboratory Affiliatio ns 


Ge neric Cl inical Rese arch SeMces 


Laborato ry Credentials 


CLIA Certification Number 000012345 


Te s1 


HCM Cardio p anel fOf Cafdiomyopathy Qncompl.,te Infonmtion ) 

Warfarin SensitMty Testing fOf Wanarin sensitMty lSubmd this test! 


Last modified: 311412011 =~'~'~"=JII Vie w Details I 

------------------------------------, ~,r------------------------------------
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GENETIC TESTING REGISTRY • - . , ~ , . _ • • i • i 

OMB conlJoi numbe..- ( 092!i-xxxx) Expiration date (xx-xx-xxxx) 

GTR Submission !::!t!R Con!ocI GlB slat! ~ 

Add a New Lab 

Lab Information Personnel Ucensure & Accreditation Default Parameters 
o 

": required input 

Name & Institution 

l ab name: " 

GeneTesls ID: 

Instttution: " 

Department: 

Address 

COlmiry or region:"1 Un~ed States ~ I 

Street & tlo: 

City: " 


Stale or proYince:" I Alabama ~ I 

Postal code:" 


Make Ihis mailing address public :" @ Yes (5 tlo 


Phone:" 


Fax: 

Email:" 

Webs~e: 

Types of Service 

Service: :oC"'::"C'C"""=C.______ ,___~ 

I Genetic counseling ~ I IAdd Another I 


Affiliation 


tlarne: Website_ 


IAdd Another I 


Panicipalion in programs 


Participation in standardiz.illion programs- (C//Ck to se1ecl aU thai apply) 


ISCA Consortium Ontemational Standards for Cytogenomic Array) 

CETT Program (Collaboration Education and Test Translation) 

Mutation-specific Databases 

Participalion in dala exchange programs- (ClICk to se1ecl aU thai apply) 

ISCA Consortium Ontemational Standards for Cytogenomic AmIy) 

CETT Program (Collaboration Education and Test Translation) 

Mutation-specific Databases 

Save & Continue 

------------------------------------- ~)r------------------------------------
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GENETIC TESTING REGISTRY • - . , ~ , - _ • I i . j 

OI-.lB control ""mbe.-- (092!;-xxxx) Expira600 dat e (xx-xx-xxxx) 

GTR Submission !::!rllI Coo!act GlR staft ~ 

Generic Laboratory r Inc 
Ucensure & Accreditation Default Parameters .:L:' '"::~,,:':·O:" P~~:b,:: fO=' =-______~~.,sonnel'- 0 

Add a person 

First name: • 

Middle Inrtial: 

l ast name: • 

Display on GTR srte: @ Yes ~ No 

f'rimmy IfIb contoct @ Yo. ~ tlo 

l ab d ire<:tor: • @ Yes ~ No 

Job trtle: 

Lab Director 
Genetic Counselor 
Nurse 
Research Norse 

Academic ()egree(s)- (C/K;k to ~efPCI aU thai apply) 

MO 

Certificates: 

Add new 

Medical board: 
1American Board 01 Obstetrics and Gynecology 

Medical spei:ialty: 

'IpOIC.. .-.-.C-C-.-- -.-,.C.c,,C,-------.- I~ m"-;c"-.,Coo .ll 

Medical subspei:ialty: 

' ..-.-.-.-.C--.-- -.- .llI p=,' '~ m,,-;c"-.,coo ,.c.c,,-,------

Credentials: (Click to sefPCI aU thai apply) 

FACMG 
e GCI :1 

Show credentials aner name: @ Yes ~ No 

GTR permissions "'=c=C--------------" 
View only s-
Edd

"".
Delete 

Contact in lormation to be displayed on GTR site 

Phone: 

Email: 

Fax: 

Supplementary public contact inrormation: 

Contact inlorm.,tion lor GTR staff use only 

Phone: 

Email: 

Fax: 

