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DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED: OMB NO. 0910-0138

PUB LIC H EALTH SERVICE - FOOD AND D RUG ADM INISTRAT ION EXPI RATION DATE : January 31, 2003
GENERAL DEVICE CLASS IFICAT ION QU ESTIONNAIRE (See OMB Statement on Page 2 )

PANEL MEMB ER I PETITIONER DATE
HiFi DNA Tech, LLC (Petitioner) 3/7/07

GENERIC TYPE OF DEVICE CLASSIFICATION RECOMMENDATION
Human Papillomavirus DNA Polymerase Chain Reaction Detection Class I I

1 . IS THE DEVICE LIFE-SUSTAI NI NG OR LIFE-SU PP O RTING ? ❑ YES NO Go t o Ite m 2.

2. IS THE D EVICE FOR A USE WHIC H I S O F S U BSTAN TI AL IMP ORTANCE I N
YES NO Go to Item 3 .

PR EV E NTI NG I MPAI RM E NT OF HUMAN H EALTH ?

3 . DOES THE DEVICE PRESENT A P OTENTI AL U N REAS O NABLE R I SK OF ILLNESS
0 YES E NO Go to Item 4 .

OR I N JURY 7

If "Ye s," go to Item 6 .
4. DI D YOU ANSWE R "YES" TO A NY O F TH E AB OVE 3 QUES TI ONS ? ❑YES NO

If "No, " go to Item 5.

5. IS THE R E SUFFICIENT INFORMATION TO DETERM I NE THAT GENERAL If "Y es, " Cla ssify in Class I .
CO NT ROL S ARE SUF FICI ENT TO PROVIDE REAS ONABLE ASSURANC E O F ❑ YES ~ NO
SAFETY AND EFF ECT IVEN ESS7 If " N o, ' go to Item 6 .

6 . IS THERE SUFFICIEN T IN FORMATION TO ES TABLI SH SPECIAL CO NTROLS IN If "Yes, ' Cl a ssify in Class II a nd
ADDI T ION TO GENERA L CON TR OL S TO PROVID E REASONAB L E ASSURAN C E YES ❑ NO go to Item 7.

OF SAFETY AND EFFECTIVENESS 9 If "No," Classify in Class III .

7. IF THE R E IS SUFFI CI ENT I N FORMAT I ON TO ESTABL ISH SPECIAL CONTROL S TO
PROVIDE R EASONABLE ASSUR ANCE OF SAFETY AN D EFFECTIVENESS
IDENTIFY BELOW THE SPECIAL CO N TROL(S) NEEDED TO P R OVIDE SUCH
RE ASO NAB LE AS SURANCE . FO R CLASS It.

Z Gui da nce D ocu men t

~ Performance Standa rd(s)

D evice Trackin g

Testin g Guidelines

Other (speciry) See Special Controls under 21CRF§860 .123(a)(6) in
Reclassition Petition for Human Papillomavirus DNA Nested
Polymerase Chain Reaction Dectection (formerly K063649 )

8 . I F A REG U L ATORY PERFORMANCE STANDARD IS NEEDED TO PROVI DE
RE ASONABLE ASSU RANCE OF THE SAFETY ANDEFFECT IVENESS O F A CLASS
II OR III DEVICE, I DE NTIFY THE PR IORI TY FOR ESTABL ISH ING SUCH A STANDARD .

❑ Low P riority

❑ Med ium Prio rity

❑ High Pri ority

N ot Applicab le

9 . FOR A DE VIC E RE C OMMENDED FOR RECL ASS IFI CAT ION I NTO C LASS II, SHOULD ~ YE S NO
HE RECOMMEN DED RE GULATORY PER FORMAN CE STANDARD BE I N
LACE BEFORE THE RECLASSIFICATION TAKES EFFECT ? ❑ NOT Applicabl e

10. FOR A DEVIC E RECOMM ENDE D FO R CLASSIFICATION / RE CLASSI FICA TI ON I NTO
CLASS III, IDENTIFY THE PR IO R ITY F OR REQ UIR I NG P REMARK ET APPROVAL
AP PLICATIO N (P MA) SU BM ISSIO NS .

❑ Low Priority

❑ Medium Priority

❑ High Priority

Not Applicable

FORM FDA 3429 (6l02) PsC Media Am (3 oi) a3 -io9oEF PAGE 1



11 . I DEN TIFY THE NEEDED RESTR I CTION (S )

O nl y upon the wr itten or oral authorizat ion of a practitioner l icensed by law to administer or use the device

Use only by persons wi th specific train ing or experience in its use

Use only in ce rtain faciliti es

MLCj Other (Specify) For professional use within the confines of a licensed high-complexity laboratory, as defined by the
Cl inical Laboratory Imp rovement Amendments (CL I A) of 1988 .

13 . COMPLETE THIS FORM PURSUANT TO 21 CFR PART 860 AND SUBMIT TO :

Food and Drug Administration

Center for Devi ces and Radiological Health

Office of Health and I ndustry Programs (HFZ -2 1 5)

1350 Piccard Drive

Rockville , MD 20850

•

~

OMB STATEMEN T

Public report ing burden for this collection of Information i s estimated to average 1-2 hours per response , including the ti me for reviewi ng
instructions , searching existi ng data sources , gatheri ng and mainta i n ing the data needed , and complet i ng and reviewing the co l lectio n of i nformatio n .
Sen d comments regard i ng this burden est imate or an y other aspect of this collecti on of informat ion , i ncludi ng suggestions for reduci ng t hi s bu rden to :

Depa rt ment of Health and Human Services
Food and Drug Administration , (HFZ -215)
2094 Gaither Road
Rockville , MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to , a collection of informatbn unless it displays a currently valid OMB control number.

FORM FDA 3429 (6/02) PSC Media Arts(30q4411090EF PAGE 2



.
INSTRUCT I ONS FOR GENERAL DEVICE QUEST I ONNAIRE

1 . Answer each question by checking yes or no in the middle column and follow the
instructions in the column on the right . The preparer should refer to Title 21 Part
860 of the Code of Federal Regulations for classification/reclassification definitions
and procedures .

2 . The General Device questionnaire is designed to aid in the determination of the proper
class for all medical devices .

3. A medical device should be placed in the lowest class which will provide adequate
controls to reasonably assure the safety and effectiveness of the device .

4. Questions 1, 2, and 3 pertain to the degree of risk of the device and can be answered
broadly .

5. Questions 8 & 9 are not applicable unless a regulatory standard, subject to section
514 of the Food, Drug, and Cosmetic Act, as amended, 1976, has been designated as a
"special control . "

6 . Question 10 is applicable only to devices recommended for class Ill .

7 . Question 11 refers to restriction such as prescription use or similar limitations as to the
use of the device .

8. Use this completed questionnaire to prepare the Supplemental Data Sheet. Send both
forms to the address indicated in question 12 .

•

•

FORM FDA 3429 ( 6 /02) e SChtcdi a Am ( 3oq u3 • io9oEF PAGE 3
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Attachment 3 :

Volume A :

513 C linical Specimens Tes ted for HPV
by Nested PCR/DNA Sequencing and by

~ Digen e HC2 Ass ay

PCR - positive = 107 cases
HC2 - positive = 75 cases
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