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We’ll get started in a few minutes 
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Learning Objectives 
• Describe FDA's risk-based medical device 

classification 
• Explain how to determine the classification and 

regulatory requirements for IVDs 
– Discuss how to search FDA's medical device 

databases 
– Provide examples 

• Identify additional resources 
3 
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Background 
FDA uses a risk-based classification system to classify medical devices, 

including IVDs, according to the level of regulatory control that is 
necessary to reasonably assure product safety and effectiveness 

Regulatory classification depends on the intended use of the device and 
the risk posed by the device 

4RISK 
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IVD Intended Use Considerations 
Purpose of the IVD 

• Aid in diagnosis 
• Predict risk 
• Monitor 
• Identify population for whom a drug is effective, etc. 

Disease or condition the device is intended to diagnose, monitor, predict risk of, etc. 
• Renal disease 
• Cardiovascular disease 
• Therapeutic response, etc. 

Test method 
• Technology (PCR, mass spectrometry, immunoassay, etc.) 
• Specimen type (serum, plasma, venous whole blood, capillary whole blood, dried blood spot, urine, saliva, etc.) 
• Results reported (quantitative, qualitative, etc.) 

Patient population 
• Symptomatic or asymptomatic 
• High-risk patient populations (e.g., ICU patients), etc. 

Context of use 
• In a laboratory 
• Point of care (emergency rooms, doctor’s offices) 
• At home 
• To be used in conjunction with other clinical information, etc. 5 



 
 

    
 

   
   

  
   

 
   

Risk Considerations 

Low Risk Moderate Risk High Risk 

Devices that present 
minimal potential for 

harm 

Higher risk than Class I 
devices but not high 

risk 

Support or sustain human life, 
are of substantial importance 
in preventing impairment of 

human health, or which 
present a potential, 

unreasonable risk of illness or 
injury 

Class I Class II Class III 

6 
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Medical Device Classification 
FDA classifies devices by generic type: 

A “grouping of devices that do not differ significantly in purpose, design, materials, 
energy source, function, or any other feature related to safety and effectiveness, and 
for which similar regulatory controls are sufficient to provide reasonable assurance 
of safety and effectiveness” 

Each specific device falls under the classification for the generic device type 

Generic Device Type:  Next generation sequencing (NGS) based tumor profiling test 

Laboratory 
Manufacturer A’s 

specific NGS tumor 
profiling test 

Laboratory 
Manufacturer B’s 

specific NGS 
tumor profiling 

test 

Laboratory 
Manufacturer C’s 

specific NGS tumor 
profiling test 

Non laboratory 
manufacturer X’s 

NGS tumor 
profiling test 

Non laboratory 
manufacturer Y’s 

NGS tumor 
profiling test 

7 



               

 
  

 

   
 

 

 

   

    

IVD Classification & Regulation 
Low Risk Moderate Risk High Risk 

Class 1 Class 2 Class 3 

General Controls 
General Controls & 
Special Controls (if 

available) 

General Controls & 
Premarket Approval 

(PMA) 

Generally, exempt from 
premarket review* 

510(k), De Novo 
classification, or 510(k) 

exempt 
PMA 

Regulatory Class 

Regulatory 
Control 

Premarket 
Review Pathway 

~45% of IVDs ~50% of IVDs ~5% of IVDs 

*Class I reserved devices and devices that meet the limitations to exemption (for example, see 21 CFR 862.9) require premarket review through a 510(k) 

Classify Your Medical Device | FDA 
IVD Regulation 8 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/3151.cfm
https://www.fda.gov/medical-devices/ivd-regulatory-assistance/overview-ivd-regulation
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device


     

 

    

  
  

        
   

  

 

  
       

 

  

Regulatory Controls 

Example General Controls 

General Controls 

Apply to all medical devices, including IVDs, unless exempted by regulation (as stated in the 
classification regulation). 

Control Regulation (21 CFR Part) Brief Description 

Labeling Requirements 801, 809 Helps ensure appropriate information in provided to users 

Report device-related serious injuries, deaths, and malfunctions 
Medical Device Reporting Requirements 803 that would be likely to cause or contribute to a death or serious 

injury if the malfunction were to recur 

Establishment Registration Requirements 807 Register company with FDA 

Device Listing Requirements 807 Identify devices with FDA 

Quality System Requirements 820 Helps ensure devices consistently meet applicable requirements 
and specifications to assure that they are safe and effective 

Regulatory Controls | FDA 9 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=801
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=809
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
https://www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls


    

      

 

 

  

Regulatory Controls 
Special Controls 

Special controls are specific regulatory requirements for class II devices and are generally device 
type specific. 

Special controls assigned to a specific product can be found under the device type specific 
regulation. 

Example Special Controls 
Control 

Performance standards 

Postmarket surveillance 

Special labeling requirements 

Premarket data requirements 

Guidelines Regulatory Controls | FDA 10 

https://www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls


 

    

     
   

   
  

 

  

 
 

   
  

  
 

     
   

 
  

 
  

 

Premarket Review Pathways 
There are two premarket review pathways for devices that are of a type that 

has already been classified or approved through a PMA by FDA 

Premarket Notification 510(k) Premarket Approval (PMA) 

Generally moderate risk, Class II devices 

Demonstrate device is as safe and effective as (i.e., 
substantially equivalent to) a legally marketed 

(predicate) device 

• For IVDs, FDA reviews information supporting 
analytical validity, clinical validity, and safety prior 

to marketing. 

High risk, Class III devices 

Demonstrate reasonable assurance of safety and 
effectiveness 

• For IVDs, FDA reviews information supporting 
analytical validity, clinical validity, and safety as 

well as manufacturing information prior to 
marketing. 

