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Presenter
Presentation Notes
Welcome to our CDRH Learn Training Program.

  

CDRH Learn is a training program developed by FDA’s Center for Devices and Radiological Health, or CDRH, and is designed to bring you training on a wide range of topics that involve the regulation of and policies related to medical devices and radiation products.



I am Ron Brown, the Acting Recall Branch Chief, in DRMO (Division of Risk Management Operations)



Today, I am going to discuss the Medical Device Model Recall Notification Letter



I hope that you enjoy this training program.






=
Company Recall Requirements

The recalling company is responsible for promptly
notifying each of its affected direct accounts (that is,
distributors, contractors, customers) about a recall.

A recall communication can be in the form of a press
release, telephone call, telegram, mailgram, or a first
class letter. It is highly recommended that the recalling
firm discuss a recall letter with the FDA district office
recall coordinator prior to issuing the notification.

www.fda.gov/MedicalDevices/Safety/
RecallsCorrectionsRemovals/ucm243982.htm

www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
PostmarketRequirements/RecallsCorrectionsAndRemovals/default.htm


Presenter
Presentation Notes
On this slide I will discuss “What are some of the Recall notification requirements for a company?”



The recalling company is responsible for Promptly notifying each of its affected direct accounts (that is, distributors, contractors, customers) about a recall. 



A recall communication can be in the form of  a press release,  telephone call, telegram, mailgram, or a first class letter. It is highly recommended that the recalling firm discuss a recall letter with the FDA district office recall coordinator prior to issuing the notification.



Please also note that the web addresses annotated at the bottom of the slides are references for you to obtain further information:

 

http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ucm243982.htm,

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/RecallsCorrectionsAndRemovals/default.htm




=
What is the reason for the company’s

notification?

To provide detalls regarding the product
recall

To supply information to help users identify
the product

To minimize health consequences by
providing instructions on what action(s) need

to be taken

www.fda.gov/MedicalDevices/Safety/
RecallsCorrectionsRemovals/ucm243982.htm


Presenter
Presentation Notes
On this slide we will cover the reasons for the notification



What is the reason for the company’s notification?



	To provide details regarding the product recall



	To supply information to help users identify the product, and



	To minimize health consequences by providing instructions on what action or actions that need to be taken






®)
Recall Notification

First Class Letter should be conspicuously marked,
preferably in bold red type, on the letter and the
envelope: “URGENT Medical Device Recall."

The letter and the envelope should be also marked
“URGENT" for Class | and Class Il recalls and, when
appropriate, for Class lll recalls.

Telephone calls or other personal contacts should be
confirmed by one of the above methods and/or
documented in an appropriate manner.

www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
PostmarketRequirements/RecallsCorrectionsAndRemovals/default.htm


Presenter
Presentation Notes
On this slide we will discuss some key points regarding a Recall Notification



A First Class Letter should be conspicuously marked, preferably in bold red type, on the letter and the envelope: “URGENT Medical Device Recall."



The letter and the envelope should be also marked “URGENT" for Class I and Class II recalls and, when appropriate, for Class III recalls. 



Telephone calls or other personal contacts should be confirmed by one of the above methods and/or documented in an appropriate manner.






Company Name
Date (Month, Day, Year)

URGENT:! MEDICAL DEVICE
RECALL?
<PRODUCT NAME>

Custamar MNama

Davice Mams

Siram Address

City, Stals, Tip Code

Daxr Davica CLstamanDiE T,

The purpass of His letier b 1o advise you Thal Comgany N ﬁmymwx
immwmmammnmm A cavarad
1N 1= Froguct and DESTDURN MIFMalan Sackan).