Add Another (The current input will be saved ) 


Cancel (The current input will not be S3l'e<l_) 


~J'~"~m;,'";"~.=~ (Finish adding people The current input will be saved ) 


--------------------------- 8 ,~--------------------------

http:C--.---.-.ll
http:I~m"-;c"-.,Coo.ll
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GENETIC TESTING REGISTRY • - !, ~ , . _ • I i . j 
OMB control number- (0925-xxxx) Expiration date - (xx-xx-xxxx) 

GTR Submission I:Ml! Contact Gm staff EAQ 

Generic Laboratory, Inc 

.CL:':b='":f:O:~=.:ti:o:",-______...:.p~.:.;rsonnel .. 0 
Ucensure & Accreditation Default Parameters 

John Smith, MD, Lab Director 

Add ing a person 

First name: • 

Middle Inrtia l: 

Last name: ' 

Display on GTR site : 

Primary la bcontacl: 

Lab d irector: 

Job t it le: 

@ Ves 

@ Ves 

@ Ves 

~ 110 

~ 110 

~ 110 

Lab Director 

G enetic Counselor 

Nurs e 

Research Nurse 

Ac ademic degree(s) - (Click to select a ll that apply) 

Me 

Certif icates: 

Add new 

Medical board: 
I Ame rican Soard of Obstetrics and Gyneco1ogy 


Medical spec ialty: 


'ICpC"-,-,,-,,C',-,-'-,-m-,-'C,,-,C,C"'-,-"C"c,-,,------·' I 

Medical subspecia lty: 

;1"p",-,-,,-,,-',-,-'-,-m-,-'C,,-,-' C"'-,-"-"c,-,,------·'I 

Credentials: (Click to select a ll th~t apply) 

FACMG 

eGC :1 I 
Show credentials an er name: @ Ves ~ 110 

GTR permissKms ~~~~-------------~ 
V iew onty ~. 
Edit 

Aoo 
De lete 

Contact information to be displayed on GTR site 

Phone: 

Email: 

Fax: 

Supplement ary public contact information: 

Contact information for GTR stall use only 


Phone: 


Ema il: 


Fax: 


Add Another (The current input will be s3'lled_1 


Cance l (The current iOpYt wil l nol be s"""d _) 


Cont inue {f inish adding peo pl e_ Th e current inpYt will be """"d_) 


------------------------------------, ~Ir------------------------------------
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GENETIC TESTING REGISTRY • - . , ~ , . _ • • i • i 
OMB conlJoi number (092!i-xxxx) Expiration date (xx-xx-xxxx) 

GTR Submission !::!t!R Con!ocI GlB slat! ~ 

Generic Laboratory, Inc 

Ucensure & Accreditation Default Parameters .'L:' = o:=.!!o!! p: rsonnel:b 'n!!f!!~,: n_______...:.. :<

c 0~----------------------------" 


John Smith, MD, Lab Director 

Jane Doe, PhD, Genetic Counselor 

Continue Add Another 

------------------------------------ ~/r------------------------------------
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GENETIC TESTING REGISTRY , - . , ~ , . _ • I i . i 
OMB conlJoi number (092!;-xxxx) Expiration date (xx-xx-xxxx) 

GTR Submission !::!t!R Con!ocl GlR sial! ~ 

Generic Laboratory, Inc 

Default Parameters.:L:' 'n:fo=,:·o=-_______: .::o:n :,-___...::~~~ '"': & ACCred ita tiOn:b,:: :~:' :n P:~:n :'' L;'.n:::'~~
" ~----------------" 

CLiA Cenificalion 

Slale Llcense(s) 

~~_'~"c____~licensell: Exp_. Date 


LAJ='b='~~__~ ": I Add Another l 
I ~ I------,'---"Il

Othe r Llcense(s) 

~" •. Exp Datec'cn=""'cc.b,__~license 11

L" ~ 1------T===Il:~ IAdd Another l I IS"O'--__--=.J : 

