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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
r

[Docket No. 99N-0053]

Announcement of a Pilot Customer Satisfaction Survey: Medical Device Inspection

Evaluation

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is announcing a l-year pilot of a customer

satisfaction survey entitled “Medical Device Inspection Evaluation. ” The purpose of the evaluation

is to provide a means whereby the medical device industry can provide feedback in an anonymous

way to FDA’s Office of Regulatory Affairs (ORA) regarding the medical device inspectional

process. ORA intends to utilize a third party to collect the evaluations and trend the data submitted.

DATES: Written comments may be submitted at any time between March 1, 1999, through February

28,2000.

ADDRESSEES: Submit written comments to the Dockets Management Branch (HFA–305), Food

and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT: Denise D. Dion, office of Regulatory Affairs, Division

of Emergency and Investigational Operations (HFC–1 30), Food and Drug Administration, 5600

Fishers Lane, Rockville, MD 20857, 301–827–5645, e-mail ‘‘ddion@ora.fda. gov”.

SUPPLEMENTARY INFORMATION: The Office of Management and Budget (OMB) has granted

approval for this evaluation as a customer satisfaction survey. The evaluation is a followup to

FDA/ORA’s successful medical device industry initiatives, which included preannounced

inspections, FDA 483 annotations, and postinspection notification letters. The Medical Device

Industry Initiative Grassroots Taskforce, which includes members from industry and industry trade
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groups from across the nation as well as from FDA/ORA and FDA/Center for Devices and

Radiological Health, is responsible for the design and development of this evaluation tool. The

University of California-Irvine (UCI) Center for Statistical Consulting, Irvine, CA, is the third party

that will collect and collate the evaluation forms and data. The data trends and findings will be

made publicly available and will be shared with industry. The evaluation will be piloted for medical

device proapproval, quality system/good manufacturing practices, and other related inspections.

The evaluation forms will contain preprinted information completed by the investigator

regarding the name of the firm inspected, date of inspection, whether an FDA 483 was issued,

the name of the investigator(s), the applicable FDA District Office and the reason for the inspection.

The form will be accompanied by a preaddressed stamped envelope that is to be used to return

the form to the UCI Center for Statistical Consulting (UCI). FDA expects the firm official with

the most knowledge of the inspection to complete the industry survey portion of the evaluation

as soon as possible after the inspection has ended. UCI will report the results by FDA District,

FDA Region and nationwide.

The purpose of including investigator and firm identifiers on the evaluation is to assist UCI

in obtaining clarifying information if needed and to determine the number of responses received

versus the number of inspections conducted. FDA/ORA intends to share FDA’s inspectional

accomplishments (numbers) with UCI to help facilitate this determination of response rate. Neither

the firm nor investigator identifier information will be entered into the data base or shared with

FDA or industry.

The information collection provisions in this notice have been approved under OMB control

number 0910-0360. An agency may not conduct or sponsor, and a person is not required to respond

to, a collection of information unless it displays a currently valid OMB control number.

Interested persons may, at any time between March 1, 1999, through February 28,2000,

submit written comments to the Dockets Management Branch (address above). Two copies of any

comments are to be submitted, except that individuals may submit one copy. Comments are to
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be identified with the docket number found in brackets in the heading of this document. Received

comments may be seen in the office above between 9 a.m. and 4 p.m., Monday through Friday.

[INSERT GRAPHIC]

January 21, 1999
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William K. Hubbard

Associate Commissioner

for Policy Coordination

CERTIFIEDTO BE A TRUE OOPY OF THE ORIGWJAt.

~ Dec. 99-???? Filed ??-??-99; 8:45 am]

BILLING CODE 4160-01-F
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MEDIC.lL DE}’ICEINSPE(’TIOS EJ-.+L[.$TIOY

This Section to be Completed b! the FD,4

Company lnfornlation

c’onlpall} same:

Compan> ,\ddre5s:

Teleph(me: ( ) f’ax: [ ) E-mail

T>pc [~fdmice(s) imspeutcd:

Dates Oflnspection: Start date’ _ I’nd date: —— —
\f,ll\lll I),,\ \ .’,1 - \l(u) [l, [ ).!\ \?l:

FDA Information

Name of lead investigator:
Number ofsuppor-ting inies[iytors:

~D,’\ District (circle ,>IIc): l-\}h ?-\\fl :-1’111 :-III i ‘-\\i I ,-( I\ ‘. III N-l I I ,.\\II
111-\ol 11-wi 12-[11[ 1:-1)1 I 14-\ll\ l’-l)\l !-h \\ !--l)l \ ;s. \ \\ 11.I ()\ :11.\I \

\\ i. (1 4s.? I.. [IC$LI”

I }’1-\

: \{)

f<c:l.,~n(>) li~r ill~pcctl,~ll (clrclc ,111[h;i[ .Ippl> 1.