Noiz Hany sarious injuries andr daaihe have ocourrad oF Goulkl 000w 35 3 recull of e taluna
of e devica, 3dd ks samanca in bakd fant Sﬂ‘lﬂ!.il mmﬂmmom

Reason for the Voluntary Recall:

kaniify e produci concamnsiprotiams, whalhar achual or polential, Indeisl (Far sxamgiie, what
nappans whan he devica falis). Inchude e folkowing imfrmatian, B avaliabis”

« Frequency of fallures and complaints (for sxampia, "\We ars awarz of jnumbsr of]
product talurss and fumiber of] com@iaints ralaisd fa e probiam”)
= Advares events (3 ks, inues, daaing)

* Pecarrmarced for S | e [ oecaly, “Urgent” shouid e nched on boih the et end eveicos m par 20 SR TEREREL

2 Fror recimtion-amiing sacronc producs, @ recel acion @ govese by 21 OFF 1004 — Repurchess, Regers, o agiscerman: o
Smcirore Crmtucia — uer whch manSecsoes e nesare B3 g such procuci i confomy viEh plcise paroTrance
Twrcias o oomact any reporied Sevics Sefack ¥ e charge b bhe coer Viscios Savios. recsis e grveme: by 21 O5A 538 -
Slaprrs =f Comactiors mne Semevais - ahch coms st conien n e racUnETARE.

Risk to Health:

Evpiain how Ta davica talure or prodiam will afiact palams, Meafin cars providers, of olhar
persons Who a2 posad fo e davica e davica fEwrs oIn causs Inunas, delEys I
surghcal procaduras, or ather d=iays In redimam or haragy, provide an expianatan of wity tal
lEEa

Add T2 st@smant “How to recognize that the device may fall” Desonne me mathods of
racogritan of e davice e by T2 USmarREa  Sive an aplangton (inlay kms) of haw
e f3iure ocours and haw o deleciracagnize e kssue.

Actions to be taken by the Customer/User:

Descrine actans ¥ s nanding armre:a;aaymm mc_rxmsge discominua usa, discard
OF CONTRC! T3 [roducy, TSium e Iroduct, i) SR whehar mase acﬁmsauv_lrrwa',.'.r
Fang-1anm and, If appecamia, when 3 lng-iam SoNBN Wil D2 im@amanad. Al 3 minmum,
ansire fhal e fEoaing Samans ars incuded:

* Racommandsd YaImam of 3CHONS T USSTS 10 MANMIZa risks of BNSSs Or injury

+  ACEONS 10 b2 tEkan panding comectve of rameaval of e davica

= Aflamaive products T3l can ba used, I appicabila, and whathar ramaeal of e product
M3y cIUES 3 ghoraga

= Spadiic instructans for subrecal and any 3ssociaied racals (fr oxampie, Ha davice ks
220 marksiad undar 3 differanl brand name or ks includad 35 3 camponanl In 3 Wl Al
will 350 naad 1o b2 racaiad, i appicabia)

*  IMETUCEONE R ACONOWSSdgamant (FAX D90, amal, iapnane, Sc).

Product and Distribution Information: This s = nat Bmitad 10 he mommaton Bsisd
bebow; piaasa Insarl addlonal infamaBon 3s appicabia. Pholographs of e product ara
aptiond, ut ancouraged.

Froduct and Distribution Information Table

Prodact Mas factmrs Lot'Eastal | Mamsdsctutng Tishinotion | Expimfon Date | Cuseity
Mamas Fmduct Neminer =3 AADOYYYY)
Urigue AomiserCatsiog

Devics i

ieniler

-

ooicazi)

Type of Action by the Company:

Winat is e Bom daing 10 correct TS ISEUST — (R Examgia, syslam updales, ramaval, and
changa iniapaing ). Winan Wil ese COMactyYa aCBONE Da 130N Dy Me company?

«  Falura ivestgatan indings]



Presenter
Presentation Notes
On this slide we have displayed the Model Recall Notification Letter 



Please Note that the Notification template is divided into sections



The sections are numbered for reference but the numbers are not part of the notification.  



The letter template has been broken out into sections to make it easy for the recipients to get to the information they need quickly.  



The section headers should be included in bold to provide an easier visual reference and consistency.



Please note that as we go through the presentation



We will be utilizing a blue background to help distinguish which section is being covered


\’ Dgenmgaﬂ%rg&rﬁ?eir}
—> URGENT:" MEDICAL DEVICE
RECALL?
<PRODUCT NAME>


Presenter
Presentation Notes
The Recall notification title must include:

Company Name

Date the notice is released

Indication that this notice is an URGENT Medical Device Recall

Product name that is prominently displayed 



In the third sub-bullet above, URGENT Medical Device Recall should all be in caps as noted in the Recall Notification Title.