Continue 

------------------------ 8 ,~-----------------------
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GENETIC TESTING REGISTRY • - . , ~ , • _ • • i • i 

OMB conlJoI number {092!;-xxxx) Expiration date (xx-xx-xxxx) 

GTR Submission !::!t!R Con!ocl GlB stat! ~ 

Generic Laboratory, Inc 

Lab Information Personnel Licensure & Accreditation Default Parameters 
l'.>---' 

Optional: Default Parameters (May be overwrtnen for specific tests) 

Test contact policy: 

~ Pre-test ernaiVphone consukation 

~ Pos\-lest ernaiVphone consukation 

~ Laboratory can accept contact only from heakh care l""oWlers 

Spec imen source: 

r ,".c"O·'""'.rn lc"'"'.'I"'"""'''------------------~'"'.. c
Buccatswab 


Sativa 
 ,
Amniocyles 

Amniotic fluid 

Bone marrow 

Celt cukure 

Chorionic vitti 
Cord blood 

Cystic hygroma fluid 

Dried blood spot (OBS) card 

Upload Sample Test Repons 


Sample negative report: 


~-------'I'-~~'1 

Sample posttive report: 

'---------[1e;;;;-;;;:J.1 

IFinish Adding This Lab I 

------------------------------------ 8 ,,---------------------------------
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GENETIC TESTING REGISTRY 

Generic Lab: List of Tests 

• - . , ~ , . _ • • i • i 
OMB control number (092!;-xxxx) Expiration date (xx-xx-xxxx) 

!::!t!R Con!ocI GlB slat! ~ 

Add a new test Sort by- IModified: newest !irst ~ I 
HC~' C"rdio P"nel (Incomplete Inform"tion) 

Dise"se(s): 

Cardiomyopathy 

Gene(s): 

"OM 

Lastmodilied 312112011 I Edit I I View Detailsl 

----------------------------------~ ~/r------------------------------------



:::: NCBI Resources 8 How To 8 Smrth John I.t\' NCII Signout 

GENETIC TESTING REGISTRY • - . , ~ , . _ • • i • i 
OMB conlJoi number {092!;-xxxx) Expiration date {xx-xx-xxxx) 

!::!t!R Con!ocI GlB slat! ~ 
Generic Lab: Adding a Test 

Basics Ordering Indication Methodology Interpretation Performance Characteristics 

~r---------------------------------------------~ 

Test Information 


This lest is for: • @ Clinical purposes (") Research purposes 


Laboralory test name: 

Short lest name: 

Manufacturer's lest name: 

Olher lesl name: 

Purpose of the lest: • 

Test deyelopment: 

Lab unique code: 

tlame type 

1Keyword ~ II Add Another 1 

(ClICk to select aU that apply) 

Diagnosis 

Screening 

Drug Response 

Risk Assessment 

Presymptomatic 

Mutation Confirmation (fa mily specific or research resuKs, etc) 

Preimplantation genetic dia!Jllosis ~ 

1FDA-reYiewed 

FDAcalegory designation-..~~~=~~~________~, 
IV!) In V~m Device :~
RUO - Research Use Only _ 
IUO - Informationalllnvestigational Use Only 

FDA Review 

Add new 


FDA review ot 


FDA regulalory stalus: 

FDA applicalion 11: 

LOT - Laboratory Devel 

Test kitts) 

Assay(s) 

Reagent(s) 
Instrume;';(s)_ 

Reviewed 

"",,"",,' 
5 to(k) Cleared 

PMAAppmved 

Upload FDA approyal document: 

o~ Test 

--·-,I 
------------------------'�~&~.. 