11 

Additional Resources: 
Premarket Notification 510(k) (fda.gov) 

CDRH Learn: The 510(k) Program (yorkcast.com) 

Additional Resources: 
Premarket Approval (fda.gov) 

CDRH Learn: Introduction to the Premarket Approval 
Application (PMA) Program (yorkcast.com) 

https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-notification-510k
https://fda.yorkcast.com/mediasite/Play/d91af554691c4260b5eca0b2a28e636b1d
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-approval-pma
https://fda.yorkcast.com/mediasite/Play/97aec4c92a9b433c8342618d19fa9c9e1d
https://fda.yorkcast.com/mediasite/Play/97aec4c92a9b433c8342618d19fa9c9e1d


     
       

    
   

  

     
    

      
     

       

De Novo Classification Requests 
Marketing pathway to classify certain novel devices (i.e., those with new intended uses not yet classified 
or reviewed through a PMA) for which general controls alone (Class I), or general and special controls 
(Class II), can provide reasonable assurance of safety and effectiveness for the intended use, but for which 
there is no legally marketed predicate device 

For IVDs, FDA reviews information supporting analytical validity, clinical validity, and safety prior to 
marketing and determines the level of regulatory control needed 

If granted, establishes new “device type” along with classification regulation and necessary controls. The 
new device type is then regulated through 510(k), or may be exempt. For those regulated through 510(k), 
the De Novo device can serve as a predicate device. De Novo classification may establish the device type 
as Class I. 

Additional Resources: 
De Novo Classification Request (fda.gov) 

CDRH Learn: The De Novo Program (yorkcast.com) 

12 

https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/de-novo-classification-request
https://fda.yorkcast.com/mediasite/Play/9058dda0731f4cbdaf8ee37be10a9eb51d
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How to determine classification and 
regulatory requirements 

Is the IVD of a type already classified or approved through a PMA? 

Search the product classification database 

Class I and Class II devices 

• In most cases, the database will include a link 
to the classification regulation. Use this link 
to identify the full description of the device 
type, applicable controls, and exemptions 

• If there is no link to the classification 
regulation, search the De Novo database, 
using the product code, to identify the full 
description of the device type, applicable 

controls and exemptions 

If the IVD is of a type that is classified, the database includes the Class (I, II, or III), the type of 
submission (if any), and the classification regulation number (if applicable) 

Class III devices 

• The database will indicate that a 
PMA submission is required 

• Most Class III devices do not have a 
classification regulation 

Medical Device Databases | FDA 

What if the IVD is not of a type 
already classified or approved 

through a PMA? 

Assess the risk of the IVD 
If the manufacturer believes it is high risk, it likely 

requires a PMA. If the manufacturer believes it is low or 
moderate risk, it may be eligible for a de novo 

classification 

If assistance is 
needed, seek 

feedback from FDA 

Proceed with 

via Pre-Submission 
or 513(g) the assessed risk 

submitting your 
premarket 

submission based on 

13 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases


Product Cllassification 
FDA Home O Medical Devices Databases 

This database lncludes: 

• a list oi all medical devices with t11eir associated classrncati ons, product codes, FDAprem. 
mganizal ions , and other regulatory information. 

Learn More __ _ 

Product Classification 
0 FDA Home O Medical Devices O Databases 

This data base includes: 

• a list of all medica l devices with their ass ociated classifi cations , product co des , FDA Premarket 
Review organiza tions, and other regulatory information. 

learn more ... 

Search Database • ~I _s_e_a_rc_h_P_r_o_d_1.1_c1_c_. l_a_ss_i_fi c_a_t_io_n _____ l [ Search ] Mi.ranced sea 

Help @ Download Files 

it ~ 
I ~ Device I Product Code 

Review Pan el I v i Regulation Number I I 
Submission Type I v [ Third Par1y Elligible C3 
lmplanled Device C3 Life.Sustain/Suppo r1 Device C3 Device Class I v I 
Su mmary Malfunclion Reporting I VI 

Go to Quick Search Clear form I search I I 

 
       

    

  
   

   

Searching the Product Classification Database 
Searches all medical devices and provides their associated classifications, product codes, FDA Premarket 

review office and division, and other regulatory information. 

1. Search by key word – exact spelling 

2. Selecting “Advanced Search” will provide 
more fields, if you want to use additional fields 14 



TITLE 21--E'OOD AND DRUGS 
CHAPTER !--FOOD AND DRUG ADMINISTRATION 

DEPARTMENT OF HEALTH JI.ND HUl'I.P-.N SERVICES 
SUBCHAPTER H - MEDICJtL DEVI CES 

PP.RT 862 -- CLINICAL CHEMISTRY AND CLI NICAL TOXICOLOGY DEVICES 

Subpart B - Clinica l Chemistry Test Systems 

Sec . 862.1 095 Ascorbic ac id test system . 

(a) Identification . An ascorbic acid test system is a devi ce i ntended to measure the level 
of ascorbic acid (vitamin C) in plasma, serum, and urine . ascorbic acid measurements are 
used in the diagnosis and treatment of ascorbic acid d i etary def i cienc i es . 

(b) Classification . Cl ass I (genera l control s) . The device is exempt from the premarket 
not i fication proce dure s i n subpart E of part 807 o f t his chapte r s ubj e ct to§ 862 . 9 . 

[ 52 FR 16122, May 1, 1987, as amended at 65 FR 2305 , Jan . 14, 20 00] 

New Search 

[Code of Federal Regulations ] 
[ Title 21, Volume 8 ] 

~ See Related 
~ ~ _ ln_lo_=_ U~on _~ 

[CITE : 21CFR862 . 359 0] 

TITLE 21--FOOD AND DRUGS 
CHAPTER ! --FOOD AND DRUG ADMINISTRATION 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

SUBCHAPTER H - MEDICAL DEVICES 

PART 8 62 -- CLINICAL CHEMISTRY AND CL I NICAL TOXICOLOGY DEVICES 

Subpart D - Clinical Toxicology Test Systems 

Sec . 862 . 359 0 Meprobamate test system . 

Help I More About 21CFR 

(a) Identification. A meprobamate test system is a device intended to measure meprobamate in 
human specimens . Measurements obtained by this device are used to detect the presence of 
meprobamate to diagnose the use or overdose of meprobamate or structurally- related drug 
compounds (e.g . , prodrugs) . 

(b) Classification . Cl ass I I (specia l control s) . The specia l contro l s f or this device are : 

(1) Design verificat i on and validation must i nc l u de : 

         
  

     

Classification Regulations 
Classification regulations for Class I and Class II medical device types are codified in Title 21 of the 

Code of Federal Regulations. 

The classification regulations for existing IVDs are codified in 21 CFR Part 862, 21 CFR Part 864, and 21 
CFR Part 866. 

Class I Class II 

15 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=862
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=864
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=866
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=866


Product Classification Product Classification 
0 FDA Home O Medical Dev ices O Databases 

0 FDA Home O Medical Devices O Databases 

This database indudes: 

• a list of all medical devices will1 tl1eir ass ociated classifi cations, product codes, FDA prem. 
organizations , and otl1er regulatory information. 