Company Name
Date (Month, Day, Year)

URGENT:! MEDICAL DEVICE
RECALL?
<PRODUCT NAME>

The purposs of s ketier b 10 advis= you Tal Company N hmmmx
(inchuke: e ram, mardad use sislamant, and any aodbonal kdankbcaban i coverad
I 2 Proguct and CESRUBON WINManan Sacsan).

Nai nnmmmmmmwMWmamﬂamm
of The dewica, 3dd ks samance in bakd fant SH‘IJI.II 88 andior desthe hawe ccoumed

Reason for the Voluntary Recall:

kanily e product concamnsiprotiams, whelhar achal or polantial, Indatsl (For sxampie, whal
nappans whan e devica f38s). Include e folawing imformatan, B avaliais

» Frequancy of fallures and complaints (fr sxampa, "Waars awars of frumbar o]
product talurss and fumber of] comg@aints relaied 10 e prodiam.”)
= Advares events (3t iz, inuies, daaing)

* P - fo S b ae M oeeaty, Trgent” shouc be ncbed on both the ether anc emosicps w3 par 20 SR TLSREREL

2 Fror recimtion-amiing sacronc producs, @ recel acion @ govese by 21 OFF 1004 — Repurchess, Regers, o agiscerman: o
Smcirore Crmtucia — uer whch manSecsoes e nesare B3 g such procuci i confomy viEh plcise paroTrance
Twrcias o oomact any reporied Sevics Sefack ¥ e charge b bhe coer Viscios Savios. recsis e grveme: by 21 O5A 538 -
Clagrriy = Comaciiors mne Camevais - st cous sk conien an agusant reuneas

Risk to Health:

Evpiain how Ta davica talure or prodiam will afiact palams, Meafin cars providers, of olhar
persons Who a2 posad fo e davica e davica fEwrs oIn causs Inunas, delEys I
surghcal procaduras, or ather d=iays In redimam or haragy, provide an expianatan of wity tal
lEEa

Add T2 st@smant “How to recognize that the device may fall” Desonne me mathods of
racogritan of e davice e by T2 USmarREa  Sive an aplangton (inlay kms) of haw
e f3iure ocours and haw o deleciracagnize e kssue.

Actions to be taken by the Customer/User:

LMMU@PMWMWMW{HWWWW
OF CONTRC! T3 [roducy, TSium e Iroduct, i) SR whehar mase acﬁmsauv_lrrwa',.'.r
Fang-1anm and, If appecamia, when 3 lng-iam SoNBN Wil D2 im@amanad. Al 3 minmum,
ansire fhal e fEoaing Samans ars incuded:

* Racommandsd YaImam of 3CHONS T USSTS 10 MANMIZa risks of BNSSs Or injury

+  ACEONS 10 b2 tEkan panding comectve of rameaval of e davica

= Aflamaive products T3l can ba used, I appicabila, and whathar ramaeal of e product
M3y cIUES 3 ghoraga

= Spadiic instructans for subrecal and any 3ssociaied racals (fr oxampie, Ha davice ks
220 marksiad undar 3 differanl brand name or ks includad 35 3 camponanl In 3 Wl Al
will 350 n22d i b racaiad,

= InsTuCEan: R 3Cnowiadgamam 'anmmm ).

Product and Distribution Information: This s = nat Bmitad 10 he mommaton Bsisd
bebow; piaasa Insarl addlonal infamaBon 3s appicabia. Pholographs of e product ara
aptiond, ut ancouraged.

Froduct and Distribution Information Table

Prodact Mas factmrs Lot'Eastal | Mamsdsctutng Tishinotion | Expimfon Date | Cuseity
Mamas Fmduct Neminer =3 AADOYYYY)
Urigue AomiserCatsiog

Devics i

ieniler

-

ooicazi)

Type of Action by the Company:

Winat is e Bom daing 10 correct TS ISEUST — (R Examgia, syslam updales, ramaval, and
changa iniapaing ). Winan Wil ese COMactyYa aCBONE Da 130N Dy Me company?