I I ,~ 

Test-Specific Ucense(s) 


License!! by- License 11- Exp Date: 


I"NY",",cc,,=,'------, ~l~ 1------IC===JIt3Q::CIAdd~"';;.""er 

Save & Continue 

------------------------------------ ~/r-----------------------------------
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GENETIC TESTING REGISTRY 	 • - . , ~ , - _ • i i • i 
OMB contlOl number: (0925-JOOOC) Expiration date: (xx-xx-JOOOC) 

l::!t!l! Conlact GTR sJaII ~ 
Generic Lab: Adding a Test 

Ord ering Indication Methodology Interpretation Performance Characteristics 
~----{0r-------------------~ 

Orde ring Information 

URl to order the test 


URl for the test: 


Order code: 


URl for order code: 


tnformed consent: @ Requiled t5 tlot lequiled t5 Based on applicable state taw 


Pre-test genetic counseting_ @ Requiled t5 tlot lequiled 


Post-test genetic counseting: @ Requiled t5 tlot lequiled 


':': "' ="c'= '~ '''''''=:''''·'"'''"''"C':''''=',·----------- ccccc-cc,"c'·""'::::::',-,·:'c~ ',--____ ,",': =~ ' IAdd Anothel I 
Specimen: 	 Requirement URl: 

IWhote blood 	 IAdd Anothel I 

Who can order this test- (C/rck to se10ct aUthai apply) 

HeaHh Care Provider 
Public HeaHh Mandate 
Out-m-State Patients 
tn-State Patients 

l icensed Physician 
Physician Assistant 
Registered Nurse 

Genetic Counselor 

How to order: 

Testing strategy: 

Cttations for testing strategy: 

IAdd Another I 

Contact Information 

Contact person: I["J'""h","S""m..'"-h_____-CJI I Add New I 
Contact policy: 	 ~ PIe-test ernaiVphone consuHation 

~ Pos\-lest ernaiVphone consuHation 

~ l aboratory can only accept contact from heaHh care providels 

S""" & Continue 

--------------------~,~------------------



-----------------------------------

8: NCBI Resources B HowTo B 

GENETIC TESTING REGISTRY • - !, Smoth,John MyNCBI Signout 

~ , ._ • • i • l 
OM8 control number: (0925-xxxxj Expiration date (xx-xx-xxxxj 

Generic Lab: Adding a Test 
I:Ml! Contact GTR staff EAQ 

Methodology Interpretation Perfonnance Characteristics L~B~' ~~'~ '" ~~~' ; '~_~O~'~d~':"~"~9,-_-,,:d ; Cation 
(Bc----------------~ 

Disease 

Name: 

F.mili . 1 hype rtrop/1 ic card iomyopathy 10 

Famili . 1 hype rtrop/1 ic ca rdiomyopathy 4 

Ca rdiom 0 th , H rtro ic, Fa""' lial 

Disease name to be used for d isplily: 

S~nonyms: (Click to seleet aii thai apply) 

~~~~~~--~~ Hered itary ve ntricul ar hYJl" rt fOp/1y :; 

Asymmetric sepla l hype rtrop/1y -

Id iopath ic hypertfOp/1ic sUMortic stenosis 

Disea se synonym to be used for d isplay: 

Prefe rred acC'CoC"ym"C.~_______________ 

:1 

Acronyms: (Click tD seleet ali that apply) 

Disea se acronym to be used for d isplay: 

Disea se ty pec·"'=="'=cc=<=c-------------c;
Dysmorp/1ology Synd rome [J' 
Cancer Syndrome 

Neural 

Mode of inhe,"' .c ="'",___________________ 

Disease fT1eCC"C' C"c'==.___________________ 

Simila r d isorders: (Click to ""Ieet all that apply) 

:1 

Preva~nce: _______________________________________ 

Citat ion for Preva~nce: 

IAdd Another I 

Target popu lat ion: 
----------------------------------~ 

Citation for ta rget popu lat ion: 

IAdd Another I 

~~~ '___ ""~'~&~C~O"~~'"~O~'~~_______________
8,~-----
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GENETIC TESTING REGISTRY • - !, ~ , . _ • • i • l 
OM8 control num ber- (0925-xxxx) EXjlira tion date (xx-xx-xxxx) 