Learn More ... 

lactic acid 

1 to 2 of 2 Resu lts 
for ractrc acid 

New Search 

Product ~ 
Code 

KHP 

NGD 

Device 

Acid Lactic~ ymatic Melhod 

Test, Lactic Acid, Over The Cou nter 

Search Adva need, search 

.. ,, 
Lactic Acid Test System 

Lactic Acid Test System 

Reg ulation 
Number 

862.1450 

862.1450 

.. ,, 

l 

New Search Back to Search Results 

Device Acid, Lactic, Enzymatic Method 

Reg ulation Description Lactic acid tesl system. 

Reg ulation Medical Specialty Clinica l Chemistry 

Review Panel Clinica l Chemistry 

Product Code KHP 

Premarket Review Division of Chemistry and Toxicology Devices (DCTD) 
n e , ;o, o n " ' "-"""lislry and Toxicology Devices (DCTD) 

Submission Type 51 0(K) Exempt 

Rea ulation Number 862,1450 

Device Class 1 
IV l UI rlVUUl.,l L H'C' ..... y .... n:; t• rL .... , 11 LC Product Code Re P-Ort 

GMP Exempt? No 

Summary Malfunction 
Eligible 

Reporting 

Nate: FDA has exempted almost all class I devices (wilh lhe exception of reserved devices) from the 
premarket notification requiremen~ including !hose devices thal were exempted by final regulation published in 
the Federal Registers of December 7, 1994, and January 16, 1996. It is important to confirm the exem pt slalus 
and any limitations lhal apply wilh 21 CFR Parts 862-892. Limitations of device exemptions are cove red under 
21 CFR XXX.9, where XXX refers lo Parts 862-892. 

If a manufacturer's device falls into a generic category of exempted class I devices as defined in 21 CFR Parts 
862-892 a premarket notification ap plication and Ida clearance is not required before marketing the device in 
the U.S. however, these manufacturers are required lo reg ister their establishme nt. Please see lhe Device 
R_egistration and Listing website for add itional information . 

Implanted Device? No 

Life-Sustain /Support Device? No 

Third Party Review Nol Third Party Eligible 

Class I Device Example 
Example: Lactic Acid 

16 



Product Classification 
0 FDA Home O Medical Devices O Databases 

t w search 

Device 
Regulation Description 

Reg ulation Medical Specialty 

R PV i&JiW 0 :>i n P I 

Prod uct Code 

Premarket Review 

Acid 

Lacti 

Clini1 

New Search 

[Code o~ Federal Regulations] 
[Title 21, Volmne 8] 
[CITE: 21CFR862 .145 0] 

TITLE 21 -- FOOD AND DRUGS 

See Related 
Information 

CHAPTER I --FOOD AK□ DRUG ADMIKISTRATIOK 
DE.P.Z!..RTMENT OF HE.P.LTH .<!..KO HUMJ!a.K SERVICES 

SUBCHP..PTER H - MEDIC.Z!a.L DE.VICES 

PP..RT 862 -- CLINIC.P.L CHE.MISTRY JI.KO CLINICP..L TOXICOLOGY DE.VICES 

Subpart B - Clinical Chemis try Test Syste..rns 

Sec . 862 . 1450 Lactic acid test system. 

Help, I More About 21CFR 

Submission T pe 

Regulation Numbe 

Device Class 

(a ) Identification. P.. lactic acid te::,t ::iystem is a device intended to mea:rnre lactic acid in 
whole blood and pla:;ima . Lactic acid rnea3urements that evaluate the acid- ba:;ie :;it:atu:;i are u:;ied 
in t he diagnosis and treatment: of lactic acidosis (abnormally high acidity o:: the bl ood ) . 

Total Product Life Cycle (TPLC) TPL 

GMP Exempt? 

Summary Malfunction 
Reporting 

No 

Eligible 

(b ) Classi f ication . Clas:, I (general controls ) . The device i:, exempt: : ram t he premarket: 
n otification procedures in subpart E o:: part: 807 o:: t his chapter subject: to § 862 . 9 . 

[ S2 FR 16122, May 1, 1987, a:, a.mende d at 65 FR 2307, Jan . 14, 200 0 ] 

Note: FDA has exempted almost a I class I devices (with the exception of reserved devices) from the 
premarkel nolification requiremen~ induding those devices that were exempted by final regulation published in 
the Federal Registers of December 7, 1994, and January 16, 1996. It is important to confirm the exempt stalus 
and any lim itations that apply with 21 CFR Parts 862-892. Limitations of device exemptions are covered under 
21 CFR XXX.9, where XXX refers to Parts 862-892. 

If a manufacturer's device falls into a generic category of exempted class I devices as defined in 21 CFR Parts 
862-892 a premarket notification application and fda clearan ce is not required before marketing the device in 
the U.S. however, these manufaclurers are requ ired to reg ister their establishment. Please see the Device 
O ,-,,-. ; ,........,i.;,.,_ ,. .-.nA I i,.. +;n,. ,.,,_t,,.,-.. ;+,-, f .n.r ..,A A ;+;,.. ,. ,.. L i .. f"n rm ,..1,,-,..,. 

Imp lan ted Device? No 

Life-Su stain /Support Device? No 

Third Party Review Not Third Pa rty Eligible 

 
 

Class I Device Example 
Example: Lactic Acid 

Device Name 

Product Code 
Submission Type

Regulation Number
Device Class 

Additional 
Regulatory 

information 

17 



Product Classification 
0 FDA Home O Medical Devices O Databases 

This database ind udes: 

• a list of all medica l devices with their associated classifi cations, product co des, FDA Premarket 
Review organ izations, and otll er regulatory information. 

learn more .. 

Search Database 

Device !Newborn screenin~ 

Review Pan el 

Submission Type 

Product Classification 
O FDA Home O Medical Devices O Databases 

1 to 10 of 11 results 
Newborn screening 

New Search 

Help i Download Files 

Product Code 

Regul atlon Num Iler 

Th ird Par1y Elligible ~ 

Product Classification 
0 FDA Home O Medical Devices O Databases 

New Search 

Device 

Regulat ion Descri ption 

Defin it ion 

Back to Search Results 

System, Test, Amino Acids, Free Camitines AndAcylcarn itines Tandem Mass Spectrometry 

Newborn screening test syslem for amino acids, free camiti ne, and acy lcarnitines us ing tandem mass spectrometry 

Amino acids, free camitines and acylcarn itines test system is intended for the measurement and evaluation of 
amino acid, free carn itine and acylcarnitine concentrations from newborn whole blood fi lter paper samples. The 
quantitative analysis of the amino acids, free carn itines and acylcamitines and their relationship with each other is 
intended lo provide ana fyte concentration profi les that should aid in identify ing elevated levels of these metabolites 
for screening newborns for one or more of severa l melabolic disorders. 