«  Falura ivestgatan indings]



Presenter
Presentation Notes
Our next section is the  “Recall Notification Greeting and Purpose”


Customer Name

Device Mame h
Street Address

City, State, Zip Code

Dear Device Customer/Distributor,

The purpose of this letter is to advise you that Company Name is voluntarily recalling Product X
(include the name, intended use statement, and any additional identification detail not covered
in the Product and Distribution Information section). '

Mote: If any serious injuries and/or deaths have occurred or could occur as a result of the failure
of the device, add this sentence in bold font: “Serious injuries and/or deaths have occurred

or could occur due to the failure of this product. We have reports of [number of] deaths
and/or[number of] of serious injuries.”

Reason for the Voluntary Recall: 4—

Identify the product concerns/problems, whether actual or potential, in detail (For example, what
happens when the device fails). Include the following information, if available:

» Frequency of failures and complaints (for example, “We are aware of [number of]
product failures and [number of] complaints related to the problem.”)
* Adverse events (that is, injuries, deaths)


Presenter
Presentation Notes
Please follow the arrows as we go along:



the Greeting to Customers is fairly straight forward and contains the basic information of the user.



Also included in this section are the details of who you are and what device you are voluntarily recalling.  Please provide the user with identification information for the product in question.  You should also include details of any serious adverse events associated with the product, note that in bold and number the injury types that have been reported to date.



In the next Section we will discuss the Reason for the Voluntary Recall:



In this section, please provide the user with as much detail regarding the issue as is available, including:



Frequency of the failure occurrences and the number of complaints received to date.



Adverse Events – What types of injuries have been seen as a result?






Company Name
Date (Month, Day, Year)

URGENT:! MEDICAL DEVICE
RECALL?
<PRODUCT NAME>

Custamar Mama

Davica Nama

Sirast Address

Cly, Staia, Tig Code

Daar Davica CusmanDiETEmuy,

The purposs of Tis latier b 10 adviss you Tal Company N ﬁm&;mmx
‘mmwmﬂ&maﬂﬂmm N cowarad
I 2 Product and DESRUBon WNManan Sacuan).

Noiz Hany sarious injuries andr daaihe have ocourrad oF Goulkl 000w 35 3 recull of e taluna
dmmaﬁmmmmm Sﬂiﬂul mmﬂﬂmww

Reason for the Voluntary Recall:

kaniy meirow:l cancamsipratiams, whalhar achal or polantial, Indetsl (For sxampis, what
nappans whan he devica falis). Inchude e folkowing imfrmatian, B avaliabis”
= Freguancy of fallures and complainte (for stampia, "Weare awars of fumbs of]

product fallures and fnumbar of] compiaints relgied o he probiam”)
= Advares events (3 ks, inues, daaing)

* AP - [ S R et Tngens s e e on ot the et anc emosicps m per 20 SRR TAEAREL

2 Fror rmcibion-amiing sacrone producs, @ mecel acion @ govermse by 21 OFF 1004 — Repurchess, Ragers, o Ragiscerman: o
Cmciroe Trotumm - urer whch MmN ecsre e rearet 2 g Buch (rocuca mis covoey vER wphcEse parmrance
Farcis o oamact wny reporied Sevos Sefack ¥ e chape b the coer Viscios Seios recsis ane prvemes By 21 53 808 -
Shapers = Comachore mne Semevais - alech coes nt coEEn e racUnETARE.

Risk to Health:

Expiain how Tha davica fallura or pratiam will afiecl palianis, haafn cara providars, oF oinar
persons Who a2 posad fo e davica e davica fEwrs oIn causs Inunas, delEys I
surgical procedures, O aer delays I wesimen or herapy, provide an sxpianston of wiy hal
ks 50,

Add T2 st@smant “How to recognize that the device may fall” Desonne me mathods of
racogritan of e davice e by T2 USmarREa  Sive an aplangton (inlay kms) of haw
e f3iure ocours and haw o deleciracagnize e kssue.

Actions to be taken by the Customer/User:

LMMU@PMWMWMW{HWWWW
OF CONTRC! T3 [roducy, TSium e Iroduct, i) SR whehar mase acﬁmsauv_lrrwa',.'.r
Fang-1anm and, If appecamia, when 3 lng-iam SoNBN Wil D2 im@amanad. Al 3 minmum,
ansire fhal e fEoaing Samans ars incuded:

* Racommandsd YaImam of 3CHONS T USSTS 10 MANMIZa risks of BNSSs Or injury

+  ACEONS 10 b2 tEkan panding comectve of rameaval of e davica

= Aflamaive products T3l can ba used, I appicabila, and whathar ramaeal of e product
M3y cIUES 3 ghoraga

= Spadiic instructans for subrecal and any 3ssociaied racals (fr oxampie, Ha davice ks
220 marksiad undar 3 differanl brand name or ks includad 35 3 camponanl In 3 Wl Al
will 350 n22d i b racaiad,

= InsTuCEan: R 3Cnowiadgamam 'anmmm ).