I:Ml! Contact GTR staff EAQ
Generic Lab: Adding a Test 

Methodology Interpretation Perfonnance Characteristics L~B~' ~~'~ '" ~~~' ; '~_~O~'~d~':"~"~9,-_-,,:d ; Cation 
(Bc----------------~ 

Disease 

Name: ICardiomyopathy, Hyl"' rtmp/lic , Famil ial 

Disease name to be used lor d isplay: 

HYl"' rtrop/1 ic card iomyopathy 

S~nonyms: (Click tD select all that apply) 

~==~~==~---~~ 
Hered itary ve ntricul ar hYl"' rtrop/1y ~ 


Asymmetric sepl.1 hYl"' rtrop/1y -


Idio thic h rtm ic su!>aortic stenosis 


Disea se synonym to be used lor d isplay: 

Prele rred ac~,O "".o""ym~______________~ 

IHCM ~ I 
Acronyms: (Click to wiocI ooJi Ih" t eppIy) 

~ 
r=---------:l'I::; ~
IHSS --=:J 

Disea se acronym to be used lor d isplay: 

" CM 

Disease typec·n;c;;;;;;;M;;;;;<e;;:;;;;;;;-------------Cl 
I Dysmorp/1ology Synd rome ,; 

Cancer Syndrome L.J 

Neuro logy 

Mode 01 i ~C"'~c___________________nhe'"" "''. 

Autosomal Dominant 

Autosomal Recess .... 

X~ i n ked 

Disease me;,C":'C"':=CC' _~--------~-------~ 
Production of altered protein with changed function 

Simila r d isorders: (Click to select ali that apply) 

Dil . ted Cardiomyopathy (OCM) 


Sudden Cardiac Death SCD 


Preva lence:________________________________________ 

C itat ion lo r Preva lence: 

PMID: 184 03758 IAdd Another I 

Ta rget popu lat ion: 
----------------------------------~ 

Citat ion lo r ta rget pop ulat ion: 

IAdd Another I 

___~~~~~ o~~ ' '""' &~C~"''"~~~~ _______________ 
8,~------



8: NCBt Resources B HowTo B Smith john MyNC8I Slgnout 

GENETIC TESTING REGISTRY • - !, ~ , -_ • • i • i 
OMS control num ber: (0925-)()()()() EXpOration date : (xx-xx-)()()()() 

!:Ml! Contact GTR staff E&;l
Generic Lab: Adding a Test 

Perfonnance Characteristics 'B~ ~~,-_~ 'nd ;"ti·o ':.._~~~thodOl09y Interpretation'~. ;' . O:'~d~'n~·~n~g__~~~~~~~n M'
c 0r~__--~__-----------------" 

Methodology (page 1 of 2) 


Method 


Major method category: 

Biochemical Gen etic s 
[)Cytogen etics 


Molecular Genetics 


Category- • (Click to seleet all that apply) 

Sequence . n. lys is ol the entire cod ing reg ion De let ionl - 0
Sequence . n. lys is 01 se lect exons 

Ta r eted mutat ion a na l s is 

Primary test methodology: 

PCR-RFLP with Southern hybrid izat io n 

RT-PCR with gel ana lysis 

Trinucleotide repe.t by PCR or Southern Blot 

Protein t runcation 

P lallorms- (Click tD seleet all that apply) 

Alfyrnetrix GeneCh ip 

Ag ilent rnicro.rrays 

Cod eLin k Bioarray 

Nimbi eGen microarra 

Instruments- (Click tD seleet all that apply) 

Qi~gen AutoPure LS 
Qi.gen QlAcube 

Te can Genesis Ro botic Workstation 150 , 
PerkinElmer Victor3 1420 Mu ltilabe l Plate Reader 

