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Editorial

Gendicine: The First Commercial Gene Therapy Product

Irecently returned from a 2-week tour of Asia, where I vis-
ited a number of universities in Taiwan, Hong Kong, and
mainland China. During this trip I had the opportunity to in-
teract with a number of faculty and students. The most vivid
impressions came from my visits to universities in the Chinese
cities of Guangzhou, Chengdu, and Shanghai. The growth of
these cities and the establishment of new infrastructure were
absolutely amazing—cranes jutted into the sky everywhere I
looked. The students insisted I give my lectures in English with-
out translation and they engaged in very active and insightful
debate about the science of gene therapy. Every hospital I vis-
ited had, or was developing, translational research programs to
facilitate the creation and evaluation of gene therapies for a
wide variety of diseases, with a particular emphasis on cancer.
Many of these programs were quite sophisticated and were ad-
vancing into clinical trials.

One area that I was keen to learn more about was the bio-
logic agent, called Gendicine, that the Chinese company Shen-
zhen SiBiono GeneTech (Shenzhen, China) was distributing as
the first commercially approved gene therapy product. This
product, based on an adenovirus serotype 5 vector engineered
to express p53, was approved by the State Food and Drug Ad-
ministration of China (SFDA) for treatment of patients with
head and neck squamous cell carcinoma (HNSCC). As of July
31, 2005, Gendicine has been used to treat more than 2600 pa-
tients, with a projected 50,000 patients to receive this product
by 2006 (Dr. Zhaohui Peng, unpublished data). This product is
in late-stage clinical trials for a variety of other malignancies,
as well.

The international gene therapy community has watched the
evolution of gene therapy research in China and the develop-
ment of the first commercial product with mixed emotions.
Broad-based support for the field, irrespective of where it oc-
curs, is a plus. In addition, we all will benefit from clinical suc-
cesses. However, I have heard concerns about the robustness
of the regulatory process for approval of new therapies and the
willingness of the scientists to share data relevant to the eval-
uation of this product. In fact, much of the clinical data are pub-
lished in the Chinese literature, which, unfortunately, is not eas-
ily accessed by scientists in the West. With this in mind, I asked
Dr. Zhaohui Peng, the CEO of SiBiono GeneTech, to write a
review summarizing the key clinical data available on Gen-

(See Chinese translation on next page)

dicine and to summarize important regulatory issues related to
the review of the product by the SFDA. My request was met
with unabashed enthusiasm and I had a draft on my desk within
a month. His review, entitled “Recombinant Human Ad-p53
Treatment in China: Current Status of Gendicine,” can be found
on pages 1016—1027 of this issue of Human Gene Therapy. In
this review Dr. Peng summarizes a large number of clinical tri-
als and outlines in some detail the development and testing of
the product and relevant quality control and quality assurance
issues. Although the review provides a useful overview of the
history of the product, it is insufficient to allow an independent
assessment of the SFDA decision to approve Gendicine for
commercial sales that undoubtedly involved review of thou-
sands of pages of supporting documentation.

What have we learned from the experience of the Chinese
with this gene therapy product? Clearly there is an evolving
process in China to review clinical applications of gene ther-
apy through the SFDA. For example, in 1993, 1999, and 2003,
the SFDA published various Guidance and Points to Consider
documents to help direct the development of gene therapy re-
search in China (http://www.biopharm-mag.com/biopharm/
article/articleDetail.jsp?id=95486). As noted in the review by
Dr. Peng, the SFDA convened an expert panel of 39 scientists
to review Gendicine for commercial sales, suggesting a diligent
approach. On the basis of my personal experience, it would ap-
pear that Chinese scientists involved in gene therapy research
are as willing to share their data as are my colleagues in the
West. There is a high level of enthusiasm for gene therapy re-
search in China, with an increasing commitment of resources
being deployed for its development from both the private and
public sectors. This commitment, coupled with an enormous
pipeline of intellectual talent, bodes well for China to emerge
as a major player in this field. The story of Gendicine also re-
inforces the challenges in communicating important develop-
ments in gene therapy across the globe in sufficient detail to be
of practical use. I hope that you will view Human Gene Ther-
apy as a venue to facilitate these kinds of communications
through peer-reviewed papers, reviews, and commentaries.