Product and Distribution Information: This s = nat Bmitad 10 he mommaton Bsisd
bebow; piaasa Insarl addlonal infamaBon 3s appicabia. Pholographs of e product ara
aptiond, ut ancouraged.

Froduct and Distribution Information Table

Prodact Mas factmrs Lot'Eastal | Mamsdsctutng Tishinotion | Expimfon Date | Cuseity
Mamas Fmduct Neminer =3 AADOYYYY)
Urigue AomiserCatsiog

Devics i

ieniler

-

ooicazi)

Type of Action by the Company:

Winat is e Bom daing 10 correct TS ISEUST — (R Examgia, syslam updales, ramaval, and
changa iniapaing ). Winan Wil ese COMactyYa aCBONE Da 130N Dy Me company?

«  Falura ivestgatan indings]



Presenter
Presentation Notes
The next section References the footnotes located at the bottom of the slide to the left.






Recall Notification Footnotes

IRecommended for Class | and Il recalls. “Urgent” <«
should be noted on both the letter and envelope as per
21 CFR 7.49(4)(b).

2 For radiation-emitting electronic products, a recall «uu—
action is governed by 21 CFR 1004 — Repurchase,

Repairs, or Replacement of Electronic Products — under
which manufacturers are required to bring such products
Into conformity with applicable performance standards or
correct any reported device defect at no charge to the

user. Medical device recalls are governed by 21 CFR

806 — Reports of Corrections and Removals — which

does not contain an equivalent requirement.


Presenter
Presentation Notes
On this slide we would like to point out that:   



Recall notifications are 1Recommended for Class I and II recalls.  “Urgent” should be noted on both the letter and envelope as per 21 CFR 7.49(4)(b). the recommendation for Class I and Class II recalls regarding the letter and envelope.

 

and  



Please also note that for raditation emitting devices, the recall action is regulated under 21 CFR 1004 which requires manufacturers to bring the affected product to conformance at no charge to the user.  This varies from the requirements of 21 CFR 806 for Medical Device recalls.






Company Name
Date (Month, Day, Year)

URGENT:! MEDICAL DEVICE
RECALL?
<PRODUCT NAME>

Custamar MNama

Davice Mams

Siram Address

City, Stals, Tip Code

Daxr Davica CLstamanDiE T,

The purpass of His letier b 1o advise you Thal Comgany N ﬁmymwx

‘mmwmﬂ&maﬂﬂmm N cowenad
in 2 Product and Desriouion Ermaion S2cian).

Naoiz Hany sarious injuriss andiar daats hmumradambﬂmasamnmm: =1
of e devica, 3dd ks samanca in bakd fant Sﬂ‘lﬂ!.il irian andior desthe have cocumed

Reason for the Voluntary Recall:

kaniify e produci concamnsiprotiams, whalhar achual or polential, Indeisl (Far sxamgiie, what
nappans whan he devica falis). Inchude e folkowing imfrmatian, B avaliabis”

« Frequency of fallures and complaints (for sxampia, "\We ars awarz of jnumbsr of]
product talurss and fumiber of] com@iaints ralaisd fa e probiam”)
= Advares events (3 ks, inues, daaing)

* Pecarrmarced for S | e [ oecaly, “Urgent” shouid e nched on boih the et end eveicos m par 20 SR TEREREL

2 Fror recimtion-amiing sacronc producs, @ recel acion @ govese by 21 OFF 1004 — Repurchess, Regers, o agiscerman: o
Smcirore Crmtucia — uer whch manSecsoes e nesare B3 g such procuci i confomy viEh plcise paroTrance
Twrcias o oomact any reporied Sevics Sefack ¥ e charge b bhe coer Viscios Savios. recsis e grveme: by 21 O5A 538 -
Slaprrs =f Comactiors mne Semevais - ahch coms st conien n e racUnETARE.