Ag ilent 2100 Bio .na lyzer 

Appied Biosystems 7900 HT Sequenc e Detectio n System 
Appl ied Biosystems SOLiD <;4 System Sequencer 

Test p rOCedrc"c"c ·'-____________________________________________________________________________-c:"1 

Conlirmation 01 test resu lts: 

Testcorrxne,,' ,t__________________________________________________________________________________ 

Save & Continu e 

---------------------------- ~ ------------------------------J' 
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GENETIC TESTING REGISTRY 	 • - . , ~ , . _ • i i • i 
OMB contlOl numbel: (0925-""",,) Expi,a1ion date. (xx-xx-""",,) 

l::!t!l! Conlact GTR sJ aII ~ 
Generic Lab: Adding a Test 

,B:':	 :' :. :·:g,-_-=:d:i'' :,-_~M.~~~~ Interpretation':i':',-_.:O:d :n" '" ::ti:·o" =thodO)Ogy Performance Characteristics 
" 0r------------------------~ 

Methodology (page 2 of 2) Relurn 10 page 1 

What the tesl measure· " 

Nucleotide Mutations 
Haplotypes 

ChlOmosome Rearragements 
FuU enome 

Enle r Tesl Targe ls 

Target is klenlir!e!l bY:' 1 Gene Symbol 	 ~. I 

, ,,=,.,,=m"",".m,,,=,",,=,"'".",========================, 
Gene symbol: " 


Assoc iated ReferellCe SequellCes: "(ClfCk 10 select aU thai appJy) 


Nt.UHt56. I 
Nt,lU23456.3 
NM 1234577 
Add- other refe,ence sequence.. 

Select relevant eJ[ons for each associate referellCe sequellCe: 

IL--:~:"~"~"~'~.~'~'1 ~ 1-5 (c. I - c.IOOO) = 
""UH"'5~	~ I (c. I _ c.IOO) 


~ 2 (dOl - dO~) 


~ 3 (dOl - c.400) 


Relevant gene va riants· (ClICk 10 select aU thai apply) 

AU valiants 
AI23R 
Vt33T 

Add an additional valiant. 

Ctinicat significance 01 V~'~"~'~"',=ACC .' 'C'RCC______________" 

em"",,",, 	 J. 
IP,esumed pathogeniC 	 ~ 

Ctinic a t significance ap'~p~"";;: ~;;;:=============~"~,,~,oo;;;,~.,oo. 

CRalions to support the above clinic a l significance: 

IAdd Anothe, I 

J Save this target I 

Save & Continue 

------------------------------------ ~,r------------------------------------
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GENETIC TESTING REGISTRY • - . , ~ , . _ • • i • i 
OMB conlJoi number (092!;-xxxx) Expiration date (xx-xx-xxxx) 

!::!t!R Con!ocI GlB slat! ~ 
Generic Lab: Adding a Test 

Basics Ordering Indication Methodology Interpretation Performance Characteristics 
(page 1 21 

~------------------" 

Upload Sample Repons 

Sample negaliYe report: 

I Browse I 
Sample posrtiYe report: 

I Browse I 

Variants of Unknown Significance (VUS): Policy and Interpretation 

Whal is the protocol for inlerpreting a varialion as a VUS? 

Whal software is used to interpret novel varialions? 

Whal is Ihe laboralory's policy on reporting nmel variations? 