I Pr-c-:ippr,7\ ,11

2 Qs(; \lf ’

; olhcr lplea.c >pccll’} )“

ALL FOLLOWING TO BE CO%l PLETED BY THE COMP.ANI’

The first set of questions asks what happened before the inspection began. Please circle the number
associated with the answer you choose. Your responses to all questions will be kept confidential.

Q- I Did your company recei~e advance notification of the inspection’?

~ ~~~ (lf >es) How lman~da}s advancenotificationdid you receive?

NUMBER OF DAYS

Q-2 During the pre-announcement phone call, did YOUhave clarity of inspection requirements as to

a. Products I YES 2 NO

b. Records 1 YES 2 NO

c, Personnel I YES 2 NO
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happened during the inspection.

\\(w’kin: (i:i\$”,’

(l f~es) \\ as the illtcrruptioll ruque>tcd b)

t

I F[ltl

2 }’0{ ‘R c’f331P,\\}’

(’llaractcrlle the IInpacl ,)f”tllc illtcrruptit)ll i)Il :,_Iur cLJIlIp21j>

I 11111’1”[ I

:\l\l R\l

1 l)ls R( l’I”l\t

(.)-5 fi crc 1(}11 ,Ihlc [L) ll;lf~ xII I]lc IIg]l~ p~r,t]ll[l’.l ;~l,~i],l[ll~, ~[LIIIlly [I)L, lllipCC[l~Jll”’

I }’ts

2 \()+ 1’[ I \if I IPI \l\

Q-6 \\ :15 !t~ur cL~lllp8nJ i)h IC [,~ Incct 2111tllc IIccL{. ,}l’lIIL IIIJC~lIULIl,II(.} t~~r rc’c(~dt :lI:lil:illilil>”

I )’FS
2 so + 1’1I ,\sr- [;SPI \l\

(J-- Durlny tllc prf>ccsi ~~t’tll~, ill,p~~[i,}ll \\;I, \,>~lrlit-l]),Il\\:I\. II,,lificd {{(ill!,)1’IIIC lll\cili~attlr(5) flb~crl;lti~~ll>’?

I Y’rs
2 \o + P1. i”.\fl” E\ Pl, \l\ ____ _ .__.__—.

Q-8 Did the in~estisytor-(s) pro~idc In> helpt’ul inf(wn]atioll [Jr suggestions’?

1 YES
2 No

The following questions pertain to the outcome of the inspection.

Q-9 Was an FDA 483 issued at the close of the inspection’?

I YES
2 NO + SKIP TO Q-1 8 ON THE BACK PAGE

Q-10 Were there an) corrective actions taken or promised bj your company during the process of the inspection?
(CIRCLE ALL THAT APPLY)

I YES, TAKEN
2 YES, PROMISED
3 NO, NEITHER + SKIP TO Q-1-l ON Tti E NEXT PAGE
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I YES

2 No

Q-20WOrldLiik. !~hat is the rota

F“inalll, we ask that !I)U pro~idc CO I1(;IC( intornl:l[ion stlould wc ntd ~’l;iriflt’:ltion about an! ~Jt
your responses. This is for the usc I)y The [ c1 (’enter for !it; ltis[ical Consulting OIt/I and \\ill

m)/ he released to the FD.-1, to an~ industr} group. or to ;Inyonc (Ilsc.

Person (-omplcting this Evaluation:

Name:

Title:

Telephone:

Fax:

Titutik you wry much foryour help!

Please return completed questionnaire to:

Anita Iannucci, Ph.D.

The UC[ Center for Statistical Consulting

Social Science Plaza

University of California

Irvine. CA 92697-5105

(9-$9) 82-I-1682 iannucci~uci. edu