Regulation Medica l Specialty Clinical Chemistry 

Review Panel 

Product Code 

Premarket Rev iew 

Submission Type 

Regulation Number 

Device Class 

Clinical Chemistry 

NQL 

Office ol In Vitro Diagnostics (OHTT) 
Divis ion of Chemistry and Toxicology Devices (OCTD) 

510(k) 

862.1055 

2 

Total Product Lile Cycle (TPLC) TPLC Product Code Re~ort 

GMP Exempt? 

Summary Malfunct ion 
Reporting 

Implan ted Device? 

llfe-Susta1nfSupport Device? 

Third Party Review 

No 

Eligible 

No 

No 

Nol Third Pa rty Eligible 

>---------------------------------- ~---------------------------------------------~ 
Prod uct 

Code 

NOL 

PJC 

POT 

Pnl l 

~ ystem..l§fil, Amino Acids, Free Carn itines And Acy_ 

Newborn Screening_specimen Colleclion PaQfil 

l',!~ha-L-lduronidase CT.!!lli!) Newborn Screening Test System 

,. I Regulation ,. I Device 
• l. Number T_lc lass 

Newborn Screening Test System For Amino . 

Blood Specimen Collection Device 

862.1055 

862.1675 

862.1488 

.. ,, 

  

Class II Device Example 
Example: Newborn Screening 

18 



CFR - Code of Federal Regulations Title 21 r,~ 0 FDAHome 0 Medical Devices 0 Databases 

&. Th e informat io n on t h is page is cur rent as o f Dec 22, 2023. 

For the most up-to-date version of CFR Title 21, go to the Electroni c Code of Federal Regulations (eCFR). 

New Search Help I More About 2 1CFR 

Product Classification 
~ 

[Code of Feder:al Regula tion;:!I ] [ See Related l 0 FDA Home 0 Medical Devices 0 Databases [Ti'tl e 21 , Volu."ne 8] lnformatiot, 

[CITE : 21CFR862 . 1055] 

New Search 

TITLE 21-- FOOD .Z!..ND DRUGS 

Dev ice System, Test, Amino Acids, Free Camitines CHA.PIER I - -FOOD Alm DRUG AD:.vlIKISTRATIOK 

Regu lation Description Newborn screening test syslem for amino a( 
DEP1'.RTMEKT OF HE:..LTH Ji.ND HUM:..K SERVICES 

SUBCHAPTER H - MEDICAL DEVICES 

Definrtion Pe.RT 862 -- CLINIC~.L CHEMISTRY fl.ND CLINICfl.L TOXICOLOGY DEVICES 
Am ino acids, free camttines and acylcarn t in 
amino acid, free camitine and acylca rnitine ( Subpa:c:t B - Clinical Chemist:c:y Te st Systems 

quantitative analysis of the amino acids, free 
inlended to provide analyle concentra tion pr Sec . 862 . 1055 Ne~~born ::icreening 1:e::1,: ::iy::it:em for amino acici.::1, free carni "tine, and 

for screening newborns for one or more ors acylca rni 'tines using 'tande.m mass ::1pectro:ne'try. 

Regu lation Med ica l Specialty Clinical Chemistry 

Rev iew Panel Clinical Chem istry (a ) Identification . 1-. ne~~born sc:reening -ce::1't sy::1te.rn ::or amino acids , ::ree carnitine, and 
acylcarni tines using tancie.m mass spectrometry is a device that consists o :: stabl e isotope 

Product Code NOL internal ;:11:anci.arci:,, control ma'terial::1 , ex'trac'tion ::1olu1:ion::1 , ::" low ;:1olvent:,, in;:1,:rumen-ca'tion , 

Premarket Rev iew Office of In Vitro Diagnostics (OHT7) so~tware packages , and ot:her reagent:s and ma't erials. The d evice 13 intended f o r the 

Divis ion of ChemislJy and Toxicology Device mea:iurement: and evaluai:ion o ::" amino acid:,, free cat:ni 'tine, and acylcarnicine concenc r a1:ion3 
fr om newbor n \~hol e blood :"ilter paper sa.'Tl.ples. The quantitative analysis o :: amino acids, 

Submission Tvoe 510(kl free carnitine, and acylcarnitines and their relationship \~ith each other provides analyte 

Regu lat ion Numt>er 862 .1055 concentra'tion pro::il es 'that may aid in screening newborns : or one m more inbor n errors o f 

U~Vlt:~ \..ldSS , ~___,Lr.p~t;,;i.pe.._;:,_nd _.R_c__~,~e.._rne..r_;:,__b~ -=i 

(b ) Classificat.1on. Class II ( special con;:;rols ) . The special con'trol is FD:.. 1 S guidance 
Total Product Life Cycle (TPLC) TPLC Product Code Re~ort docume nt e n'ti 'tl e d "Class II Special Controls Guidance Docurne nt: Ne wborn Screening Test 

GMP Exempt? No System:, f or F_'Ilino F.cid:,, Free Carni tine, and F.cylcarni tine:, U:iing Tandem Ma:,:, Spec'tro:ne'try . " 

Summary Malfunction 
See § 862 . l (d ) : o r the availabili'ty o C this guidance dO CtL'Ile nt . 

Reporting 
Eligible [69 FR 682 55, Nov. 2 4, 2004 ] 

Implanted Device? No 
Life-Susta in/Support Device? No 

I I 
Third Party Review Nol Third Party Eligible 

  

Class II Device Example 
Example: Newborn Screening 

19 



(b ) Classifies: tion .. Class I I ( special controls ) ,. The special control is FD..8_' s guidance 
ciocument entitled "Class II Special Controls Guidance D~cument: Newbo.r:n Screening Test 
Systems ::or J!i2nino Aci.cis, F.ree Carni.tine, and Ji_cylca r:nitines Using Tande..m Mass Spectrometry ,." 
See ;§ 862 ,. 1 (d ) ::or the avai.labi.lity o :: thi.s guidance document ,. 