Risk to Health:

Exgiain how e devica tlura or probiam will fiact patiants, Maafn Cara providars, or gihar
pareons who ars sxposed 10 e device. I dovica BUre Can Causa Injuries, deiays In
a:glr.!pmamm. o ater deiays In wastment o Meragy, [rOvde an eplanasan of wity

Add T2 stEsmant “How to recognize that the device may 13l Desonoe me mathods of
racogritan of e davice e by T2 CUSOmarAEa  Sive an aplangton (inlay kms) of haw
e f=3iure acours and haw o delecirecagnize e kssue.

Actions to be taken by the Customer/User:

mmumm amremlaupmmmmmmu
OF CONTRC! 13 [roducy, MM e product, i) Stae mmma\ewa)u
§ang-iarm and, If appicania, whan 2 kong-1aTm SoluBan will b2 imgiamanad. At 3 minkmam,
ansre st e fEoaing Samans ars included:

= [Racommandad WaImam o 3CBONS RN USS 10 MINEmiza risis of Bnass or injury

= ACEONE 0 D2 takan panding camacive or ramaval of e davice

»  Afamaive poducls 1 C3n ba wsad, I appecaie, and whelhar ramaval of e produc
M3y cIUES 3 ghonage

»  Spacilic nstruckans fr subrecal and any assocaied racals (R oxamps, Ha dovica ks
220 marksiad undar 3 differanl brand name or ks Includad 35 3 camponant. in 3 Gl Al
will 350 n2=d o b racsiad,

*  IMETUCEONE fOF ACNOWadgamant (FAX D90, amal, iapnane, @c).

Product and Distribution Information: This 30ie = natl Bmitad 10 he mommaton Bsisd
bebow; piaasa Insarl addlonal infamaBon 3s appicabia. Pholographs of e product ara
aptiond, ut ancouraged.

Froduct and Distribution Information Table

Prodact Mas factmrs Lot'Eastal | Mamsdsctutng Tishinotion | Expimfon Date | Cuseity
Mamas Fmduct Neminer =3 AADOYYYY)
Urigue AomiserCatsiog

Devics i

ieniler

-

ooicazi)

Type of Action by the Company:

Winat is e Bom daing 10 correct TS ISEUST — (R Examgia, syslam updales, ramaval, and
changa iniapaing ). Winan Wil ese COMactyYa aCBONE Da 130N Dy Me company?

«  Falura ivestgatan indings]



Presenter
Presentation Notes
The next section that we are going to discuss is the Risk to Health and Actions to be taken by the Customer or User


Risk to Health: -

Explain how the device failure or problem will affect patients, health care providers, or other
persons who are exposed to the device. Ifthe device faillure can cause injuries, delays In
surgical procedures, or other delays in treatment or therapy, provide an explanation of why that
IS S0.

Add the statement “How to recognize that the device may fail.” Describe the methods of
recognition of the device failure by the customer/user. Give an explanation (in lay terms) of how
the failure occurs and how to detect/recognize the issue.

Actions to be taken by the Customer/User: -

Describe actions for safe handling of the recalled product (for example: discontinue use, discard
or correct the product, return the product, etc) State whether these actions are tempaorary or
long-term and, if applicable, when a long-term solution will be implemented. At a minimum,
ensure that the following elements are included:

* Recommended treatment or actions for users to minimize risks of illness or injury

* Actions to be taken pending corrective or removal of the device

* Alternative products that can be used, if applicable, and whether removal of the product
may cause a shortage

+ Specific instructions for sub-recall and any associated recalls (for example, if a deviceis
also marketed under a different brand name or is included as a component in a kit that
will also need to be recalled, if applicable)

* Instructions for acknowledgement (FAX back, email, telephone, etc ).


Presenter
Presentation Notes
Risk to Health:



The firm should provide a detailed description of what risk the device failure will pose to the user.  



What hazard is the likely outcome of the device failure? Is it an injury, a delay in therapy, inappropriate therapy, …etc?   



If the failure is detectable, make sure to highlight that in bold for the user.  Please provide the information in lay terms for the user. Anything that helps the user recognize the failure early is good! 



Our next Section –” Actions to be taken by the Customer/User” should detail step by step what the user or customer should do to discontinue use, discard, or correct the product.  



