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Medical Devices 

 Class I General Controls 
 Mostly exempt 

 Class II General Controls and Special Controls
 

 Class III General Controls and Premarket 3 

 Mostly require 510(k)
 

Approval 
 Require Premarket Approval (PMA)
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Combination Products
 

 Definition in 21 CFR 3.2(e): 

(1) A product comprised of two or more regulated 
components, i.e., drug/device, biologic/device, 
drug/biologic, or drug/device/biologic, that are 
physically, chemically, or otherwise combined or mixed 
and produced as a single entity. 

*Parts (2) - (4) include definitions of other types of combination products 

 Typically involves multi-Center review: 
– CBER 
– CDER 
– CDRH 
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How to Prepare a Pre-Request for 
Designation (Pre-RFD) 

Guidance for Industry 

Submit tlttlram< "'"""'' "' IO bapt. ,,.....,.. rf!Ulanom p • SubauJ "n""" """"'""'° to dio 
Docl<u ~lanog<mall Std(HFA-30». Food md DrugAdmumtntl<ll. S6JO Fubm 1-, Rm. 
1061, Roch..U.. MD :?OtS2 You should icltmf)• all c....,..,,..111"h tbrclocbt aumbtr b....i m d>r 
-ofl\-..lalahty tlutp.miubosmd>r Fldtral Rlgastrr 

Addtnoaal ccpies a( dus guidanco a:. l\'libblr Enm d>r Of5« aCCambm>nan Produtu "..bsiir 11 
li!tps """' i<iL'°'· Combim~doflul1 him. 

For quesl>Om oa tbr CODlml oCtba ~ COOIJCt thr Of!i« o(Combmaboo Produtu II 
cambmlllon u fdLI"\ 

An l!ODCY ""Y'"" coaduct or rpomor, ml 1pa10DISDOI~10 respood 10, 
1 coUrcnan of mform.lbOb UDJ...11 chspb}'I a cumntly vabd OMB cooll'O! 
aumh« Thr OMB cootrol lllllllbor for this mfOC111Jnan collrcaoo is 091~S 

October 31, 202 

r.s. Drpartlllflll o( Buhb •nd 81UllU s...,;.., 
Food ud Dnis Admllllnn rioa 

Offkt of Combi•arioe Prodacu ia dtt Offict of 1At Commiuioatr 

Ftbniary !018 

Guidance for Industry 
How to Write a Request for 

Designation (RFD) 

US ~1 oCHultb and Httmll! S...ic .. 
Food md Drug AdmumaallOD 

Offic• o( tho Commissioner 
Oftico o( CambuwJon Proclucts 

Ap1il 2011 
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Inhalation Devices Typically Seen in OINDPs
 

 Nebulizers 
 General indications
 

(cleared via 510(k) path)
 
 Drug-Specific
 

(approved via NDA)
 

 Inhalers 
 Drug-Specific (approved via NDA) 
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General Use Inhalation Device
 

 Examples of drug classes for general use 
inhalation devices: 
 Beta-agonist bronchodilators (albuterol) 
 Anti-cholinergic bronchodilators (ipratropium 

bromide) 
 Anti-inflammatory drugs (cromolyn sodium) 

 Reviewed by CDRH via 510(k) pathway 
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I i Secure I https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm 

51 O(k) Premarket Notification 
FDA Home Medical Devices Databases 

A 510(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is at least as 
safe and effective, that is, substantially equivalent, to a legally marketed device (21 CFR §807.92(!!)(~)) that is 
not subject to premarket approval. 

Learn more ... 

Search Database 

510K Number Type ._I ____ •_.I 

Center y 

Applicant Name 

Device Name 

Panel y 

De;ision 

De:ision Date to 

sort by [Decision Date (descendi ng)~ 

Quick Search 

Page Last Updated: 06/18/2018 

Help + Download Files 

Product Code lCAF 

Combination Products Cl 

Cleared/Approved In Vitro Products ( J 

Redacted FOIA 510(k) (1 

Third Party Reviewed n 
y 

j lml Clinical Trials n 

Clear Form [Se"afCh] 

Note If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players 

Other Databases 
• ue NOVO 

Medical Device Reports 
(MAUDE) 
CDRH Export Certificate 
Validation (CECV) 

• CDRH FOIA Electronic 
Reading Room 

• CFR Title 21 
CLIA 

• Device Classification 
FDA Guidance Documents 
Humanitarian Device 
Exemption 
Medsun Reports 
Premarket Approvals (PMAs) 
Post-Approval Studies 
Postmarket Surveillance 
Studies 
Radiation-Emitting Products 
Radiation-Emitting Electronic 
Products Corrective Actions 
Recalls 
Registration & Listing 

• Standards 
Total Product Life Cycle 
X-Ray Assembler 

Language Assistan:e Available: Espanol I ~~i:jl)C I Ti~ng Viet I ~~OJ I Tagalog I PyccK1-1i;i I ~_,.]1 I KreyolAyisyen I Fran~ais I Polski I Portugues I Italiano I Deutsch I B* as I ..r"J'.;. 

I English 
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Drug-Specific Inhalation Devices
 

 The Sponsor can select the preferred 
pathway for seeking approval of the 
device component: 
– Device module in NDA/IND 
– File for a separate 510(k) with CDRH (drug 

already approved by CDER) 
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The 510(k) Program: Evaluating 
Substantial Equivalence in Premarket 

Notifications [510(k)] 
Guidance for Industry and Food and Drug 

Administration Staff 

Document issued on: July 28, 2014 

The draft t f this document issued on December 27, 2011. 

This document supersedes FDA's Guidance on the CDRH Premarket Notification 
Rtl1ew Progra111, SlO(k) Memorandum K86-3, dated J une 30, 1986. 