[69 FR 68255, Nov. 24, 2004] 

      
    

      
   

  

Class II Device Example 
Example: Newborn Screening 

Special Controls Documents named in the regulation can be found by 
searching Class II special controls documents on FDA’s website. 

Manufacturers of this device type must address the specific risks to 
health identified in the document described. 
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862.1488 

OCM I 11-Garactocerebrosidase (G.a.Jc) Newborn Screening~~ 862.1488 

QJE I M11"""i r Dy~IIDY. Newborn Screening.1§1 862.1506 

PJI Severe Combined lmmunodeficieocv ~(SciQ)~ Newborn Screening Test For Severe Combin .. 

Physical State 

Technical Method 

Target Area 

Regulation Medical Specialty 

Review Panel 

Product Code 

Premarket Review 

Submission Type 

Regulation Number 

Device Class 

Severe Combined Immunodeficiency Disorder (Seid) Newborn Screening Test System 

Newborn screening test for severe combined immunodeficiency disorder (SCI D) 

A newborn screening test for severe combined immunodefic~ncy (SCIO) intended for 
the detection of T-cell receptor excision circle (TREC) genomic DNA isolated from 
newborn blood specimens dried on filter paper. It is intended as an aid in screening 
newborns for severe combined immunodeficiency (SCIO) 

The lest consists of primers and probes to amplify and detect genomic DNA obtained 
from newborn peripheral blood dried on filter paper_ The device includes reagents, 
instruments, software and consumables, and may integrate punching of a dried blood 
spot specimen from filter paper and may include controls and calibrators. The 
instrumentation enables quantitative result output based comparison between 
amplified specific targeted sequence relative to a standard or normalizer (e .g., 
alternate gene sequence). The instrumentatKln may also include mechanisms to store 
rawdata 

The lest system uses primers to amplify genomic ONA obtained from newborn 
peripheral blood dried on filter paper and probes to detect specific ONA targets of 
interest 

Human peripheral bklod 

Immunology 

Immunology 

PJI 

Pivisionof lmmunology~~(DIHD) 
Division of Immunology and Hematology Devices (OIHD) 

510(k -Total Product Life Cycle (TPLC) TPI C Product Code ReQO!t 

GMP Exempt? No 

7 

I 

(b) classification. class II (specia l controls) . The special controls for this device are : 

( 1) Premarket not i f ication submissions must include the following information : 

( i) The intended use must indicate : 

(A) The test is not intended f or diagnostic use, or for screening o f SCIO- like syndromes, 
such as DiGeorge syndrome or Ome nn syndrome; and 

(B) The test is not intended to screen for less acute SCID syndromes, such as leaky SCID or 
variant SCID . 

(ii) A deta iled descript i on of all components in the test that includes : 

(A) A detai led description of the test components, all required reagentsr instrumentation 
and equipment, including illustrations or photographs of nonstandard equipment or methods ; 

(B) Detai led documentat i on of the device software including, but not limited to, standalone 
software applications and hardware - based devices that incorporate software; 

(C) Specif i cations for the filter paper , wh i ch must be approp riately labe l ed for in v itro 
diagnostic use, to be used in specimen collection and how it will be used in specimen 
collection validation . These specifications must include : descriptive characteristics of th1 filter paper, instruct i ons on how a lab should choose the appropriate filter paper, chemica 
properties of the filter paper, interference concerns associated with the chemicals in the 
filter paper , absorption properties of the filter paper, punch size, absorption capacity, 
testing for homogeneity of punches , d iameter of the circle fo r the dried blood spot aliquot, 
absorption time, physica l composit i on, a nd number and size of punches to be tested ; 

(D) Methodology and protocols for detection of T-cell receptor excision circles and methods 
for determi nation of results . The cutoff must be selected before conducting clinical and 
analytical studies ; 

(E ) A descr i ption of the result outputs along with sample reports . Sample reports must 
i nclude the scale used i n reporting of results (e . g., TREC copies / [micro ] L) and the range o 
values that will be reported out; and 

( F) A descr i ption of appropriate interna l and external controls that are r ecommended or 
provi ded. The description must identify those control elements that are incorporated into 
the testing procedure . 

Summary Malfunction Eligible 

.-...1..i.••;i••~•ort,11;n1111••-----------------------------------.i." ... - i.1,,..,.,lilii,iiiii,illiia1iiii,..li,li,ii,li..l,_...,.,..,....,.li,l,iii,,i-iiii,i-,.-'•----- -ili--• --•- liii,;"·-- ·-,.• ,11·,.,.-'- -... "-,.--- .-'i.,.che test, including : 

   
 

  

 

Class II Device Example 
Example: Newborn Screening 

Product Classification Database 

For SCID newborn screening test systems, the special controls are included 
within the classification regulation 
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o N ~---L. l!-Galactocerebrosidase (G..alt) Newborn Screen ing__Tu__Sl_Sy_ste.m 

~ Muscular Dystroi;:,hy Newborn Screenin~ 

f PJl 1- Severe Combined Immunodeficiency Disorder ts..cid) N Newborn Screening Test For Severe Combin .. . 

'-- 411 New Search 

Device 

Definition 

Physical State 

Technical Method 

Back to Search Results 

Spinal Muscular Atrophy Newborn Screening Test System 

A Spinal Muscu lar Atrophy (SMA) newborn screening test system is a 
prescription device intended to detect homozygous deletion of exon 7 or 
other similar mutations in the SMN1 (Survival Motor Neuron 1) gene of DNA 
obtained from dried blood spot specimens on filter paper using a 
polymerase chain reaction-based test as an aid in screening newborns for 
SMA. Presumptive positive results are intended to be fo llowed up by 
diagnostic confirmatory testing. 

May include a multiplex multigene qua litative gene region specific 
amplification detection test system. The device may include a use for 
newborn screening Should not include devices using sequencing-based 
detection methods. 

Uses a multiplex polymerase chain reaction (PCR) to amplify DNA variants 
located on specific targeted genes using non-sequencing-based methods or 
with specific nucleic acid sequencing-based detection methods. When using 
sequencing-based detection methods, variants are identified by comparison 
to a specified reference sequence. 