At a bare minimum, these instructions should include treatment or actions by affected users to minimize risks, action to take pending corrective action, list of alternative products, instructions for any associated recalls, and the instructions for acknowledgement of the recall. 



Number or bullet the steps or actions required of the customers to deal with product and manage risk.












Company Name
Date (Month, Day, Year)

URGENT:! MEDICAL DEVICE
RECALL?
<PRODUCT NAME>

Custamar Mama

Davica Nama

Sirast Address

Cly, Staia, Tig Code

Daar Davica CusmanDiETEmuy,

The purposs of Tis latier b 10 adviss you Tal Company N ﬁm&;mmx
‘mmwmﬂ&maﬂﬂmm N cowarad
I 2 Product and DESRUBon WNManan Sacuan).

Noiz Hany sarious injuries andr daaihe have ocourrad oF Goulkl 000w 35 3 recull of e taluna
of e devica, 3dd ks samanca in bakd fant Sﬂiﬂul mmﬂﬂmww

Reason for the Voluntary Recall:

kaniy meirow:l cancamsipratiams, whalhar achal or polantial, Indetsl (For sxampis, what
nappans whan he devica falis). Inchude e folkowing imfrmatian, B avaliabis”

= Freguancy of fallures and complainte (for stampia, "Weare awars of fumbs of]
product fallures and fnumbar of] compiaints relgied o he probiam”)
= Advares events (3 ks, inues, daaing)
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Presentation Notes
Next we have the Product Distribution and Actions taken by the Company section


Product and Distribution Information: This table is not limited to the information listed _
below; please insert additional information as applicable. Photographs of the product are
optional, but encouraged.

Product and Distribution Information Table

Product Manufacturer's Lot/Senal | Manufactunng/Distnbution | Expiration Date | Quantity
MNames, Product Mumber | Dates (MM/DDMAYYYY)

Unique Mumber/Catalog

Device Number

Identifier

(if

applicable)

Type of Action by the Company: <

What is the firm doing to correct this issue’? — (for example, system updates, removal, and
change in labeling). When will these corrective actions be taken by the company?

s Failure Investigation findings:


Presenter
Presentation Notes
Our “Product Distribution” section contains the product identification information provided by the manufacturer.  



To Include the Product Name, the manufacturer’s product number, the lot or serial number, the manufactured or distributions dates, the quantity, and expiration date, if applicable.



Our” Type of Action by the Company” section provides any actions that the manufacturer is taking to correct this issue.  



This includes actions such as providing a system update, market removal, or change in labeling.  



Also, Provide details on when these actions will be taken and whether these are long term corrections or short term,  Any findings from the Failure Investigation should provided here.
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Our next section is reserved for other important information that has not been provided


OTHER INFORMATION: _

s Contact information for questions
s Aftachments of Acknowledgement and Froduct Replacement Forms (separate sheets)

Authorized by:
Mame: (Print)

Signature:

Title:

Contact Information: Include Days/Hours Available (with Time Zone) for calls (such as, Monday
through Friday, 8:00 AM to 4:30 PM, Eastern Time). Add a toll-free number and a dedicated
website address if they are available.

Adverse reactions or quality problems experienced with the use of this product may be reported
to FDA:

+ Online at http/'www _fda gov/Safety/MedWatch/How ToReport/default_htm
(form available to fax or mail), or
« CallFDA 1-800-FDA-1088

16
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Presentation Notes
In the Other Information section you should provide contact information to the user or customer who may have questions and also list details for acknowledging receipt of the recall notification.



This section also provides information for reporting Adverse events to the FDA  




Recall Notification Format

The format, content, and extent of the
notification should be commensurate with the
recall hazard and strategy.
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Please remember that the format, content, and extent of the notification should correspond with the recall hazard and strategy. 


Sample Acknowledgement Letter

MEDICAL DEVICE RECALL RETURN RESPONSE
Acknowledgement and Receipt Form

Responss is Required

Customer Information:
Custamer Nams

Streal Addrass

Toan, Siake, JpCode

PRODUCT NAME

Lot Sarlal numibars:
Inave read and understand te recal Instructons provided In e <date af- letter. Yas _ Na_
ANy 30VETEE SvSmis 330003120 WItN rEC AN roductt Yes _ Na_

Wyss, ple3se explaim

Distriuiars:
I have checkad my slock and have quaraminad vemany cansising of <unils, C3s28,
= A

I nave Idemifed and notfed my cusiamens Ihal were shipped & may have be=nshipped Tis
oroduct oy (epechy date and methed of notification); ==

Aftached ks 3Bt of customens wia recaived'may have recaived this roduct Pleass notly my
CUSIOMEE.