For questions for the Center !01 De\ic:es and Radiological Health regarding thi3 docummt, contact !ht 
Premarket Notification (510(!:)) Section at 301-796.5640. 

For questions for the Cet1ter fo1 Biologics Evaluation and Research regardiJls !his document, cont•ct the 
Office of Communication, Ou!Je.\ch and Development at 1-800-335-4709 or 240-402-7800. 

U.S. Dep•rtment of Htalth and Human Sm1ces 
Food and Dr1g Administration 

Center for De\'ices a.nd Rldiolo:ical Heallh 
Center for Biolet&ics Ev1luadon and Research 
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 Intended Use
 

 Indications use 
 Patient population 
 Environment of Use
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Device Review Considerations
 

 Intended Use 
 Device Description 
 Performance Testing
 

 Biocompatibility 
 Electrical Safety 

 Electromechanical 
Compatibility 
 Mechanical Safety
 

 Software 
 Human factors 
 Labeling 
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Performance Testing
 

 Cascade impaction 
with at least six stages 
 Testing at minimum, 

nominal and 
maximum flow rates 
allowable by device 
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Other Considerations for Performance
 
Testing
 

 Addressing variability (inter and intra 

sample)
 
 Sufficient sample size 
 Appropriate confidence level 

 Testing with add-ons 
 Spacers and holding chambers 
 Patient interface (e.g., facemasks, 

mouthpieces) 14
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Biocompatibility 

 Gas pathway contact is considered externally 
communicating 
 Correctly identify contact category 

(Type/Duration) 



Use of International Standard ISO 
10993-1, "Biological evaluation of 

medical devices - Part 1: Evaluation 
and testing within a risk management 

process" 

Guidance for Industry and Food and 
Drug Administration Staff 

Document issued on: June 16, 2016 

The draft of this document was issued on April 23, 2013. 

As of September 14, 2016, this document supersedes Blue Book Memorandum 
#G9S-1 "Use ofl nternational tandard lS0 -10993, 'Biological Evaluation of 

Medical Devices Part 1: Evaluation and Testing,"' dated May 1, 1995. 

For qucsuons regarding 1h1s clocumen1, eontacl Jenmrer Goode, lOt-796-6374, 
!t"OOlrcr @oodC ti rd& hh\ l(!V 

U.S. OtpartmLDI or Htallh and Duman St'nicn 
Food and Drug Administration 

C•nter ror Ot1 ites and Radiologital I leallh 

INTERNATIONAL 
STANDARD 

ISO 
18562-1 

--1917<11 

Biocorupatibility evaluation of 
breathing gas pathways in healthcare 
applications -

Part 1: 
Evaluation and testing within a risk 
111anage111e11tprocess 

Ewluetiofl th lo btommpnt.btlitJ tin tlDNs ti• lliU rspituCMrn ""'"' 
Is app"°1tltJ,,m dt .,..., • mml 

A:rtw f. &alm!iorn ft am•°" Min '\I• pnc....,J*PJ'W • 
rlJqw 

-­.., 1-..Z 1 l0l7ll) 
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Biocompatibility 

 Materials certification 
(formulation and processing) 
 Particulate matter and volatile organic 

compounds testing 
 Chemical characterization vs. Biological 

Testing 
 Inclusion of accessories 
 Finished device testing 
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Basic Safety and Electromagnetic 
Compatibility Testing 

 ANSI/AAMI ES60601-1: Medical Electrical 
Equipment – Part 1: General Requirements 
for Safety 

 IEC 60601-1-2: Medical Electrical Equipment 
- Electromagnetic Compatibility: 
Requirements and Tests 
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Software
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 FDA encourages early communication during 
development through our various interactive 
processes: 
 CDRH: Pre-submission process 
 CDER/CBER: Type A, B and C meetings 
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Cot11a11n No11bi1111i11g Rtto11111"11datio11r 

Requests for Feedback and Meetings 
for Medical Device Submissions: 

The Q-Submission Program 

Guidance for Industry and 
Food and Drug Administration Staff 

Documenr issued on May 7, 2019. 

This euidance suptrsedes "Requesrs for Feedback OD :\J edlcal Dt\ice 
Submissions: The Prt>-Submissiou Proiram and .lleerinis mrh Food and Dru& 

Admloisrrarioo Sraff," dared Seprember 29, 2017. 

For qaesnons about th1s document regardmg CDRH-regulated deo.'lces, contact ORP. Office of 
Regulatory Programs/DRP~ · Dimioo of SubD11U1on Support 11 301-796-5~ For quesllODS about 
tlus document rtgardmg CSER-regulated devi~s. cont1c1 the Office of Commwucanon, Oun-each, 
md 0e,~Jopment (OCOD} at 1-800-835-4709 or 240402-8010 

All agt ney 1111y not ronduet or &ponsor. and• ptrson 11 not reqwrtd to mpond to, a eolleenon 
of lllforma.non uni~ u dtspl&}'\ a cwrenlly or-m conD"ol number The OMB control nwnber for 
tlus collKbon IS 0910.0756 (rxpires J:muary 31, 2020) 

Stt addidonal PRA s tattmtnl in Stcdon \' of tbe- "11danct. 

11 U.S. FOOD & DRUG 
ADM I NISTRATIO N 

U.S. Dtp~rtmtnl of Huh b and Humu ~nicts 
Food and Drue Admiiilitntion 

Ctnttr for Dt\icts ud Radlolocful Hultb 
Ctnttr for Blolop cs En 1luadon and Rtttarcb 
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Conclusions
 

 Inhalation drug delivery is dependent on a 
successful interplay between drug, device and 
patient use 
 Review grounded by regulations, standards and risk 

analysis 

 FDA strives to work with the manufacturers to 
ensure safe and effective devices are available to 
public 
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Thank you!
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