Upload sample VUS report: 


I BrOVr'Se I 

Are family members with defined clinical stalus recrurted 10 assess signific ance ofVUS without charge? 


t") Yes t") tlo @ Decline 10 answer 


Will the lab re-conlact the ordering physician if variant inlerpretation changes? 


t") Yes t") tlo @ Decline 10 answer 


Research performed aner clinical testing is complele: 


Save & Continue 

------------------------------------, ~/r_-----------------------------------
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GEIIETIC TESTING REGISTRY • - !, ~ , ._ • • i • i 
OM8 control number: (0925-xxxx) Expiration date (xx-xx·xxxx) 

I::!W! Contact GTR staff EAQ
Generic Lab: Adding a Test 

~B'. ; ::' ==' ::n~__,,:nd=''ti,,o,,n,-_~M ~~~5og=-_~=t,=''' · p,:"o:'nce Characteristics=="' :...._~O'd =n· =g ' = ; ~= · ']'thod~1[y 'n==rp',,=ti,,o,,:n,-_~~ ~:~::;
L. (P39" 1 2) 0'----~ 

PerformanceCharacteristics(page 1of2) 
Ava il ab ility 

Test performance kx:abon(s). 

~ Ent ire te st Jl" rfOfmed in-hou s e 


~ Entire test Jl" rfOfmed extemal ly 


~ SJI"cime n Jlfep" ration Jl"rfOfmed in-house 


~ SJI"ci me n Jlfep"ration Jl"rfonned extemally 


~ Wet lab W<l<k Jl" rfOfmed in-hou s e 


~ Wet lab W<l<k Jl" rfOfmed extemal ly 


~ InterJlfetat ion Jl" rfOfmed in-hou s e 


~ Int erJlfetati oo Jl" rfOfmed extemally 


~ ReJlOll9" nerated in-hou s e 


~ ReJlOrt 9" nerat ed extemal ly 


II pa rts 01 the test is performed extemal ty: 


I am authorized to enter detaiis 01 the test: 
 CI Yes CI No 


This entry has been reviewed by the extemal col laborator(s) lor accuracy: CI Yes CI No 


Ana lytica l Va li d ity 

Anatybcal valid ity: ' (Dr=ss num ber of specrmens, a nalytical specrficrty, f'l"ClSIOII, arid accuracyJ 

Crtabons to support anarytical val id ity: • 

IAdd Another I 
Assay Lim it ations 

Assay limrtabons: (Dr=ss limit of delectloo and lesl mstnctloosJ 

Crtabons to suport assay limitabons: 

IAdd Another I 

Qua lity Co nt ro l 

Is profICiency testing performed lor th is test? @ Yes ~ No 

Method lor profICiency testing: c.,coc,=""'",ncpc.,,::;c'mO----------O.C 
AJtemative assessme nt 

Intfa~abo,atOJY 

Provider lor profICiency testing: 

wCAP;;-----------cC· 
AJtemative assessme nt 
I ntfa~abo,atory 

CAP test list: 

Descripbon 01 proliciency testing method (Dr=ss lestmg msuits, mpotIaole range, teslmg lll tfHVa/S, arid numberof specrmens per ltl lfHValJ 

Crtabons to suport the above statement: 

IAdd Another I 
Descripbon 01 Intemal test val idation method: (Dr=ss mporlable range) 

Crtabons to suport the above statement: 

IAdd /\nother I 

S ave & Cont inu e 

------------------------8 ,----------------------- 
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Performance Characteristics (page 2 of 2) Return to page 1 

Clinica l Validity 

Statement 01 c linK:al valKlity: 

C rtabons to suport the above statement: 

IAdd Another I 
Clinica l Utility 

Add a new cl inica l ut ility 

Select a category 01 c li nK:a l utility or enter a new one : 

Establ ish or c on~ rm diagnos is 

Guidance for management 

Guidance for se lect ing a drug th erapy and/or dose 

Re product ive dec ision-maki ng 

Avoidance of invas ive test ing 

Pred ict ive ri sk informat ion for patient and/or fami ly members 

Lifesty1 e pl ann ing 

Suffic ient research has not been conducted to demonstrate the uti lity of the te st. 

Stateme nt to expla in the c li nK:a l utility: 

C rtabons to suport the c li nK:a l util ity: Citations category: 

O in.cal Tri als ~ II. Reo.iew _ IAdd Another I 
~~----~ 

I Save this cl inical ut ility I 

--------------------~r--------------------/