Quasticn 8 {whan appllcable)

LI e Bl L USRS e WL AR L T

Signaiur 2 of Recapl

Hama'The

Ta=phane

Emal addrass

Vi3 s devics Implamed T (I yes, mease specify the Implant dates, the quantities
Implantad, and provida avallabla tracking Information).

Affected Product Information: Ineludeinformation that is applicable for affected
product

Affected Product Informafion Table

Manuiaciurars Lot/5anial

ko Product NumDer Quansy in cuanmy | eEl
apmcans) MumbarCatal | shipped 1 e iany relanaiad remrnad

g Numiper Cusiomar

PLEASE FAX COMPLETED RESPONSE FORM TO: Tal. <>, ATTN < =
OR MAIL TOFIRM NAME AND ADDRESS



Presenter
Presentation Notes
A Notification letter should include a return response form that the customer can use to acknowledge receipt of the communication.  



Note: A sample has been provided to outline what would be beneficial, but it is key that customer/user have a means of responding and acknowledging that they received the notice and have taken appropriate action.




Inappropriate Information
in a Recall Notification

Qualification data
Promotional materials

Any other statement that may detract
from the message
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Presentation Notes
This slide provides examples of Inappropriate Information in a Recall Notification, such as 



Qualification data



Promotional materials, or



Any other statement that may detract from the message 






Notification Follow-up

When necessary, additional communication
should be sent to customers who fail to
acknowledge receliving the initial notice.
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Notification Follow-up



Please note that Whenever necessary, additional communication should be sent to customers who fail to acknowledge receiving the initial notice.


»
Consignee/Distributor Responsibilities

Upon receipt of a recall notification, follow the
Instructions set forth by the recalling firm.

When necessary, extend the recall to its
customers In accordance with the instructions
provided by the firm.


Presenter
Presentation Notes
On this slide Consignee/Distributor Responsibilities are discussed



Upon receipt of a recall notification, Consignees and Distributors should follow the instructions set forth by the recalling firm, and 



When necessary, extend the recall to its customers in accordance with the instructions provided by the firm.
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Conclusion

Notification letters must provide clear details
regarding the issue and the health risk to the users.

Information identifying affected products must be
easy to find.

Actions to be taken by the users should be bulleted
or numbered to clearly articulate the requirements to
minimize risk or impact of affected product.

Notification should be sectioned to allow the user to
qguickly see the information needed to react to the
recall requirements.
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In Conclusion



Notification letters must provide clear details regarding the issue and the health risk to the users.



Information identifying affected products must be easy to find.



Actions to be taken by the users should be bulleted or numbered to clearly articulate the requirements to minimize risk or impact of affected product.



The Notification should be sectioned to allow the user to quickly see the information needed to react to the recall requirements.




Thank You

If you have further questions regarding
reporting requirements, contact:
Your local FDA District Recall Coordinator at

http://www.fda.gov/Safety/Recalls/
IndustryGuidance/ucm129334.htm

CDRH’s Division of Small Manufacturers, International
and Consumer Assistance (DSMICA) at

1-800-638-2041, 301-796-7100 or
dsmica@ fda.hhs.gov


Presenter
Presentation Notes
Thank You



If you have further questions regarding reporting requirements, you may contact your local FDA District Recall Coordinator or refer to the other sources listed on this slide


Thank You

If you have further questions regarding
reporting requirements, contact:
Your local FDA District Recall Coordinator at

http://www.fda.gov/Safety/Recalls/
IndustryGuidance/ucm129334.htm

CDRH’s Division of Small Manufacturers, International
and Consumer Assistance (DSMICA) at

1-800-638-2041, 301-796-7100 or
dsmica@ fda.hhs.gov
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Thank You



If you have further questions regarding reporting requirements, you may contact your local FDA District Recall Coordinator or refer to the other sources listed on this slide
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