Target Area Human cl inical specimens 

Regulation Medical Specialty Immunology 

Review Panel Molecu lar Genetics 

Product Code QUE 

Premarket Rev iew Division of Molecular Genetics and Patholog)'. (DMGP) 
Division of Molecular Genetics and Pathology (DMGP) 

Regul:nion Number 866 5980 

Total Product Life Cycle (TPLC) TP[ C Product Code RePQ!l 

GMP Exempt? 

Summary Malfunction 
Reporting 

No 

Ineligible 

Implanted Device? No 

Life-Susta in/Support Device? No 

Third Party Review Not Third Party Eligible 

862.1488 

862.1488 

862.1506 

= 

) 

Search Database 

I Denovo Number I 
510(k) Number I 
Panel I 
Center I 

Decision Date 

I 
I 

v i 

Help • Download Files 

Product Code ~ 

Priority Review C===3 
Device Name I --~ 

________ v~·I Requester Name I~-----~ 

I I~ '0 1 
Sort By 

1111 
~I o=ea=s,o=n==oa=te='(d-esc- en~d,c-=ng=) ==;v I-~ 

Clear Form I search I 

I New Search Download Files I More About De Novo 

e I Requester _. De Novo • 510(k) • Decision . 

;::_-------==-~•:.:1-1;=_.:. _____ _:====- _:_• Numhcor T Number T Date T 

Eonis SCID-SMA Kit I PerkinElmer Inc 

Device Name 

Device Classification Name 

De Novo Number 
Device Name 
Requ ester 

Regulation Number 
Cl11 n ilic11tion Prod uct Code 

Deci:sion Dale 
Deci:sion 
Classification Advisory Committee 

RP.r:l11 !1 !lifir:11 t io n 0 rr1er 

FDA Review 
Type 

DEN200044 11/09/2022 

Spinal Muscular Alrool!Y. Newborn Screeniw 
~slem 
DEN200044 
Eonis SCID-SMA Ki1 

PerkinElmer Inc. 
940WinlerStreel 
Waltham , MA 02451 

6665980 
QUE 
U ffU;s/:lULU 

11109/2022 
Granted (DENG) 
Immunology 

r::I P.r:l1111~11ir.11tion Orr1er 

Deci'iion Summarv. 
Direct 

  

  

Class II Device Example 
Example: Newborn Screening 
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Dev ice Classification Name 

De Novo Number 
Dev ice Name 
Requester 

Contact 

Regu lation Number 
Classification Product Code 
Date Received 
Dec ision Date 
Dec ision 
Classification Advisory Comm ittee 
Rev iew Advi sory Comm ittee 
Rec lauificationOrder 
FDA Review 
Type 

~pinal Muscular Atroo!!Y Newborn Screening 
~slem 
OEN200044 
Eon is SCID-SMA Kit 
PerkinElmer Inc. 
940 WinlerSlreel 
Waltham, MA 02451 
Casey fox 

866.5980 

= 07/08/2020 
11/09/2022 
Granted (DE NG) 
Immunology 

Reclass ification Order 

Oirecl 

i U.S. FOOD & DRUG ,,-, II 
•...::/- AOMINISTRATION 

PerkinElmer Inc. 
Casey Fox, Ph.D. 
Sr. Manager Regulatory Affa irs 
940 Winter Street 
Waltham, MA 0245 1 

Re: DEN200044 
Trade/Device Name: EonisTM SCIO-SM 
Regulat ion Number: 21 CFR 866.5980 
Regulat ion Name: Spinal Muscular Atro 
Regulatory Class: Class II 
Product Code: QUE 
Dated: Ju ly 7, 2020 
Received: July 8, 2020 

Dear Dr. Fox: 

FDA identifies this generic type of device as: 

Spinal Muscula r Atrnphy newbo rn screening test system. A Spinal Muscular Atrophy (SMA) 
newborn screening test system is a prescription device intended to detect homozygous deletion of 

U.S.Food!loDn)!IAdmlnislration 
10903 ""-°'"H~/Wer'OJe 
Sii-- Spr,g, 1<120993 -
DEN200044 - Casey Fox, Ph.D. Page 2 

exon 7 or other similar mutations in the SMNI (Surviva l Motor Neuron I) gene of DNA obtained 
from dried blood spot spec imens on filter paper using a polymerase chain reaction-based test as an 
aid in screening newborns for SMA. Presumpt ive positive results are intended lo be followed up by 
diagnostic confinnatory testing. 

/FnA \ has 

complt 
prescn In combination with the general controls of the FD&C Act, the Spinal Muscular Atrophy newborn screening 

test system is subj ect to the following special controls: 

blood specimens dried on a filter paper and for use on the QuantStudioTM Dx Real.Time PCR 
instrument. 

This test is only intended fo r use fo r screening of SMA that bear the homozygous deletion of SMN I 
exon 7. 

This lest is not intended for use as a diagnostic test and a positive screening result should be fo llowed 
by confirma tory testing. 

  

 
 

Class II Device Example 

De Novo Database 

Example: Newborn Screening 

Reclassification Order: DEN200044 
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Search Database Help i Download Files 

Device I total prostate specific antigen Product Code 

Review Panel I Regulation Number I I 
Submission Type l~--------------v~ I Third Party Ell igible 

Implanted Device ~ Life-Sustain/Support Device ~ Device Class I 

Summary Malfunction Reporting I v I 
Go to Quick Search Clear Form I search I 

) 

New Search Back to Search Results 

Device 

Review Panel 

Product Code 

Total, Prostate Specific Antigen (Noncomplexed & Complexed) For Detection Of Prostate Cancer 

Immunology 

MTF 

Premarket Rev iew Office of In Vitro Diagnosti cs (OHT7) 
- Di,1i~ il:m n f_J o,ml Jnl)li"\nV :::i nd Hematology Devices (DIHD) 

Submission Type PMA 

Device Class 

Total Product Life Cycle (TPLC) TPLC Product Code Re~ort 

GMP Exempt? 

Summary Malfunct ion 
Reporting 

Implanted Device? 

Life-Sustain/Support Device? 

Third Party Review 

No 

Ineligible 

No 

No 

NotThird Party Eligible 

      

 

Class III Device Example 
Example: Total Prostate Specific Antigen to Aid in Detection of Prostate Cancer 

Product Classification Database 
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Product Classification 
0 FDA Home O Medical Devices O Databases 

1 lo 5 of 5 Re-suits 
fo r _pro,s tate spec-jfi,c antig,en 

New Search 

Prod 11ct ~ 
Code 

LTJ 

MTF 

MTG 

Device 

Prostate-S ll ecific A11tigfill..(P s a) For Ma11a _. _ Tumor-Associated Antigen Immunologica l T. .. 