James M. Wilson
Editor-in-Chief
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Chinese Translation of Editorial
EHmEF
LN —t 5 B —A ETRERGTT 4

B, BRIAAFEE KM ZATER, N—LWHREITHEE, RUATEE., FENRERREN Sl ZEREENLS
52 -k 2 REHT SR EE 2 0T B R GT R B S IUREET TT 2 AR . TEXREMZATH, M Rk b
BEETENPTNEREZEARLS AR, H2HEE, LATLSEAZHEENR. U KFEURERKTAERARKETT
RAWENG . HEXLRFFEIN, ZEMNBRIDRBAEXERS A RTAEE, FRES 50ER BT RAARZRBERATE.
BTV E B —TERA O AR s B B E T RN R A F LT, DR & R 48 5 2 I B VR T 7 R R A
. X H A SR SRS T H IEHE & AR o

e AR B ER T RES kY, R-HHERSE -2 TR AN S XA WY, A SUEE T ERIE &P 25 4
WBRHHEBREERERAA N W8, MRHA LE - EHREEGRTAY . 44" UERFEEARARSEDY, SR
AZMTE 5 BRRE AL, EHEARTRZAWENSIER ps3 ATiHMGEEARNAEK. 2T EEFRELARKBEERLR (SFDA)
fite, “AXAETT 2004 4 4 B LA TR SLIMBHE (HNSCC). MIERFEARNGEAREFEIITEZ AR L AReEnm
REXMEAE, 8132005 F 7 A 31 H, “SNAEEHIT T2, 600 4K A. 2 2006 EHitH 50, 000 4 ANELETIX
FZGRIIERYT . FE, RS X AR B B IR AR T AR BIE.

At RER BTSN FTIIBEUARROEF XX —2RETENRRULE - EERT=RETER Ll. Link
FEYAFTTEA B KA R, MERGTORAMITE O ER S TEMUSKSEE. TE, RIONAFRHELBH FRERIT ™R
ZEMG PRI P o ) T o (BB IR oot B~ SR B R I, LA VR SE P (B 24 A S S LR of 28 5 R VR T S BRI o LR A T A At oL
EAEREFNZEEE SR ETIHRMERAIE S R FIERTEN PRI BER . PO — AN EENRER K
ZHAEFX T MR 4 RIVUR REDT CEAMT L. X THE 7 FE RS S ERNEEE. B TXMNEE, R
BETHROEARNEERNTEZHEE L HCAREEST»E —REERRNBA LA MRBERAKEE R P E SFDA HEHLH
EAER. SETEAREMEZ TRIEEFTE - P HZRATRER T XELER. KFE UEARE 1016-1027 T BIX B E A «H
FROEG T B E A RN EE LR E 254 SR o B I PR R A BB » B S0

FEXRYER, ZHLEETRES S XA MXNIEREE, AR TX RO REEUR SR FEAREERY
M. KBRS TS NAETMRENE, REASEUMERMNGEEHSIPN SFDA RaufI#tHE" 4 4" i, BTHX—T
FHVERZILT R BB BOEXRXET AR EFEATRE THE 7 A? BT UERHE F] SFDA XFER T =51
PR F s 1P R AN B H R 2. fltn, SFDA 7 1993, 1999 i 2003 4485 = A T 18 SIS NS I B Sk A &
HEPR VAT 76 b [H 57T 7R (http://www.sfda.gov.cn/cmsweb/webportal). IF Nz tRrig:, &t 4 XA Fiiz 87, SFDA AL T B
39 BRMERARPEFPAMN S NE BT T EEMEF T, XE—EEE LRI T SFDA XX 242 EMAEEN.

P ERFEROIAE TERGT RN, FEBFAAE Sl EE X — SR . KFEANFEEXTABHAS
ML EHE R M A E AR TEREREGTRNERES LRI BERENMAE. 5 NHEHRREEEGTHR
BTG -~ A E KB, B 0 TR X — A0 A 1 B DR R AT A BR A X 3T 40 BRI 20 - 3RA B8 K 5l $878 RIAT VP o B
RUE., GFRAMRFHAR, BARERBITIMEAXRHLRE - EEF O,
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