Total, Prostate SpecificAntig~ (NoncomQlexed & Complexed] For Detection Of Prostate Cancer 

Test Prostate Specilic Aril igen Free,_(Noncomplexedl To Distrnguislil Prostate Cancer From 
Benign Con .. 

Antig en(C ompl exed l, Prostate SJEcific,(Qpg) 

Prostate-S ll ecilic Antigfill..{Efill l For PrQg~ Gene Expression Proii ring Test System Fo ... 

Re-sui ts per page ~ 

~ Exp orl To Excel 

Regu lation ~ 
Number 

866.6010 

866.6040 

Device 
Class 

Help 

      

 

Class III Device Example 
Example: Total Prostate Specific Antigen to Aid in Detection of Prostate Cancer 

Product Classification Database 
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Product Classification 
0 FDA Home O Medical Dev ices O Databases 

1 lo 5 of 5 Re-suits 
fo r _pro,s tate spec-jfi,c antig,en 

Re-sui ts per page ~ 

New Search ~ Exp orl To Excel Help l 
Prod11ct ~ Device .. Reg u lat ion ~ Device .. 

Code 
,. 

Number Class 
,. 

LTJ Prostate-S ll ecific A11tigfill..(P s a) For Ma11a _. _ Tumor-Associated Antigen Immunological T. .. 866.6010 2 

MTF Total, Prostate S12ecificAntig~ (Noncom Qlexed & ComQlexedl For Detection Of Prostate Cancer 3 

MTG 
Test Prostate SQecilic Aril igen Free,_(NoncomQlexedl To Distrnguislil Prostate Cancer From 

3 Benign Con .. 

NAF Antig en(C ompl exed l , Prostate SJEcific,(Q~ 3 

Gene Expression Proii ring Test System Fo~ l OWM Prostate-S ll ecilic Antigfill..{Efill l For PrQg~ 866.6040 2 
-

      

 

Class III Device Example 
Example: Total Prostate Specific Antigen to Aid in Detection of Prostate Cancer 

Product Classification Database 
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New Search 

Device 

Regu lation Description 

Regulation Medical Specialty 

Review Panel 

Product Code 

Premarket Review 

Submission Tvpe 

Regu lation Number 

Device Class 

Back to Search Results 

Prostate-Specific Antigen (Psa) For Management Of Prostate Cancers 

Tumor-associated antigen immunological test system. 

Immunology 

Immunology 

LTJ 

Office of In Vitro Diagnostics (OHT7) 
Division of Immunology and Hematology Devices (DIHD) 

5 10.ik) 

866 .6010 

2 

) 

~

cRT 866 I MMUNOLOGY AND MICRO~ ~~~~-~ -~~~~-CES 

bpart G - Tumor Associated Antigen immunologica l Test Systems 

ec 866 . 60 10 Tumor- associated antigen i mmunologi ca l test system. 

a) Ident1.f1.cat1.on . A tumor - associated antigen immuno l ogical test system is a device that 
,.....,__,...._.....;1:: _...,_~ =-~,..,,_..,.7:"' ,..,.,.,.~ ...,._~ ;- ~ ~,,.,___J_::::._,..._,.....--:: - .... . =- +- - ...,.~ . - =--,. ... ,._:'.:' · -- ~'I-,.,..,~ -, 

techni ques, tumor-associated antigens in serum, plasma , urine, or other body f luids . This 
dev i ce i s i ntended as an aid in moni tori ng pat i ents for disease progress or response to 
theraov or_t.or_J:he detection.., o t_recurrent or_resi dual_disease . 

(b) Classification . Cl ass I I (spec ia l contro l s) . Tumor markers must comply with t he 
f o l l owing spec i al controls : (1) A gui dance document entitled "Gui dance Document f or the 
Submiss i on of Tumor Associated Antigen Premarket Notifications (51 D (k) s) to FD/.. ," and (2) 
vol untary assay performance standards issued by the National Committee on Clinical 
Laboratory Standards . 

[ 62 FR 66 00 5, Dec . 17, 1997 ] 

      

 

Class III Device Example 

Product Classification Database 21 CFR 

Example: Total Prostate Specific Antigen to Aid in Detection of Prostate Cancer 
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FDA and Industry Procedures 
for Section 513(g) Requests for 
Information under the Federal 
Food, Drug, and Cosmetic Act 

G uidance for Industry and 
Food and Drug Administration S taff 

Documcnl orii::i 11 a ll y i" u n l o n Ucc.,mbcr l l .ZU I S. 

R equests for F eedback a nd M eetin gs 
for M edical Device S ub1nission s : 

The Q-S ub1nission Prog ra m 

G uidance for Industry and 
Food and Drug Administration Staff 

r hl• <locun1<• nl . .. , ... ,.,., ... ... k,•1111<-SIS for , ,.-,,db MCk " "" M,•,• tlni::s fur M,•dl., MI 
0 .-•k<' S uhml. .. 111 11 . .: Th.- Q-Suhml.,ion l'roi::ra m l, ., 11 .-d ,la, 1111 ~ 1-y I,. 2 11 2 1. 

,. ...,a,,~...,....,_,.., oh" J,,cu,nem o,:aprJin11<.' l)K H-«11ul~1,-J .,l,:w;,,.,,. "~""'' ( HU' Otlk.: .,f 
o1 u1;a0,"Y r ,.~,.,..l)Kr l. l),,,.;...,.,fsui,,.,;.,;...,supp..,•1J0!-7%.,1>-10 1,,,. 4,...,.,; .. .,, 
,.,.,,,h1,du<.-umrn!NIJilf'lm1C~LK-n.,iul•t.-.l<k• .. ·•,••"""'•·••hcOffi,...,ufC.,,nmunic•Uon, 
.,,.. .... h_..,.., u..:,·d"""""''(OCOU)al l-!IOO-u, ... ,w ... 140-40~-WIO, .,.1,y,~n~, , ., 
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Classification and Regulatory Pathway 
Questions? 

513(g): Device Classification Information Request 
• Formal request to the FDA for classification information and regulatory 

requirements for a particular product 
• Guidance: FDA and Industry Procedures for Section 513(g) Requests for 

Information under the Federal Food, Drug, and Cosmetic Act 

Pre-Submission Request 
• Request for FDA feedback on specific questions about a specific 

product  can include requests for feedback on regulatory pathway 
• Guidance: Requests for Feedback and Meetings for Medical Device 

Submissions: The Q-Submission Program 
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Summary 
• FDA classifies medical devices based on risk 

• The risk and intended use of a device determines the extent of 
regulatory controls 

• FDA's medical device databases are available to help device 
manufacturers determine the appropriate regulatory controls 
for IVDs 

• Device Determination and Pre-Submission requests are available 
to assist with classification and regulatory pathway questions 
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Next Webinar 
Date 
August 22, 2024 

Time 
1:00 – 2:30 PM ET 

Topic Laboratory Developed Tests | FDA 
In Vitro Diagnostic Products (IVDs) - MDR 
Requirements, Correction and Removal 
Reporting Requirements, and Quality 
System Complaint Requirements 

Please submit questions in advance to: 
CDRHWebinars@fda.hhs.gov 30 

https://www.fda.gov/medical-devices/in-vitro-diagnostics/laboratory-developed-tests
mailto:CDRHWebinars@fda.hhs.gov


  

    
  

  

  

  

 

Resources and References 
Slide 
Number 

Resource URL 

In Vitro Diagnostic Product Website www.fda.gov/medical-devices/in-vitro-diagnostics 

Direct link to Laboratory Developed Test 
Website (on the IVD website) 

www.fda.gov/medical-devices/in-vitro-diagnostics/laboratory-developed-tests 

510(k) Premarket Notification Database www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm 

Premarket Approval (PMA) Database www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm 

Device Classification Under Section 
513(f)(2)(De Novo) Database 

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm 

8 Classify your Medical Device www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device 

8 Reserved Medical Devices www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/3151.cfm 

8 IVD Regulation www.fda.gov/medical-devices/ivd-regulatory-assistance/overview-ivd-regulation 

9 21 CFR 801 - Labeling www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=801 
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Resources and References 
Slide 
Number 

Resource URL 

9 21 CFR 809 – In Vitro Diagnostic Products 
for Human Use www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=809 

9 21 CFR 803 - Medical Device Reporting www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803 

9 21 CFR 807 - Establishment Registration www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807 

9 21 CFR 807 - Device Listing www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807 

9 21 CFR 820 - Quality System/Good 
Manufacturing Practices www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820 

9, 10 Regulatory Controls www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls 

11 Premarket Notification 510(k) 
www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-
correct-submission/premarket-notification-510k 

11 
CDRH Learn: The 510(k) Program 
(yorkcast.com) 

https://fda.yorkcast.com/mediasite/Play/d91af554691c4260b5eca0b2a28e636b1d 

11 Premarket Approval 
www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-
correct-submission/premarket-approval-pma 
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http://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-approval-pma
http://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-approval-pma


  
 

 

 

 

 

  

Resources and References 
Slide 
Number 

Resource URL 

11 
CDRH Learn: Introduction to the Premarket 
Approval Application (PMA) Program 
(yorkcast.com) 

https://fda.yorkcast.com/mediasite/Play/97aec4c92a9b433c8342618d19fa9c9e1d 

12 De Novo www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-
correct-submission/de-novo-classification-request 

12 CDRH Learn: The De Novo Program https://fda.yorkcast.com/mediasite/Play/9058dda0731f4cbdaf8ee37be10a9eb51d 
(yorkcast.com) 

13, 16 Product Classification Database www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm 

16 Medical Device Database www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases 

14 CFR – Code of Federal Regulations Title 21 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm 

14 21 CFR 862 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=862 

14 21 CFR 864 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=864 

14 21 CFR 866 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=866 
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https://fda.yorkcast.com/mediasite/Play/97aec4c92a9b433c8342618d19fa9c9e1d
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https://fda.yorkcast.com/mediasite/Play/9058dda0731f4cbdaf8ee37be10a9eb51d
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=862
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=864
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/showCFR.cfm?CFRPart=866


  

   
   

    

 
   

Resources and References 
Slide 
Number 

Resource URL 

20 Class II Special Controls Documents www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-
emitting-products/class-ii-special-controls-documents 

28 

FDA and Industry Procedures for 
Section 513(g) Requests for Information 
under the Federal Food, Drug, and 
Cosmetic Act 

www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-
procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic 

28 

Requests for Feedback and Meetings 
for Medical Device Submissions: The Q-
Submission Program 

www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-
and-meetings-medical-device-submissions-q-submission-program 

34 

http://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents
http://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program


   
   

    

 
   

Resources and References 
Slide Resource URL 
Number 

FDA and Industry Procedures for 
Section 513(g) Requests for Information www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-

32 
under the Federal Food, Drug, and procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic 
Cosmetic Act 

Requests for Feedback and Meetings 
for Medical Device Submissions: The Q- www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-

32 
Submission Program and-meetings-medical-device-submissions-q-submission-program 
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
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Start Here/The Basics! (Updated Module 10/16/2023) 
MDUFA Small Business Program, Registration and Listing 

How to Study and Market Your Device - (Updated 11/20/23) 
510k, De Novo, IDE, PMA, HUD/HOE, Q-Submissions, Standards, Classification 

Postmarket Activities 
Quality System, Exporting, Device Recalls, MOR, Inspection - Global Harmonization 

In Vi tro Diagnostics - (Updated 5/20/24) 
/VD Development, CUA, and Virtual Town Hall Series 

Unique Device Identification (UDI) System 

Specialty Technical Topics - (Updated 5122/24) 

Radiation-Emitting Products 

51 0(k) Third Party Review Program (for Third Party Review Organizations) 

Industry Basics Workshop Series 

V 

V 

V 

V 

V 

V 

V 

V 

V 

 

 
 

 

 

Thanks for Joining Today! 

• Presentation and Transcript will 
be made available 

• CDRH Events - Webinar Page 
• CDRH Learn 

• Additional questions about 
today’s webinar 

• Email: DICE@fda.hhs.gov 

• Upcoming Webinars 
• www.fda.gov/CDRHevents 
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https://www.fda.gov/medical-devices/medical-devices-news-and-events/webinar-in-vitro-diagnostic-product-ivd-classification-07162024
http://www.fda.gov/Training/CDRHLearn
mailto:DICE@fda.hhs.gov
http://www.fda.gov/CDRHevents
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